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Pharmaceutical Sciences, Chulalongkorn University.
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Abstract

This research sets specifications of 223 active pharmaceutical
chemicals for quality control. The specification of each pharmaceutical chemical is
divided into 3 parts. Part | sets characteristic of raw materials in accordance to
USP24, BP1998, and/or Certificate of Analysis (COA) of the manufacturer. Part |
requires analysis of Physical Appearance, ldentification, Solubility, Heavy Metal,
Loss on Drying, Related Substances, Impurities and Assay etc. Part Il includes the
In — House Specifications which are recommended additional requirement for
production of dosage forms. Conforming to Part Il will increase the quality

assurance of the raw materials.

The specifications in Part I, generally not found in the pharmacopia,
include analysis such as : Residual Solvent, Impurity Profile, Particle Size, Bulk
Density, Tapped Density, and Shelf Life, etc. Part lll is the remark which
summarized from the comments (interviews and questionair) from pharmacists
working in pharmaceutical plants. The remarks include recommendation for
additional analysis such as : color, odor, Impurities, Polymorphism and Dissolution

Test, etc.

These specifications if required in registration of raw materials will
result in higher degree of quality assurance of the finished products in both public

and private sector.
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PHENYLEPHRINE HYDROCHLORIDE ..........ccoovviiiiinenee.
PHENYLPROPANOLAMINE HYDROCHLORIDE ................

PIROXICAM ..........

POTASSIUM CHLORIDE..... ...ttt
POTASSIUM GUAIACOLSULFONATE ...
POTASSIUM NITRATE ...

POVIDONE ..............

POVIDONE — IODINE
POVIDONE K-90 ......
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ppm 1 COA AaziRaninuua bitin 10 ppm 1Judn

LLazuaﬂﬁnﬂiTaﬁmu@qmé’nwmzuaz@mmwiumé?m‘iﬁmlﬁa 159
mupjw‘ﬁmi’mqaué"smﬁﬁﬁ'avlﬁﬁmu@qmé'ﬂwmzLLazqmmwLﬁ'w'fzfu
8nlu  Addition Specification %38 In-House Specification L%
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1.1 %aéﬁm’imqﬁu:
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[ % =< p.l' 1 et v g; v R I ~ 3; v
ANBULLALIATIFIIVBINANNUANA1IN I mamavl,@mamﬂugﬂmw U19A398719 b6

nanLduA0n 1Tudn

& o . & a ° oo =< A A A
maAuen b iun  (Aging) AenvaziinarnlAanuaeNAnnIaNsswIaF
A o A A en \ A o A
wasuudasldld iwnzanunriieliouend@hdeuss (Hasangaslasiaiimaadl
A A A @ o va & o a A . & v
Walimiganfuussud lididnaseululassarafomadfouudaseine 9 Hudu
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971N Related Substances 8% 5 1B Acetic Acid 31N Aspirin SUpL

Qs & & = e A dl a v v [ v Aa
mmaommﬂLﬂuaﬂqmaﬂHmwmwmmmmﬂ@ (mhnal%ma

suaaninll) aenu1dasnefisaAn 1w Sodium Chioride, Potassium Chloride,
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Ammonium Chloride LTué1 #wYaaa1uN98890I8aN 110 arenNdlutaansasa

\ A o LA =g ' o A | a a & @
AN 9 WIDGWIUNBLWNNIRLUTIEY L% eenduniasng § NIATVIIN e

ANH UL BONNIRNARITDOANLNFTEITUNIVEI USP24 LLaz BP98
\Junan darnualuias Appearance #aidaiarasaudmivdmmiagaunnaiia
& A & Aaa A, = v o A A

waznnasd asnnidunsamafiiianite viuwalddaau lasgndienuasimgy

sanInlflszaunsallumsarafialdedwd  dudndeutszaunisalansazldis

Wisuisunuasuasgwilalunisyinemmw  (Working Standard)  twsnzdiarnnue

A A A A | A o | =2 A &V ] v A A

vosFnuiiwadlutwnnieunn wurnn Genaumies (Alinnudhldiniesdio

A A & &  a A, a o« = A @ A o A

lay  Sedazdwiutywadudaloh lduwdadusndeun riswludondasues
A = o va A o & & a kg A o
8u 9 neazvilFvesduTagUiuiaiowllanGyld

é’aﬁu;&’wﬁﬂmﬁ?’nL%ﬁ]gﬂa’ﬁm:ﬁaaﬁmmﬁmaaﬁ’;m"i’@]qaulﬁl,muaumvlﬂ

A ) et s a 1 . .
RIDRINIVAIUIUINTUA LTW Omiprazole, Doxycycline, Paracetamol, Ambroxol, LLas
Ranitidine 1Tud1 NeasawlatlwilaeiigNas1adU0da287 FINNAS1918 TIa19zh

nannNaIUwlaursasIaaoaleing g e
1.3 Solubility :

mia:a’mmaaéﬁsrm‘fluqmé’num:mwwzmzm e NdunaagIn
lnaiinazazanotinlaa iwwinfalmdey, nfalwunsi@on, wiandalalasasslia
A 6 & v v & L o . o
wnaelalasluslue Wueu wadduuansasansaziuny Polarity 2847381 wazaad
ATINAZAY TI9LDaNLNRTEITUNIUDI USP24 az BP98 tilunan lagaziianad
f e o A & A o 2 & \
LL@]@]’JY]’]E\]ZE]’]EWILﬂ%IWﬂ’]SN’]ﬂﬂS;(@ U7 Alcohol 3B lwasUNuNANY LT
Acetone, Ethyl Acetate udalwansiey 1ou Ether, Chloroform, Methylene Chloride

Was Benzene LuAW

#3UAN Solubility Ninualud1e aziruadugie lasldianyivasn

a

A A =
N1IRERNEY DINAIVURNUY A%

30



3197 3.1 TarnualuiIas Solubility

Descriptive Term Parts of Solvent Required for 1 Part of Solute
Very Soluble Less than 1

Freely Soluble From 1 to 10

Soluble From 10 to 30

Sparingly Soluble From 30 to 100

Slightly Soluble From 100 to 1000

Very Slightly Soluble From 1000 to 10,000

Practically Insoluble or Insoluble | 10,000 and Over

Torimualuiied  Solubilty HadsdasaTImeuimniLmBIagdunnTiia
& A & A = oo A o & A
waznnA3d hasnnidunsaraseufiing ks ldtaan wazliannudndubslas

 oa A v A & A a
Y I NENIR au"liﬂlmL@iUNUquq RIBRITINEA UI@] HLRNIZUIRA

gy Aa o 2 A ) o A . )
uaﬂ"ﬂ’]ﬂu@']UqﬂuiﬂiﬂﬁiqﬂmaﬂzﬂwaﬂﬂLL@ﬂ@]’]\jﬂuUaN&] SOlUbIlIty LLATNANN
o o A . g ) | = .
NWAaIL BN SO|UbI|Ity ﬁ%zadwai@]U@iﬂ@laa@]i’]lﬁ’)ﬂ’]iﬂ:a’]ﬂ (Rate of SOlUtIOﬂ) ‘ﬁ%a

LIAINTazane (Dissolution Time) auazlnadaTIUszdndna (Bioavailability)

1.4 Identification :

msﬁgﬁlﬁmﬂé’ﬂmﬁ Lﬂuﬁaﬁmu@qmé'nwmwa:qmmwmaoéﬁmi’mq

a { o s d et v 1 & o g: a né a g:
adundannazuannIadndulinnuinduaionuads 9 S93TnamIgauNInue
R DOANLNFTENITUNIVAY USP24 uaz/wia BP1998 1ilunan  Tariivualuisad
Identification ﬁmsﬁaomnaauéww%’ué’am’"s’mqaunﬂmﬁ@ LLaznﬂﬂ%'o Whasndu
MIATIIRAUNIY LAUNS LATALA
a & @ &a ad 4 aada Ao o &
msfigaiianansalinaeds $99TNanNan U a9k
1, JuAsnianudumizinzadgs  (Selectivity)  LBUMTIATIZNN

Functional Groups 614 9



2. lhawnuly auiia False Positive 310 Impurities waz Related

Substances
3. Lﬂuﬁ%'ﬁvlmjammﬁuvl,ﬂ
4. FLOIN TIATI WaTTIAYN

miﬁgmﬁwﬂé’ﬂmﬁﬁ%m 037 leun
1.4.1 NIIAIIVFIUAIAINNIIAILAIN (Physical Constants) :

] A & ] A A A o o
Aasnmamaemwidudiasnuassnsnis 9 Aaansa s
U52naUMIAaRLONaNHVBIANTLA LT% Melting Point, Freezing Point, Boiling
Point, Specific Optical Rotation Waz Refractive Index tJudu (;oaziduailuds

fnuada 9 lu)
1.4.2 nM3a32980uA28lA3811ad (Chemical Reaction) :

Ujfsenednfenlraasianuianizianzasnu Functional Groups
@y 9 1quLaqa % Amine, Amide, Carboxylic, Ester, Aldehyde, Ketone, Phenolic,
Thiol iludu waznaanmMsvljisenalarsazqonadnlataian isudfaen

A a J AadA A A oy a J I v [ a 6

uiasly Haznauifaln aznauiifidne 9 wislimoiadn Wudu wunsigasiien
anuol Primary Aromatic Amine 1a8/3% Diazotization @38 Nitrous Acid L&7 Coupling
AU Napthyl ethylene diamine l9a13 Azo Dye NiFuas udu lasdn@inaznan
A aaa Ada A ¢ a A 1 v A = A
Wesliseueiindnisfgasindu wiese innzensaznaldiinduanoainnisaunia

MITY UATHAKY 9 INAAFUGIEANUIRNTaIAL TIFTUNA |FLIN

Ujispednidenlruisfissdasiasmnan ldaaniaspuasiim
dae 13U mIngatiananunived Acetylsalicylic Acid (I Ester Group) @a8n13vh
aaAaAa Qs g: 1 { =) J " Y
UZA387nu Ferric Chioride TS. luassusnazlifimaasundasdla 9 e wedn
Ay v o~ A v v v a a 4 a J A Ay v
folizpznamia wietldanuiowdn  sufiefiuaaiadn  wnnlefield
Acetylsalicylic Acid 3z0n Hydrolyse e Salicylic Acid (ﬁ Phenolic Group) uia

U§A3811U Ferric Chloride TS. lo&aa9uas tiuedu
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Y aaa A o et 1 . = '
w1y isunaldwIuneaz Functional Groups azlannang ue
lungrdnsulafenunldnasouines 1-3 35 ik tiWemsiuguwunuison o
nifiasnnnmIanaseudol jiseieiinulianugienluFsimuaisumazay
NAFAL §NITMINAROU 81YVBIXITAN TI9zinasia Specificity WAz Selectivity
e
° o o A = a a 6 19 @ .
dmiudmniidumradiunidaulnglfanaseueuya  Cation

(84WALIN) UAZ Anion (8LNAAL) TaolFUfAzenafiivliiAeduazaznowdunan
U =\ =
1.4.3 ﬂ"l‘iﬁi')%ﬁﬂﬂﬂ')ﬂﬁlﬂﬂtﬂi&lﬂi:

v
1.4.3.1 N13@398UMI8 Infrared Spectroscopy (IR)
A & [ & a A edad A o

MINFIRLDNANWIUEITEUNI @wq@ﬂamﬂﬂj IR Spectroscopy
wTzaanInAganladngl Functional Groups arlithefiagludinld Faumstu

™ % n:ll ] n:l. d‘ = = a a
yug@ﬂmoaﬁammuaqu@ FalumsIoufisy IR Spectrum  fuuRaTANN
1 A = . . = a [ a v ' & %
fuLtiu Finger Print 1N8UNURITNIATIINEES 8NWLIN IR Spectrum “unIunh
R A <A v o A & a ' Aad) A v a
laagneafin Adugulaindussviionn 9 939 wdlunsdinlaidasuasgiueeds
(Reference Standard) Ne19zadllIouauan IR Reference Spectrum (37N
Catalogue of Infrared Spectrograms, Sadtler Research Laboratories %38 Aldrich

Library of Infrared Spectra %3891N Thai Pharmacopoeia) ‘ﬁvLﬁLLamvH'

=2 U = ad A s 6 v
LA IR L‘WEI\‘]’J‘ELG]U’Jﬁ]zﬁ?&ﬂ?ﬂﬁ?ﬂﬂ?i@]?ﬂﬁ]Lﬂﬂﬂﬂiﬂm‘l]ﬂ{'la’ﬁvl,@

= ' A v waal A Y \
neay LL@]&LuﬁJ’Nﬂsmﬂ@]aﬂim')ﬁ@ﬁ'}ﬁ]ﬁaﬂﬂu | Usznauaiy Lou

a6 & v

1. LﬁaLﬂumﬁamaansmmzmaﬁumm n@laamnawamﬁa LT
- 2- 3- + o+ 2+ Y
Cl, S0, ,PO, ,Na,K,Ca iiuaw

2. ssnianuwanaalu IR Spectrum Basan ududainsa
8OUADDU 9 LWNNULAN LTW Melting Point, UV Spectrum, TLC,

Color Reaction
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3. lun3dlf Polymorphism & IR Spectrum @n9nuitasunn 1
& v . . AI a
L Ua0In379 Melting Point LWHLA I@mawwmsmaﬁ]aau
@8 Differential Scanning Calorimetry (DSC), %38 Differential

Thermal Analysis (DTA) Fsazifinua latatam

4. lunydinsnsnuwdn  Optical Isomer 3ududainsIagaualn

Specific Optical Rotation @28

5. lunstwasansdsznavsinana (Polyhydric Compound) 684

ATIIRDULNNLANG I8 Refractive Index +Inen

¥ ada g; o & ¥ A =) o 1 | =
NIATIIROUAILIT IR U19aTe nduaasinsieisauaatnaiunia

1, ﬁaaaﬂémm%uﬁﬁag’iué’mw (@aadenlFisAmanzan
gnsudeudazaiia  laglivhlwaoiudensaesill
ﬁtaf:maaﬂ*’ﬁ’ﬁ%aumyléfm’mé’uqagcyﬁmﬂ ﬁqmwgﬂﬁge
NN LLa:ﬁmsg}@mm%uﬁ’m wialtiTaudoAuTaug
Aana) fieufiezinanaTageUnInTz IR Spectrum 104

W (mewWan ﬁm{ﬁﬁg}@ﬁﬁ‘uag‘luﬁam) Tdsumu IR

Spectrum w84 Functional Groups @19 ¢ luaae1 vilwnns

AATHEN

v o v a Qfﬂl J v =4 g/ 1 [-%
2. mamﬂ%mmmgwnwwu arumIanuang g luan

azaofszy i (Recrystallization)

3. AR ENN T wnR0a19920 aIRNANILAIVINRLAUNLANNE
A LY o ' =2 ° a

S Lwalﬁagluaﬂwmzmaamaﬂau FszannIniin lilSeu

WiguAL IR Spectrum 18381301033 a8 TuILE HIB

Reference IR Spectrum UaJLUR Wuan

Tymidsagiriifidrmalulssnuniasdniagdludsenalng
Wav'liTiaIesla Infrared Spectroscopy iltlulsssuias Nefuanainisasnanas

LNININLA? Mg LRI aTaﬁmﬁmja PINBNGIY  AITULIIWNEALIEN L%ﬁ]gﬂénu
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Ina  F90n@eslU143%  Functional Group Analysis  11uilfisennvildiies

(Colorimetry) %38 TLC %30 UV-Spectrophotometry WD udn

% a 6 [ 6 (% o %
uannld IR Spectroscopy lunsigatiiandnuatudy ludmends
fwual#ld IR uananauand19zas Polymorph vasdanfiaglusndniagy na 9 7

IR Spectrum 114&3% Finger Print 284 Polymorph dndnldanninuas lugsaiau
1.4.3.2 nM3a329daUA8 Ultraviolet Spectroscopy (UV)

defazganauusy UV |6 9xdasll Chromophore  nanafialass

o a v A o A o . . a o o A
afimaafiazdasdnunzNagluansme Conjugation (8 7T Bond &AuTU O Bond)
7lifia Electron Delocalization ldnaaansluiana 337l Electron uusnaninga

NAMLES UV uaReuanIwan Ground State 11/g9 Excited State @14 ¢ LG4aIn

S 58 . mow.n o> udu

UV Spectrum 1%Lﬁaﬁ§%ﬁLaﬂ§ﬂﬁﬂiﬁﬁaﬂﬁﬁuﬁ Chromophore
I lLYINTL @911 UV Spectrum 3911aw12ia12294¥ny IR Spectrum M3hg UV

Spectrum 8819L887239 WIFINITOAAFUNITATINANANBALVDIENT be

UV Spectrum 9:31ATzHIINAN Wavelength NN1IQanauULEIg

o 2 o A A a 6 ' .
gauazdnga Tuinazfidmadoauuld  + 2 nm uagiienizdaindn Specific

ﬁ a o & 1 di A a

Absorbance TINNTRUBALTUTIN 6 1HBINNTANURANAIANNIINAROUNAE 9
™ 1 L3 L% lﬁ o v U U {
1938 13% IMNANVTUTUVBIRNTAZALEY TIMnualiasazaelanudutunag
: @ ' A | \ d A
8% Absorbance lwiaaa 1 . IWagluzae 0.3-0.8 Gsfieduiuztrenaziianuia
waedasfiga  wazluzie Wavelength flivuazdasdistiziiauazqmninuasen
azanun g ﬁ]:ﬁaa"LaJ'iUﬂmmi@@ﬂﬁmLawaaéﬁm UONINNHLIA B9
NrvananunlslausedtSunme Absorbing Substances 8% § 91N Related

A . A & | ' A A A A
Substances %38 Impurities ‘mJuLiJaua%J LRZAN Tolerance VaILAIRIND TILUAN

sz £ 0.1 Absorbance Unit
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dn:l' o e a g; A A 3‘ =) " v
Iunsmwmm’mqﬂuuuuﬂimmm %38 Solvent 8HaY 81992
#891fn  Absorbance 89 Solvent ¥1%NEEN WIBMNIAIANANT  Maximum
wavelength 11N 1 a1 wueih lFwnA1aaaIuszningdn  Absorbance 01

Maximum wavelength N9 2 LNWANTLTAN Specific Absorbance

1.4.4 msasndaualalasinlaniW@19 9 (Chromatography)

1441 nmsasndaualefiwualasuilans i (Thin Layer

Chromatography)

3% TLC daslgsiwnuitiedon 9 Fsazvilduilalunanisasa
Agatianansaivatasidlavizdosarasayldnwion 9 duamnesgu luwsindiv
a ) & A A kg = & a & o = <&V o A o
LaLEEIIM NNATY (Bausnfiniaftonnazaioniwes wisTad3agUiled lasdenld
T mnzaunUmeLaazTia)  vuaLazan B laTINlaLnINYBIENTA8ENIRE
% A e =3 a U | c?; ] dn:l' |
dasndaunumanasgunnidszms Sezigadlddnduansuu 9 udlunydindu
v Al v a o @ o ' A a &
aunusnndifsaiuann a133zdadld Co-chromatograph iulunsdinisfigasiian
anuoiuas Betamethasone-17-Valerate NU Betamethasone-21-Valerate 36893

PINFNAWLEIN U ATIIRDUUBLNWABLALAINY FIDZLAUNA LATALI

I(ﬂsla;ﬂﬁ%m%'uﬁasnﬁl,flumiauﬂ%ﬁ ﬁwﬂgaﬁwﬂﬁﬂmﬁﬁ' Functional
Groups @19 ¢ lagldiBen9 9 1w Infrared Spectroscopy (IR) wazABlandfnsen
108 §INIATI98AL Chromophores @149 ¢ laalt Ultraviolet Spectrophotometry
(UV) LLa:mim’Jﬁ]amJﬂ’n&m%qﬂﬁ“Uadmﬂ@ml‘ﬁ' Thin Layer Chromatography (TLC)

¥ o . ' 2 . ' - -
wanMAgIinInTIIRaLauUA Cation L34 Na ., K, Ca  Wwaz Anion W CI, Br,

a o

3- I v v aaa v Aa
PO, tJudu laglrujisenainliifesuszaznon



1.5 Melting Point :

Lﬂé’%@h%‘ﬂﬁﬁmu@ﬁ;waaumma%w%‘uéhmmwﬁ@ LAAIEILNITRA
=3 1 YV o £ g; JJ %] 1 g: =1 v =1 ] =1 1 U 1
Aldlamruald NaduALINEITwY 9 ug@liiﬂiaasﬁaﬂwaLﬂmLmuaumavl,u QI
%A%
& o v Y 1 ] & o 1 v 1 1 =3 v v )
Afnuale o1 lduswaniirnwa lile wdad1elsnauadlvaagauaiutarinnmwa bis

LRTENTU

1 a & Qs =) 1 Q a
Arvasanasumanduitnislunmsbudusiiavesmnsiindumiigast
lanansalitau 9 Swuiunmieniseuyanennnd lWlBiTesdinn udintasiiauaz
A ¢y A i [ & A o ' @ @
wnaslufinaidasiiny Calibrate Ausasgwiusze 9 wwalddudldgndas

L3 16810

o o o Ao = ' o = a ' o o A o A a
fnTudenBihnandeiun Aaziilanasumaldiiuld wiadend

o @ 2 A \ v A Aa A . & A
lawaiegdansmendniuandranuniafiiunitfl Polymorphism faziiyanaaninag
uwandanu  eanuganaaunardnduitnilunsiigad Polymorph 28333 lag
mwwuﬁamﬁ;waawmmﬁfuﬁasl Differential Scanning Calorimetry (DSC) L8z
Differential Thermal Analysis (DTA) T9zLARANNUANAIVBILAREANBULHAN bo1

DENITALIN

1.6 Specific Optical Rotation :

f%m%'uéhmﬁimmﬁ”’mmamﬁﬁ%g Asymmetric Carbon Atom azi 2
isomer fa isomer %ﬁaa:mmzmumamm‘[wm‘hﬂﬂmwm 1IJs4 Dextro (+) Form
wadn isomer ‘ﬁﬁw:v\ym:mwamaﬂwm"lsaﬂﬂma%m {lu Levo (-) Form
@n Specific Optical Rotation flaziAgndasiunissalassaiomaniivasen sl
U’]Gﬂifﬁﬁﬁ?maaﬂfm%iﬂu Specific nu Receptor Site A1 Specific Optical Rotation
2= nadonTeNNBU0ILNeIY wenandt Isomer Aanesfn 0199zl Metabolite
Products Aiuanesiule dsiuniiaves Isomer wiaen Specific Optical Rotation 34

ﬁaa%’mﬂu‘*ﬁaﬁ’mu@ﬂmé’nwmumzﬂmmwmaaéhm"i’@qauﬁ’m
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1.7 Appearance of Solution :

° o o o o = {
MITAUAINHLVDIRNTALANLVBIALN [AIvazaeni 9 N
RGN IR lamrualianzle BP1998 Lilariinuali USP24  ueili USP

el Clarity and Color of Solution Tuungaaen

71 Appearance of Solution W&z Clarity and Color of Solution 3UFAIAN

vasgsaraely 2 anvoiz Ae enwlaenugu fufvesmtazans duduanuls
=3 v =1 Qs 1 a wva v =) L :l 1 1 v

(Clear) Ailsidasfisuriuasla wilumalfifonnezdoafiouiui suanugudas
Wouny sheupauesnauwanasgin olu BP1998 azimuald luvusadeanu
o o A k% A =3 Y = Qs 1
fMNTUFVIE IRz BnanTazans LEFE (Colorless) A lidaaiaunuanTha welunne
Uifensasdasfivunuin udiansazapddidasnuiunesgiw avlu BP1998 az

SAUA LA 1 BY, | BY, Hudu

v o g a Af L v { Qs
darhnuafianansavenanuuiantvasdinld  lunsdifiasaanods

A = s A AaA s v A =3 v (=3
30 Related Substances IgmautiAinsazany nialfdsanain udifvudniash
RINTOAU LA TALIM AN B AT VBIRNTATANE LTUNTHE Acyclovir USP24 lildiriua
Clarity and Color of Solution adtiklilanasaLaIN USP24 3948nNNNIANIUMTNAREL
v o Ao, (% ' Vo . v A {
nnidanimuald  udlu BP1998 lériwua  Appearance of Solution 13 &aifia
a32988UAN BP 1998 39l udarnuagmnin iiesnndiednd Guanine Uu

Waw vinlwasazanslails
1.8 Water:

matmuadsnminluarsniduvasuds  azdinugwanainmsnii
a:AUfA3e1 (Interaction) MudInat19ls uazdjisndinanaziinadaqmuautiang
manwuazlsAnTnwmsinsuesaisunedls  laanaliiezifed §iseny

Y A = @ o o &
@]']El']ﬂLllu“ﬂaﬂLL"ﬂﬂvL@ 4 AN AJ

1. Water of Crystallization %38 Hydrate iJaluianazasindluaglu

@ a o ) & =2 2 o v & =
Tassaamataiaasaren Tuanumssinlunan  39vinlwarensuitln
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R dad = A A ! v A =
NANNUWBININ KBIBLILNIN “Hydrate” I@Uﬂququaﬂ 1 I&lLafJa ﬂLlhflv

=

Monohydrate @3 Han 2 luiana Audlu Dihydrate T3 Wan 3
luiana fiu Trihydrate 1dudu dennfiansunduwindndnazd
' . o A o A A a a
AmIazasasnnaleniilduuenlaass  uarlinadadilsz@ndnag

Ael

2. Hygroscopic Waihluusssnmedann azgnaadusguuione

o 9 o & ¥ a &
WANVDINILN wﬂﬂww’muﬁm’m%ummu

. A = A o o & Y =
3. Deliquescence ilaluusinmeasianududuinigaann ifazgn
gaduitnanaglumisin  aumanInazaedn  awdedumns
NZANUBUGIVDIAIL Y 9

A 7 =<

4. Amorphous LaJamgﬂg]wnuLﬁﬂmaﬁwaﬁmgmmad Polymer #38
4

luianailan 9 Arwnszwaunsliidu Amorphous  vhl#iAanTs

\Wasuuanmaua Viscoelastic 189 Polymer

:’ = a2 dil P a o o ' a a
msadiinaenusufisnnifiuneludan ez lgmaaiydvle
dw a ,ﬁ' ,ﬁ' A & a 2 @ Y Aa s A
209138787 W 17871 1T8dad arenanuuaiuiTiiald wadinalWifediefenaany
drndjisnnlalesddald  asuumatmuauszaiuquiliinasihniaanazulue

£7 IUTUNATI UG UAN BTN IIVBIFIN

I@yﬁl'avlﬂmz%'m‘iﬁmzﬁmmﬂ%mmﬁﬂué’aﬂ’uﬂuﬂﬁ'@"ﬁy'ugo (Upper
Limit) %38 Not More Than LL@iﬁﬁﬁﬁﬁ?ua%ﬂué‘nﬂmz Hydrate or Solvate fazfinwuaAmNs
ﬂgugmamjtu@‘i'] (Upper and Lower Limit) 1% Ampicillin Trihydrate frualAiUIum
1w 13-15 % 1Judu daenlasra lUfvsunmineds 0.5-2.0 % Feduiusfiaveden

s

Aa & 1A s A ' o < = g
rm?@mﬁnLﬂi’lwﬂimmu’maQlu@asﬁimswavlﬂ 9%

1. 3% Karl Fisher Titration 33iinowlddiamzfersnffiusunosien
9 uwaziudmliaanudannuiougs lilninsassdredadae
81INTRBNNIPU Karl Fisher [ﬂi:ﬂauéf’m lodine W&NAL Sulfur
Dioxide, Anhydrous Methanol LWas Anhydrous Pyridine] G'f%dﬁ]:Lﬁ@

Uinsenedle 2 Tunau fa
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lodine 1 thaqa zEUYANUIN 1 IuLaqa

8138288 Karl Fisher dadtAuluwniausntlagin 1hNailasnwanudn
LRSS INIISRITAZANE WIAIAD LaZAII6ad Standardize fiawlin
# Taglmmsanuihanasgiwinanud3nnsuisen

2. ATaualuaNNTawaInIRINAIN G’fiaqmwnﬂﬁuazmm%’auﬁauﬂﬁw

LLTL]N\‘IVL‘IJ@]’]N‘ﬁﬁ@?J 89817 WAINARILANULARTHITL

USunasihfiinualuiada Water 2390M9ANN%H (Hygroscopicity) &9
lwadrdiuvesylad (Ph. Eur) & 3 anwae e anadwdniday (Slightly
Hygroscopic) AMNUTU (Hygroscopic) LRZANTUNIN (Very Hygroscopic) uazilaae
Aa o v A & A o A A A A o o
niinarhldmodanutuanwiedendiosledag 3 dizns fe anwiuduinglu
U384 (Relative Humidity, RH) aniwni#as (Ambient Temperature) Loz WEY
YIAEN (Surface Area)

a

[ % d‘y % o % qud' o Aﬂy
ANIIATEALAMUTWIUA LN I@zlmmmvl,ﬂvl’mqmﬁgu 25 ° a5, @uTU
o’

RNANTLUUTTLINA 79-80 % LTwiaa1 24 T lad Tananads

A [ [ & o
M19719N 3.2 ﬂ']i‘i](ﬂiz@]ﬂﬂ’]’]ll“ﬁ%lu@n 81

a :’ al J o s v {
USur o udn annmainalen 199
T AUAMNTULAEN gunnd 25 % of. @MUTUIUNNT LLTILINA
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m’m%umﬂ (Very Hygroscopic) >15 %
mm%u (Hygroscopic) 2-15%
m’m%puﬁfasl (Slightly Hygroscopic) 02-2%
Taidgn (Non Hygroscopic) <02 %

L 1 s n;d d‘y 1 v dl
AIDLNAILINUANNTUNT 9 vL@]LLﬁ@Nl%@ﬂTN‘Y] 3.3

P 'Y \ Aa &
M137191N 3.3 §IDUNYINUAINUDTUA |

Slightly Hygroscopic

Calcium Pantothenate
Diethylcarbamazine Citrate
Ergotamine Tartrate

Erythomycin

Levomepromazine Chlorhydrate

Sodium Bromide
Phenytoin Sodium
Tetracaine Hydrochloride

Urea

Hygroscopic

Amobarbital Sodium
Ampicillin Sodium
Bacitracin

Bacitracin Zinc
Benzalkonium Chloride

Calcium Chloride Dihydrate

Chloroquine Phosphate

Cloxacillin Sodium

Chloramphenicol Sodium Succinate

Magnesium Chloride
Methylhydroxyethylcellulose
Methylhydroxypropylcellulose
Naloxone Hydrochloride
Neostigmine Bromide
Neostigmine Metisulfate
Noscapine Hydrochloride

Oxytetracycline Hydrochloride

Pancuronium Bromide

a ' o . Aa g
M1319N 3.3 (@]a) @I LINAUANUTUA |

Hygroscopic

Cocaine Hydrochloride

Colistimethate Sodium

Pentobarbital Sodium

Phenobarbital Sodium
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Daunorubicin Hydrochloride Physostigmine Sulfate
Deslanoside Pilocarpine Hydrochloride
Dicloxacillin Sodium Protamine Hydrochloride
Doxorubicin Hydrochloride Protamine Sulphate
Doxycycline Hyclate Secobarbital Sodium
Erythromycin Ethylsuccinate Sodium Calcium Edetate
Ethylenediamine Sodium Cromoglinate
Flucloxacillin Sodium lodide
Framycetin Sulphate Sodium Sulphate Anhydrous
Gallamine Triethiodide Sodium Valproate
Histamine Dihydrochloride Suxamethonium Chloride
Lanatoside C Thiopental Sodium
Trifluperazine Hydrochloride
Very Hygroscopic
Amoxicillin Sodium Vinblastine Sulphate
Dexamethasone Sodium Phosphate Vincristine Sulphate
Glycerol

1.9 Loss on Drying :

myfnwadTanasstudeuriengywslddidavlduds Salasna
v v v v a v { 9/3; ; Qs a

ldagldanusanimnansliuis  wazdSunmanusanna lTuulwnusIINTGUaI8NT
g: 1 & A nn:l' L% U = d' £ c.l' v > 1 &
Thi ama”hﬂ@qmﬁgmlmmaogmLwm‘waLwalﬁwl,@waﬂgﬂ@aﬂunmauaums LR
@Tad"lzjgaLﬁuvlﬂﬁmﬁﬂﬁéﬁzrn,ﬁ@miamméf’gvl,ﬂ Tagmludnarendianuaiala ms
maamzﬁmumiﬂUmiauﬁqﬂmgﬁ 150 ° . AWUINLNAIN

wdgareduinfalatese wIadenliasdidaninuien (Thermolabile)
fanvazaautasidlasisunnmsiliaiensiudas o LLﬁﬂuqcymﬂmﬂﬁQM%Qﬁﬁm
=} dl a Q [~ ‘ll/ dll 1 J 1 U
wiafigangiidng 9 fu iduaan 1 77109 LNa lRANNTWaANAaW LLa:mImaqamao

igndsagludmatnaniioauiu faneazdasliasgaanudu (Desiccant) 1uds
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1% Phosphorous Penoxide diaantudsauigninnil 150 ° . aumiinasn dmiu

A a ¢ = & - LA . A o 99 o
Lﬂaavlm(ﬂi@]E]’]ﬁ]ﬁ]zgfyl,ailu’maﬂﬂdﬁu@ 'ﬁjE]LL@]LWUGU’]\‘]@’)%LNQV]’]SLV\LL%G

LA TNA LU TRAN N a9A U NaUVaIENTIZIAY % Benzoin M3 LA
mm%augw:ﬁﬂﬁé’amvmaawé’uﬂuﬁaumﬁmﬁqmwgﬁgq é’aﬁfuﬁoﬁaﬂﬁmigﬂ

&L A
ANUDTUDUILAT

v
° a >

{ o v v 1 & [ ¥ Qs o
wWarinlwuws  dwmtnaasarsnazwgliivinly  Sed e finnuwa sy
ﬂuLﬁ"]auﬁizl,m"lﬁl,ﬁagﬂﬂ’nﬁau W @NazansaunIg ﬁﬁﬁg@sﬁ'ﬂ{ TIADI

o

fwuagunnInliasuiedie ulngiwuadladldinu 0.5 %

1.10 Heavy Metal :

Heavy Metal nanofislanznanaznawidu Sulfide Salt AU Hydrogen

Sulfide W38 Soluble Sulfide i pH 3.5 w2 1# Metal Sulfide Huaznawidaeng 9

Heavy Metal 1dudnsi0 anvaziilanznans o shaduns vievhalaviia
2 &V v ' < . .

AN bE LT 1U3an(Mercury), @zn2 (Lead), §13%Y (Arsenic), WA (Antimony),

WAAN (Iron), NadLad (Copper), W3 (Silver), lasillgy (Chromium), §Ns& (Zinc),

A a L. & @ A Aaa X \ o A ) v

azallifloy (Aluminium) Wudu lansmariazlinelddasagluansuzngnaaduidng

Tmele lddraenmanigla nafanis wianetn Aey sauuinlansiraniaasg
1 Q v K =S v
agluanwazaniazanld 3sazgngadald

v o & ¥ o Ao o o <
PYarinue Heavy Metal Lﬂwnamv\u@‘nmmyma%mlumimqu
Impurities V89281 LHa9a1n Heavy Metal &auinniNuaasanme 1w dsan azna
a Qv A A \ & e
waaloy wae Wudu luvmeilansunssfia 1% Iron waz Copper LHuaat3ans
RANLAIVBIAILIUNITHA LT%  Ascorbic Acid 138 Aspirin LT ua%

Heavy Metal usnshsfinaldiiasuanudasimenin  laoinazly

wdnuewlmind  Sulfhydryl Group vilWifeilu Disulfide Bridge fgmde
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aursnugll mslafanndlnuds 9 wisuaziiaanvezldanaznauiuwaaun
ldsfiudns 9 awliedsizizevaussannly Fednadensszuunduiie  s2uy
Uzan zuuifan sruudasems szuuiiwib szuumisle vieluazauanunszgn
Wy 2w wiglddantenlatanszgneng 9 aurlifefsnssdadooniuuszaiialie
o ad A o a : a Py Y & ' o
39 Jaudeduld 013w dowwdw Heomns nauheliluse  wewlinau
NIEFUNTEAY LiaaI9 Headnaadwmuiinknfaduunauanwwas dszamiy
o a ) & & o a ' o o I
swdsuly qusw lwanidndnifedggrdas  duwia waznszgnniauvinite 13y

12an731% auans e

Heavy Metal @19 ¢ fdeadludien a1vazananaiadulums
FILATIERAILT WIDRIILIUTTEINaNAINNIINNITLIUNIFIATIZRAILT HIDRNT
Uwananaruzuiny wisgdnininlslunmiduansinvdinlan:

AANLAUA NN TIRUALUINN M Heavy Metal Noaulillalualen asil

1. Aanslden : Idlasmsiu msfia Mam mIsunnIad

2. USRI N TNE 110 1% 5 9% 3 LAt

3. AUAVAILNADIW

o L a { Ui Qs J Qs
FasnaUSunae Heavy Metal Noauldidllaluaiondunuawiavadanl

LARZIW AILFAIWa1I19N 3.4

Heavy Metal fifnvualudienudazsiia dosfiasanswasilslundaznss wialu
uGnz course 1w Paracetamol RIWIAENTIATIAZ 1000 wn. luwmed
Chlorpheniramine §inwiasiABsasia:  2-4 un. aanulumingufeaisazimnua
U314 Heavy Metal anazuiag Lwﬂumaﬂﬁﬁar‘imu@ﬁi‘mqauﬁamLmﬁuﬁa Taj

AUNLA% 20 ppm

M319N 3.4 TasnadSun Heavy Metal Nuanldd laluaen

Daily Dose of Drug Limit for Heavy Metals

Greater Than 10 g 1t0 10 ppm
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05t010¢g 10 to 20 ppm
Less Than 0.5 g Not Limit or NMT 20 ppm

MIATIIFBY Heavy Metal lasna lUlfiSsuifiouanuiduuasfuasans
L= 1 Q & =3 Q o ) =
Aa8NURITNNAIPIN DIUTUI Heavy Metal anmualuga9i3unas 10-20 ppm
watifuayarnvzimuaiu 3 ppm vraazmaimuaiiln 5 ppm uedu

uaﬂmnﬁﬁaﬁmumqmé’nwmmmzqmmwmaaé’ami’mqﬁummﬁ@ £33
mMItvualansudazriauunaanlldn Eus1wue  Lead, Barium, Zinc, Arsenic,

Copper \Jwai1h
1. 11 Sulphated Ash or Residue on Ignition

Sulphated Ash I%ﬂauquﬂ%uﬂm Non-Volatile Inorganic Compounds n{

ﬂuﬁﬂauagluéf’s gL Organic Compounds #38lu Volatile Inorganic Compounds

lunsnasauazldansadud 1-3 n3W LGN Concentrated Sulphuric Acid
uLEUNTIgURNH 550-800 ° C. &9azvilw Alkali Chioride szt wia Alkali
Carbonate aa18d7 1L (nAsagudid1iiu Inorganic Sulphate f1laisziny udITaiN
A8 3916138n31 Sulphated Ash %3aLARTEITULNLANSENIN Residue on Ignition
& 1 [l o 1 [ Qs A [ a 1 v L dl Qs
Tedwlngazimuadurina - Aaldannifin 01 % waldealssziangany
pannANlE uazszazimlumsennd nldmunzauansazinliiie Pyrosulfate uaz

1%U10ﬂ§0§]’1ﬁ1ﬁ]:ﬁ80@y Ammonium Carbonate Lﬁavlﬂﬁ’la’mﬂmﬁmaa

1.12 Organic Volatile Impurity :

sstwlaundussdunidnsunele wianZannuin (ovl) (DJuds
Muualawizaas USP d@nlnnanduaivinazaianandiy (Residual Solvent)
Aanzilaniaias Gas Chromatography sswanfusidldidu 3 ndu daft
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1. ®1INBNLSY Lflumiﬂ@;wﬁﬁml‘*ﬁua:ﬁawﬁﬂLﬁmmﬂﬂ? LT

Benzene

1 v A = s 6 ) v A a p.l' G o =4 o & U
2. anabmiauzSlused wazvinlwifenen luduwnay 95uiludas
fAUATATING 1 Cyclohexane lafnwua LY 3880 ppm

] '
= o

3. \dunguiniiimedn A1 Permitted Daily Exposure (PDE) iiniuw3e
AINNT7 50 UN./A% LT Acetone

1.13 Chromatographic Purity :

a Q( U | 1 { o
mMIasImaNuLIgnszasanslasld Chromatography Hudnfifnwnua
= =3 e o 1 .
izl USP @9enasiilu TLC w38 HPLC ey lasiniwuuain Individual
impurity 3 ldRuAesidud uasiinua Sum of all impurities 31 laAnAasiBud

Wuan

1.14 Related Compounds (USP) %30 Related Substances (BP)

815711 Related Substances 8193z10uUa13 Precursors L3ueaulglu
s 6 o A )| .
ATTUIUNIRAIATIZRAEN WI80199z10UanT Intermediate Products MsnIzuInms
= = ] v IQ é/
Fuazaaien  wisenvnilunanassla (By Products) Miedulunszuinnis
o ¢ A & A a o A o
FILAEA WI00199 U INNANNNNIFANLAIVAILN WIoaNT8w ¢  (Degraded
Products) #3assuwiian (Impurities) MAUEITIONA® 9 NALMTULUITT 01N
A A & & @ o & & . i
azany  Levedliegdnial  emeeauyAaInT Ludl a9UuNY  Residual Organic

Solvents, Inorganic Anions/Cation W&z ¥ ﬁhuamnﬁ"mﬁgﬁuﬂ%ﬁ 1ai9@3 11 Related

Substances

Related Substances ﬁﬁaﬂua%ﬂmﬁuﬁ‘mqau wid et unaruriaad

2
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1. Foreign Substances : HJussfidudowdnluludrmniagdu

nilaslaiaslaContamination) w32  AmsvasntuidnlUlesasla

(Adulteration) oy

& d a Qg a
2. Toxic Impurities : \Hussdudouniife wazlgndn1eiiinen

A hidains lapa193zill Minor Compound 1898

3. Concomitant Compounds : iJussharsaznausiiuagnue

87 IWTIZLUNEANIINAKLN LTh Isomer 619 § VaIAIYT N9

Geometric Isomer, Optical Isomer (J%a1%

4. Signal Impurities : Huansnltiluasfivesnszuawns
d 6 [l dﬂ/ a =} s
Fuaned ww msdwdenlunszuiumInia wiaasaasal

FZTRINMINER

5. Ordinary Impurities :  lagi2lumsBatudszanitezladlu

auaelnuwianazdSanmnwuluaisn uazarssnadIinmlvitasnin 2 %

lasmldmatmuaziiauaz3anmues Related Substances ldnneas
ﬁ@imﬁaﬁaoi Synthetic Route W&z Likely Decomposition Pathway Ua3@81% 9 Le
dl' . | e 1 dl [ 6 o g; %
189310 Synthetic Route 1JunNuILgABaavaudazlIsUNFIATIZRIINUY 63
unsInlngIidashrnaauLnaTen U FadhladiananInaiuga Related

Substances %38 Impurities #ulng ke lidnazaauanzilasnszuawnmslanianu
o A a . A va % a a '
mitmuaziiauazUSunmaas Impurities Avauliilldludioingduud
~ g; ] { vV Aa QI/ =) Qf Qo =
azzflanu Sagamanoiialfiiaanudulaluanuuiand wazanulasanuveidn

A ° a & o P €0 & Aa Aa a Ao
mmzmvl,ﬂwa@LﬂumawamnmmmLiﬁ]gﬂmqmmwLLazﬂiza‘nﬁmwm

asplumsinuasianazUSunmued Impurites  Noauldd lalualen

1. enudluieuasannizstuwilon  warNevaIz1sUuilaninan
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2. 3fmenslen (Route of Administration)
3. IWIANGaIn (Daily Dose)

4. ﬂit“ﬁﬁﬂiﬂ@:&lﬁﬁ%ﬂﬁ P]’]EJLLQ&E]’]TT]T’IJQGIS@ L“ﬁuLaﬂY}’ﬁﬂLLiﬂLﬁ(ﬂ, I}EI/

9078, AaNATIA (Hudu
5. ndringwasaslwiian
6. szuzianlumilden au wWioen
7. dayslduadn
8. unaINuUeIRe I duaIFIaIEH WIoFIIANTTINTA

9. ﬂ’J’]SJﬁ’]N’]iﬂ‘IJE]GEJTNaG]Lﬁﬁ]l‘ﬁlﬁﬂﬂa naEn

mi@]iwmm’mu’%qﬂ%{madmsﬁwl‘*ﬁﬁ% Chromatography @9a199z18u
TLC #3ia HPLC fimu sudarinvua Related Substances a199zsziilutSunnile
flTanesenfisnansomduald  ww  HPLC  lagasiwuedn  Related
Substances ugosslagsnits  Fenlipuiasifud wioldiud ppm  wdung
asatlimansoiruaduiosslammitousinen  smuaudldudiiosnnin 9
-

Nfansudazsialdiiwiidasidud (Individual Impurity) wazdanstuidaunlassia'lsl

Wil asidud (Sum of all Impurities) 1Tuen

Mltitasageuidu TLC aziaanuwiuaad Spot WIsuifisusening
813078819 AUAINAIFIN WiadlE Colorimetry AvzifSouanuduvasd udiszy
Ildmnifiugsnnasgin wananiidnasiasaudiy UV Spectrophotometer fiaz

fwualdudandindimiganiuussdans hlawananusniaaud 9 Wudu
ad A& & addA o o
A7aFAURITUBIUanAI T UITNNANUTUNIZIANIY (Selectivity)

andaduaikiLABInTs (Accuracy and Precision) Wazd@adriwua Limit of Detection

§RIU msﬁj@@ﬂma &34
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UN4ASINIAMUA Related Substances luéhmi'mqau NULNFTNRE
ﬁmsﬁéﬁﬁﬁ]gﬂfu@mﬁu % Enalaprii Maleate % USP 'lifwueawida Related
Substances  ludiniandu  udllimualundonianusidnisagy Fawae
Enalapril Maleate luanwwﬁLf‘ﬂuéhm’?@q@uﬁ"lﬁtﬁﬂumﬁmﬁaaﬁ‘umm%u AN
TOU UASUEY WUINRALFAUAITININ flmqmﬂﬁmvlﬁmu watnsi lnRedluLn g
WAaATIEIagU (8dia) U3ngI1 Enalapril Maleate 9281861880 UWazaane

[

A1881977I0157 AInulnelln396090319801 Related Substances @72l

o [ a a A a & A A ' o o wal
dmeniagiunanssiadalastuiougs wialaliadd azvilwdues
Motasuundadllatnadiulataian 15w Norfloxacin %38 Nifediprine tilansUn
d‘» AaA A % J g; R Ay &4 I v
WanaslFmnaaa NNt IRU1ATINRINNT 1Duan

v

337il¥ @198 Related Substances lapwaly Saaft
25 Ultraviolet and Visible Spectrophotometry

=) A€ > a a a s
mimaaummmqmmadmmmq@ui@Uaﬁﬁﬂqmauwlumsg@ﬂﬁu
LRITI9 UV uae Visible  4azdaintduwdiniainudiinizianzainasuadviunig
A o A & \
NARAU Related Substances @99zl letlia Related Substances uug}@ﬂﬁuumluma

A Ao 'Y a & VA A
mmm’mauﬂmm’mq@uuuvl,uums@mnamma
uaﬂﬁnnﬁﬁamaa:mﬁﬂugﬁilﬂsaaﬁ”wawwoLﬂﬁmao Related Substances
dld dl 1 =S L) aaa a d‘ v A & % s'dl
mamww"lug]@ﬂamm I(ﬂﬂlﬁmﬂgmmmmwaivxmmﬂumgwuﬁwmmmmig@

a ' A Ao v a & ‘Al A . = '
ﬂﬂuLLﬁﬂIu“ﬁ'ﬂﬁﬂquNEn'Jﬂﬂu'ﬂ@n ﬂ’]’)@lq@ﬂuuvlwwﬂqsg]@]ﬂauuﬁd aEl'NvLiﬂ@anLNﬂ'JE

o A = a9 :
mmms@@mauumnmmmaﬂaumm’l 230 %’]I‘H’L%J@]‘J

Thin Layer Chromatography (TLC)
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TLC 1TuitlasunlaniNeI198a0 Related Substances 1@ W31
RINITDLENLASAUSUIIAENT LA DM IWATNUTNEA ’ZAINUAZIIASTY LATRINITID

A379881 Related Substances 1@ Non Volatile "l@"ﬂﬁamlﬂ“ﬁﬁ@

g: g; v { g =Y

IO o N1IIIIRAUL D3 |T TLC Plate NLe@TNTWLAI WIDTH

o =3 U = = =1 1 = >
§uiagd uazdslananasgunnaaseuilSouisuuuuin TLC Plate L@uanu
WENA R, W NUSHUABUNY LaZlNEAAANNRANAIANNMITLENET AITIALTRT

a dl v dl A a A s o v

luﬂimmwuamq@ﬂa < 10 lulasdes  wazasidanszuuavinazanslwinanzaw
= ~ P o ' ° \ A ' a o
BslumadSoufisuanemzues Spot avadludunibsnmanzay  hiavag@any
Solvent Front uazfNgaiingn inTzazri 3l Spot iwdsuudadly uazadneland
1301592 A 09U RUUWRNINYDIFI D8 NAWINNIATIIRAY  INIIZ199:VN 1 Related

Substances 1aswutaslyle

mMIa7139 Spot vaslaunlauniniinaneds wugnslduas UV wiald
silovadlalodn Fsezldamasavldanizansdunisnivus: lidudr (Unsaturated
Double Bond) #3aan3azltansazansiaiifans % Modified Dragendroff Solution
BURIRGEY

Tun19i19nue Related Substances NAT138aUe18 TLC aziwuatil 2

JLAU WIDNINNTIH LT TNRKAT

1) 14§l spot lawfin 1 %
2) vanlidl Individual Impurity WWe9 1 Spot HUSuomAn 0.25 % o

PIDTUUAIN

1) 14§ spot lawfin 1 %

2) vanlidiiNes 1 Spot NAYTuaAK 0.5 % o

3) laiwnnnin 4 Spot ALAin 0.25 %

A ~ A o o | [ Aa

FynafSuufisuanuduuay Spot VBIENIIRIBLNNURIINIAIFINNN
v o Y ! = a A a .

ANUTNTUAN 9 dremean Jaduissnmsaragaunamdiunm

T ImndSunanuiae
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Liquid Chromatography (LC) or High Performance Liquid
Chromatography (HPLC)

'3%'?:1,{]%3%?{%q@‘[umimwaw Related Substances udLiud3a
ANAEENANIANIY TLC %3 Column ﬁl%a:ﬁaas:q%ﬁ@ waiomsen tasand
aMuUITIUBe9 Column lusznitaiunde uazLIsEnHEe 99z NaRONIUSNENT
wazannzlwminasavasdassrualasazidon  wuwfia Column AilF, wiiavas

Mobile Phase, 8631159115 1%a2a9 Mobile Phase

° @ . =V o &
lunsduimenaald Peak Area 38 Peak Height fle @9lunns
fuwmlasnily 61 Peak laffl Area w38 Height #a8nin 1/10 289 Area %38
Height 189 Principal Peak 7848138:a10810331% 9=d09aad 1189 Peak wwaan LU

lidasihanfarineiy
Tumste3paaIaemuaIad 1 ILasR1IazaIsNIaIgIn  AdvkEasaneln

Mobile Phase NlTiiludivinazaisiNaannnuRalnduay Peak #la eluted WU

Isocratic T9azRzaINLarAuNlTNINNI Gradient
Gas Chromatography (GC)
) o a \ Y o @ & A
GC unann1iaaiey LC L‘WElx‘]LL@]ﬂ’]‘JLLEJﬂﬁ’]S@]ﬂx‘lﬂ’]l%ﬁ’]iﬂa’ml,ﬂ%v[amﬁ]
VL@?%']JW)’]&J%’EI%@G AIBUNY  Column, Injection Port, Detector, Temperature

Programming System Jauandrsanlu LC

sulng GC lTiamzdaivhazanafnandiy (Residual Solvent) wiass

Aszne'le (Volatile Compounds)
1.15 Impurities :

[

A& ' W e wn A o &
msﬂmﬂaumaaumﬂmmuqmammml A%
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Mineral Impurities : Usznaudomstwlonsfiunad uas Heavy
Metals figaanan s1sadl LLazi'a@%"u g fAldlunszuiuminia
miﬂutﬁauﬁmﬁmzLﬂuiaﬁzmﬂﬁﬁd L% Aluminium, Copper,
Nickel, Chromium, Zinc, Lead, Antimony LHua FamsEniiazyin

TwinaduwiNesasramela

Organic Volatile Impurities (OVI) : s1vdnibandszinnd dniduan
o A a A el A @ A A '
Mazanpviassduniton 9 fsznnld mIawanifiisgedeing

e %aﬁaamuqu W% Benzene LUA®

Other Organic Non Volatile Impurities : mﬂuﬂﬁj&lﬁﬁuﬁd Related

Substances #1738 LAZFIIRANIAINL

Impurities Hudarvruaanizlu BP lasazuaaadudaansai WATgaT

Iﬂidﬁ%’]dﬂ’mmﬁﬂadﬁ?El']LL@iﬂt‘liﬁ@ ua juandSuno wasininassiia @TGLL&@GI%

ﬁaﬁmummé‘ﬂwmwadﬁaUﬁmqau‘lumﬂwmﬂ

Impurities  NN1NENTUTENaULLITHA Lﬁaa%ﬂumﬁ%ﬂ L%ﬁ]gﬂ 91391

v o > ,{gj d' s U J 1 1 v a aa A
IdamanlunmssangniuniFevsasda lededn  wuwialdiiaelaladds wia

2ONTLATY LUUAK

v [ t:l'
1.16 2an1vinaan °):

o

v { ; e a s 1
Hrarfnuadn 9 ANUNINY PUNUTHAAVDIAIL LT

1.16.1 pH : Juteinuausasanauidunsa-ans 1896281 NE1W1I0

azaneluiinled asnuiIgnunIniadn Activity w89 Hydrogen lon

H'T Twinle lapazivuaidusiavasdinazzes pH Nuduan @i
a

RNV M N TRUNRATNTIG NI WU wialiuwnda wIand
ANALTUNIA-A19 THALTI
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1.16.2

1.16.3

Acidity and Alkalinity : Jufarinuausasnnuiduwnia-ans
YAIAEN i'ﬂqau Farinualduartsanasluniy nnIaalusns

8ZAEUINI31% Hydrochloric Acid %38 Sodium Hydroxide

Particulated Matter : ldamaseuniaymadu 9 nlildden

v v y .
I@ﬂmww:msmmmmgmﬂﬁvlwazmyuﬂumﬁ@ g9l USP e

o o

fUAIIWIN Particulated Matter Noadlwa laaauUIunasvaden

2
a @

(e It

n3t Small Volume :  fnualiiionniaauia > 10 microns laiifin 6000 /

MTULUTIY
LAZUNIAYWIN > 25 microns laiifin 600 / Mane

Uii@

n3dl Large Volume : fnual#iiouniazuia > 10 microns sitfiu 25 / ml

UaZaMAYUIN > 25 microns Taitfin 3/ mi

1.16.4 Bacterial Endotoxin : Lﬂumiﬁmu@ﬁmﬁ@qaumwwzﬁfﬂ:ﬁn

lduaailuenda Lﬁag}’hﬁmsﬂuﬁﬂauﬁ'ﬂzﬁalﬁlﬁ@mmsvlﬂ]”ﬁa"bj
udldnlEiTaam Pyrogen lasmsfaiinlunszdny udiagiu
A . . A & aad., oA
%UNTI? Bacterial Endotoxin 09td#ITNI18NI Nﬂ’J’]@JVL’Jgd LR
=1 v = =) v
Jenuudsdsiutes uazgsaunnvidSuole

P = ad i . Ao o o A Y
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NMIATIUUIWILTRAUAY Endotoxin ez Gel NLAALANAD Lade
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Antipyretic, Analgesic, Antineoplastic, Hypnotic, Sedative,
Radiopharmaceutical, Sympathomimetic and Sympatholytic G'fidvl,sj

waa o | A £ v .
sanI0l$35 Pyrogen ldiwszinunanguiiinntanldaguad

1.16.5 Test for Foreign Anions and / or Cations : lunsssianes
drenunazim e Strong Inorganic Acid and Base AMaHIININg
2719 FaiusIdasfinsivuaUSanmas Foreign Anions and / or
Cations Tusen wasaulnamstwdouiiiiu lonic fdnfifmien
uwazananIngnidneananahaznedunidldie  wiadinad
maaé”;mﬁvl,aiazmaﬁﬁﬁmmml“ﬁm{m%qw%;ﬁ’m Foreign Anions
and / or Cations 88nbé &%IU Anions ﬁﬁw@mﬁ]aaumnﬁq@ﬁa
Chloride Waz Sulfate &% Cations iiguA3II§AULTY Calcium,

Magnesium L udn

1.16.6 Microbial Limit : Lﬂumiﬁmu@ﬂ%mmmau%aga%wﬁmm:ﬂu
dy 1 a s a a dld v dl‘” = a a
Lﬂauagiummmq@mmwu@miaﬂ’]mzhL%aﬁ;amwmsfymﬂ@

16 1% Aluminium Hydroxide Gel \udu

2. VanAwANLAY (In House Specification)
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2.1 Particle size :
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IUIADUNIAVDINIEN %dﬁ%aﬂﬂ§ﬂwmx LT Micronized Powder, Very
Fine Powder, Fine Powder, Compact, Granule L.8c Crystalline Form W wein 5]45'0
mmmadamgmﬂmmfzsiauﬁwa@iaé‘@mﬂﬁazmwaoéﬁmmﬂ Togamzarend
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Wuan

Py o A \ . . . . .
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wnzldmunmaazaeldmaudeiivuald  J9azeangnildandasms  wazdlen
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A a . . a ' a &
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@ o P = a A @ Aa Vv = &
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Aa9AIINNIAZANY be

' o A = A . o 2 o A o
FINAIL1W 9 ﬂuﬂfyﬁ’m;@ﬂ@nﬂﬂu | ﬂaﬂvl,ll INADIUNIINTAUA

Specification 83171 WA luudazguLLEN (Dosage Form) 6

2.2 Bulk Density :
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1 c.l' d' v =3 d' v 1
ANNRULUUNLYIING wazmummmw‘]maomm LW lRLANNZANIT
WAAIUULLUENEN 9 L1TW 8UsTILALTa mUﬂﬁﬂdﬁﬂ%ﬁ@l%@jﬁﬁ]xﬂiﬁﬁ;Lmﬂsgavlﬁdw
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4 .4 o .
Farzvinlvamwiauaden lalgiane 1udan

2.3 Tapped Volume :

UTnarwaimienfldanmaian: - iagiHInnaunInIzaadiadlair
1y azldhanlfusuadgasmariliseaninzay nsamaseuivilaliwiuan
INTIZLTINLANZLARZATY WILYINA® 39871992MUAATIY 9 LALHRUAIDATIAFDUDDY

AL AT WIR199 L TLATDIN0ESD LATIATLN

AenNzinrua Tapped Volume Lo Ampicillin Trihydrate, Cloxacillin

Sodium, Cephalexin, Chloramphenicol, Rifampicin L6

2.4 Stability :

anuassavasin  avldldmmualwngrdizy  uddnimuelu
Certificate of Analysis (COA) é'fiaLL@iaonmuﬁNﬁmﬁmi‘mq@uﬁﬁmu@vlmmﬁ‘u
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lunstmuaangmislden (Shelf-Life) faziianiananzlyanuidogaun
& & \ AL = A oA o o A A A @ o w

garduinoat wulunihiu 3 ¥ wdilesanndieniagduifeunnaiiadesiidiann
dadszing Gedaaldlimvuds nhfisziniiedsiudvedlsinuniamdniog
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289139 UHEAD1D0IA LT naA1
2.5 Impurity Profile :
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2.6 Polymorphism :
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Methyl Salicylate ANAWAABIIN B1IILLAAINNNTFANLA? WKI30NTh Ibuprofen i

ilyn113849 Dissolution Rate 41N w38 Antibiotics §1fyw113a9 Stability 310 1udn
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nwulu@ra1inafuens o muld dilde

alilsanugaamnisuniamdidagd  ldb lulsiduumwams
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(Guideline) lunIRasanTadieingdu SsarsRansanaIugiu
Autarwualy Certificate of Analysis POINHANMILNIADALIT
lasawzluain In-House Specification Waz Remark 7Lunns
I a v ) d' n:l' I > 1 cil”d
araseuiduiiasludatmuauradasnidudivsztigmuain
(Marker) 2846281  waztdutarnuaniawsmIuansupeninune
a Ao
sulunaeIougdunusndains

LN alﬂsamuqm’mﬂﬁma@ TRL:R L%agﬂ"l@i”miwvlﬂlﬁﬂmmfmw
(Guideline)  lumsnuaguansmzuazgNINBBIAINTANAL
YDIAWLAI LLazﬂ%'ulﬁL%wﬁzawﬁugﬂLmumu@ia:mﬁmammaa

g Py v o A o o a A A
dunaswneldigldlfinensavqudiniandy  Walins

Qs > U Qs > =Y g; v J = 1
mmﬂ'ﬁmmmq@uuu@awummslusl’lmavlﬂluau’]ﬂ@]
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1. Discoloration : @@ NidymGaimuldews Nnaunae 9 1w

Photosensitization ‘latiAiaae1

Adrenalin, Norfloxacin, Nifedepine



2. Dissolution : @gnniywiFosnisazany laun

Acyclovir, Allopurinol, Aminophylline, Amiloride, Amoxicillin, Ampicillin,
Calcium Carbonate, Cephalexin, Chlorpropamide, Cimetidine, Cloxacillin,
Dicloxacillin  Sodium, Digoxin, Doxycycline, Enalapril, Erythromycin Base,
Erythromycin  Ethylsuccinate, Erythromycin  Stearate, Ferrous Gluconate,
Furosemide, Glipiside, |buprofen, Indomethacin, Isosorbide Dinitrate, Metformine
Hydrochloride, Methocarbamol, Metronidazole, Nifedepine, Norfloxacin, Phenyltoin,
Prazosin Hydrochloride, Propanolol Hydrochloride, Pyridostigmine Bromide,
Rifampicin, Spironolactone, Terbutaline Sulfate, Tetracycline Hydrochloride,

Theophylline, Triprolidine WD et

3. Effected by Aging : aennidagmiFasmanue liww 9 laun
Aluminium Hydroxide Gel, Dried Aluminium Hydroxide Gel, Aspirin
4. Effected by Carbondioxide : smfifitfynudesuianuionsuanla
aankwe LeA Aminophylline

5. Effected by Heat : dsniiiywiilasunanuanusan laun

Amoxicillin, Ampicillin, (Not exceed 25 OC) Cephalexin, Cimetidine, Cloxacillin,
Digoxin, Erythromycin Base, Erythromycin Ethylsuccinate, Lincomycin, Norfloxacin,

Terbutaline Sulfate

6. Effected by Moisture : @2eNATaynuliaaudanuanudu laun

Amoxicillin, Ampicillin, Cephazolin Sodium, Cephalexin, Cloxacillin,

Doxycycline, Erythromycin Estolate, Erythromycin Stearate

7. Hygroscopic : aennadiiuladne laun
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Bacitracin, Chloroquine Phosphate, Neostigmine Bromide, Cloxacillin Sodium,
Cocaine Hydrochloride, Daunorubicin  Hydrochloride, Dicloxacillin  Sodium,
Doxycycline Hyclate, Erythromycin Ethylsuccinate, Protamine Hydrochloride,
Amoxicillin Sodium, Dexamethasone Sodium Phosphate, Calcium Chloride, Sodium

lodide

8. Microbial Contamination : @mAfifywnmsdwdewnnizagadn ldun

Aluminium Hydroxide Gel, Sodium Phosphate, Dextrose

9. Photosensitization : aenndidamianmshdauss laun

Aminophylline, Ascorbic Acid, Bromhexine, Chloramphenicol, Cimetidine,
Colchicine, Digoxin, Doxycycline, Erythromycin Estolate, Erythromycin Stearate,
Ferrous Gluconate, Furosemide, Isosorbide Dinitrate, Lincomycine, Metronidazole,
Nifedepine, Prazosin Hydrochloride, Propanolol Hydrochloride, Rifampicin,

Spironolactone, Terbutaline Sulfate, Tetracycline Hydrochloride, Triprolidine

10. Polymorphism : émnffifymannisngdwindlassaiiedng 9 fiu ldun

Cimetidine, Mebendazole, Chloramphenicol, Ranitidine, = Chlorpropamide,

Terfenadine

11. Related Substances : dgNitywainmsdwlanvassrsan g ldun

Acyclovir 1) BP1998, USP24

Chlorpropamide 1) 4-Chlorobenzenesulfonamide NMT 0.33 %
2) 1,3-Dipropylurea BPCRS NMT 0.33 %

Cimetidine 1) BP1998

Enalapril Maleate : 1) NMT 5.0 %
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Furosemide : 1)  4-Chloro-5-Sulfamoyl Anthranilic Acid NMT 0.8 %
Glipiside : 1)  Glipiside Related Substances A NMT 2.0 %

Glybenclamide : 1) 4-[2-(5-Chloro-2-Methoxybenzamido) Ethyl]
Benzenesulfonamide BPCRS NMT 2.4 %

2) Methyl N-4-[2-(5-Chloro-2-Methoxybenzamido) Ethyl]
Benzene sulfonamide BPCRS NMT 0.4 %

Methylprednisolone Sodium Succinate 1) Free Methylprednisolone NMT 6.0 %

Neostigmine Methylsulfate : 1)  3-Hydroxy Trimethylanilinium Methylsulfate
NMT 1.0 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ACETYLCYSTEINE

Spec.No : A-01 Rev.No. : Date :

Reference(s) : USP24 / BP98 / COA No. of Page : 1/2
Test / Method Specification

Appearance White crystalline powder, odorless or faint odor of acetic acid.

Solubility Freely soluble in water and in alcohol, practically insoluble in

methylene chloride.

Identification IR, mp

Specific Optical +21 to +27 °
Rotation

pH 2.0-2.8

Residual on Ignition NMT 0.5 %

Heavy Metal NMT 10 ppm
Zinc NMT 10 ppm
Iron NMT 15 ppm
Sulphated Ash NMT 0.2 %
Loss on Drying NMT 1.0 %

Related Substances L-cystine NMT 0.5 %

(HPLC) (BP) L-cysteine NMT 0.5 %
N,N’-diacetyl —L- cystine NMT 0.5 %
N,S-diacetyl —L- cysteine NMT 0.5 %
Other Impurity NMT 0.5 %
Total Impurities NMT 0.5 %

Assay 98.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method Specification
Tapping Volume 5.0 g occupies not more than 6.0 ml when tapped down 20 times
Shelf-Life NLT 4 years from time of arrival at the factory

* d.b.= dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
ACETYLCYSTEINE (Cont.)
Spec.No : A-01 Rev.No. : Date :

Reference(s) : USP24 / BP98 / COA No. of Page : 2/2

Remark : 13921114 I0719801
1. Appearance : U93ulinduniiuann Wasaniing -SH uszdia1aazifinainmIsaiudn
2. Assay:  Mifsnudmnddgiuiaie

3. Related Substances : @89§132% Cysteine INIEANAWLARUUNN
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ACTIVATED CHARCOAL

Spec.No : A-02 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No. of Page : 1/2
Test / Method Specification

Appearance Black, light powder free from grittiness, odorless.

Solubility Practically insoluble in all usual solvents.

Acidity or Alkalinity

Reaction

Microbial Limit

Acid Soluble
Substances

Alkali-soluble
colored Substances

Alcohol Soluble
Substances

Fluorescent
Substances

Loss on Drying

Sulphated Ash

Residue on Ignition

Heavy Metal

Chloride

Sulfide

Copper

Lead

Zinc

Cyanogen Compounds

NMT 0.75 ml of HCI 0.02 M is required to change the color of
bromthylmol blue indicator to yellow.

Filtrate is colorless and neutral to litmus

Total viable aerobic count NMT 103 micro-organisms / g
Absence of Salmonella spp. and Escherichia coli

NMT 3.0 %
Solution is not more intensely colored than reference solution GY,
NMT 0.5 %

Solution is not more intense than the solution of quinine R 83
microgram in H,SO, 0.05 M 1000 ml

NMT 15.0 %

NMT 5.0 %

NMT 4.0 %

NMT 0.005 %

NMT 0.2 %

Not darken paper moistened with lead acetate TS.
NMT 25 ppm

NMT 10 ppm

NMT 25 ppm

No blue color is produced
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ACTIVATED CHARCOAL (Cont.)

Spec.No : A-02 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No. of Page : 2/2
Test / Method Specification

Uncarbonized Colorless

Constituent

Adsorption Power NLT 40 g of Phenazone isadsorbed per 100 g d.b *
Alkaloids : No turbidity is produced
Dyes : NMT 0.7 ml

IN - HOUSE SPECIFICATION

Test / Method Specification

Shelf Life NLT 4.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A1332Li4N13A1988L
1. Appearance: @39FAUSNHHILNAUTBLIMNAILINIATI N
2. Related Substances : 1HiasUudanlenasaiadasniiagay

3. Adsorption Power : @Taa@mﬁ]aauém’mmig@%ﬂﬁﬁwﬁau %‘aa‘hﬁm%m%wmé’nﬁagﬂ
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ACYCLOVIR (or ACICLOVIR)

Spec.No : A-03 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No. of Page : 1/2
Test / Method Specification

Appearance White to off white crystalline powder.

Solubility Slightly soluble in water, freely soluble in dimethylsulfoxide, very

Identification

Water (K.F)

Appearance of
Solution

Heavy Metal

Sulfated Ash

Limit of Guanine

Related Substances
(by HPLC)

Ordinary Impurities

Assay

slightly soluble in alcohol. It dissolves in dilute solution of mineral

acids and alkali hydroxides.

IR

NMT 6.0 %

1 % w/v in 0.1 M NaOH is clear and not more intensely colored than

reference solution Y,

NMT 10 ppm

NMT 0.1 %

NMT 0.7 %

Individual impurity NMT 0.5 %

Sum of impurities NMT 1.0 %

NMT 1 %

A. 2-[(2-amino-6-ox0-1,6-dihydro-9H-purin-9-yl)methoxy] ethyl acetate

B. guanine

C. 2-amino-7-[(2-hydroxy)methyl]-1,7-dihydro-6H-purin-6-one,

D. 2-[(2-amino-6-0x0-1,6-dihydro-9H-purin-9-yl)methoxy]ethyl benzoate,

E. 2-amino-9-[(2-hydroxyethoxy)methyl]-1,9-dihydro-2H-purin-6-one,

F. N-[9-[(2- hydroxyethoxy)methyl]-6-0x0-6,9-dihydro-1H-purin-2-yl]
acetamide

G. 2-[[2-(acethylamino)-6-0x0-1,6-dihydro-9H-purin-9-yl)methoxy] ethyl
acetate

H. 2-[[2-(acethylamino)-6-ox0-1,6-dihydro-9H-purin-9-yl)methoxy] ethyl

benzoate,

98.5 —101.0 % d.b.*

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ACYCLOVIR (or ACICLOVIR) (Cont.)

Spec.No : A-03 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Shelf Life NLT 4 years from time of arrival at the factory

Remark : A1532iUNI0 5139881

1. Appearance : QANBIAZUBINIIN daIAiBUFIINNITNGTTIN

2. Assay: lW3Smnadimadyiuiess

3. Particle Size : inadanaaIousLIuaIn wazinadadasnsimsazany advazldluanusms
Micronized form

4. Organic Volatile Impurities : tial#iulainlifsnstu 9 andn

5. Appearance of Solution : m3azantly NaOH dasla drlulaugasindesdanstmtionsu g

2eiA2E
U
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ALBENDAZOLE
Spec.No : A-04 Rev.No. : Date :
Reference(s) : USP24 / COA No. of Page : 1/1
Test / Method Specification
Appearance White to faintly yellowish white powder, odorless.
Solubility Freely soluble in anhydrous formic, very slightly soluble in ether and

Identification

in methylene chloride, practically insoluble in alcohol and in water.

IR, TLC

Loss on Drying NMT 0.5 %
Residue on Ignition NMT 0.2 %
Heavy Metal NMT 20 ppm
Chromatographic NMT 0.5 %
Purity
Assay 98.5 - 102.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Color Test Absorbance of 1 % in formic acid at 500 nm = 0.030

Particle Size

Shelf Life

NMT 20 microns

NLT 4 years from time of arrival at the factory

* d.b. = dried basis

Remark : A713392LUWNI0TI98aU

1. Appearance: InAwawIza? U9TUlnAUnRIL

2. Assay: WAUSunudmdayiuriais

3. Particle Size : :AUNadAINTINIAZAY LWzpdadnTdyri384 Dissolution Time 34

LﬁuﬂLL%ﬂﬁﬁ’]NdﬂﬂNﬂﬂ’] Dissolution Time ﬁauﬁﬁ]zﬁﬂﬂwamm I@UL%W"I&TTWL@I%EJNUTLE’]

LYIUGASNDY
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ALLOPURINOL
Spec.No : A-05 Rev.No. : Date :
Reference(s) : USP24 / BP98 / Ph.Eur 97/ COA No. of Page : 1/1
Test /| Method Specification
Appearance White or almost white, fine powder, Slight odor or almost ordorless.
Solubility Very slightly soluble in water and in ethanol, practically insoluble in

Identification
Appearance of
Solution
Loss on Drying
Heavy Metal
Sulphated Ash

Assay

Related Substances

chloroform and in ether. It dissolves in dilute solution of alkali
hydroxides.

IR, UV

5 % wi/v Solution in NaOH is clear and not more intensely colored than
reference solution Yg or GYg

NMT 0.5 %

NMT 20 ppm

NMT 0.1 %

98.0 - 101.0 % d.b

NMT 0.2 %

IN - HOUSE SPECIFICATION

Test / Method

Specification

Impurities Profile

Solvent Residual
Particle Size
Bulk Density
Tapped Density
Shelf-Life

Hydrazine NMT 2.5 ppm

ACP (3-Amino-4-carboxamidopyrazole hemisulphate) NMT 0.10%
Formyl ACP NMT 0.10%

Triazol NMT 0.10%

Any other impurity NMT 0.10%

Total impurity NMT 0.50%

Formamide NMT 0.1%

NLT 95% smaller than 38 microns

0.4-0.6 g/cm3 (depends on dosage form and formulation)

0.6-0.9 g/cm3 (depends on dosage form and formulation)

NLT 3.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : @8N 1INIENHUMWIARLLDLANNN BazIAMNRINFND T TNIFAN
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ALPHA TOCOPHEROL
Spec.No: A 06 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No. of Page : 1/1
Test / Method Specification
Appearance A clear, colourless or yellowish-brown, viscous, oily liquid.
Solubility Practically insoluble in water, freely soluble in acetone, in ethanol, in

Identification

Acid Value
Heavy Metals
Sulphated Ash

ether, in methylene chloride and in fatty oils.
First Identification

IR,
Second ldentification

Test for absorbance, TLC : Conforms
NMT 2 (determined on 2.00 g)
NMT 20 ppm Pb.
NMT 0.1 %

Assay 96.0 % — 102.0 % by GC
IN - HOUSE SPECTFICATION
Test / Method Specification
Description Viscous, yellow to reddish, almost odorless, clear oil

Refractive Index
Density
Light Absorption

1.503 — 1.507

0.947 - 0.958

E1% 1cm at A max (292 nm)=72.0 — 76.0
E1% 1cm at A max (255nm)=6.0 — 8.0
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Research :

ALUMINUM HYDROXIDE GEL

Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No : A-07 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No. of Page : 1/2
OtTest / Method Specification

Appearance White viscous suspension, from which small amounts of clear liquid
may separate on standing.

Solubility Insoluble in water and in alcohol soluble in dilute mineral acids and in
solution of fixed alkali hydroxides.

Identification A Test

pH 5.5-8.0

Acid Neutralizing NLT 65 %

Capacity

Chloride NMT 4.7 %

Heavy Metal NMT 0.0083 %

Sulphate NMT 0.8 %

Arsenic NMT 0.001 %

Iron NMT 20 ppm

Assay NLT 13.6 % of Al(OH);
NLT 8.9 % of Al,O;

IN - HOUSE SPECIFICATION
Test / Method Specification

Foreign Particle

Microbial Limit

Shelf-Life

Negligible

Aerobic Microbial Count (colonies / ml) NMT 100
Yeast and Mold Count (colonies / ml) NMT 100
Escherichia coli none
Pseudomonas aeruginosa none
Salmonella spp none
Staphylococcus aureus none

NLT 2 years from time of arrival at the factory.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ALUMINUM HYDROXIDE GEL (Cont.)

Spec.No : A-07 Rev.No. : Date :
Reference(s) : USP24 / COA No. of Page : 2/2

Remark : A133920i4N13A1988L

1. Appearance : @81UN97% ﬁﬂ?}lumﬁuym LLa@ad’]ﬁmsﬂuLﬁaumam%aﬁga%w waziflananaas
WenTwLn

2. Assay : Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

3. Packaging : mimsqlum“ﬁuzmﬁ;ﬁﬂaaﬁ'umiﬂmﬁauvlﬁ LLazi”Jaaﬁ'umsgmuL%yﬁ'}"L@?

4. Sterility : szi’amiﬂmﬁaummﬁaqa%w

{ [ J o ¥ o
5. Acid Neutralizing Capacity : Liaaeniianganniin A RS 1IN TaANITAAAES
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMBROXOL HYDROCHLORIDE

Spec.No : A-08 Rev.No. : Date :

Reference(s) : Ph.Eur / COA No. of Page : 1/2
Test / Method Specification

Appearance White to yellowish white crystalline powder, faint odorless.

Solubility Sparingly soluble in water, soluble in methanol, practically insoluble in

Identification
Melting Point
pH
Appearance of
Solution

Clarity of Solution

Residue on Ignition
Loss on Drying
Heavy Metal
Arsenic

Related Substances

Assay

methylene chloride.

IR, Cl Test

235-240 ° C.

4.5-6.0

5 % w/v methanolic solution is clear and not more intensely colored
than reference solution Yy
A. at 400 nm NLT 80 %
B. at 450 nm NLT 90 %
NMT 0.10 %

NMT 0.5 %

NMT 10 ppm

NMT 2 ppm

NMT 1.0 %

99.0 — 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method

Specification

Impurities (HPLC)

A. (2-Amino-3,5-dibromophenyl) methanol NMT 0.1 %

B. trans-4-(6,8-Dibromo-1,4-dihydroquinazolin-3(2H)-yl)cyclohexanol.
HCI NMT 0.1 %

C. trans-4-[[(E)-2-Amino-3,5-Dibromobenzyliden] amino]-cyclohexanol
NMT 0.1 %

E. 2-Amino-3,5-dibromo-benzaldehyde NMT 0.1 %

Unknown Impurity each NMT 0.1 %

Total known and unknown Impurities NMT 0.3 %

d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMBROXOL HYDROCHLORIDE (Cont.)

Spec.No : A-08 Rev.No. : Date :
Reference(s) : Ph.Eur / No. of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Residual Solvent Methanol NMT 0.3 %
Dichloromethane NMT 0.06 %
Ethyl acetate NMT 500 ppm

Shelf Life NLT 2 V2 years from time of arrival at the factory

Remark : A1392LU%MIATI198L
a A = ) A 4 A o A 'Y = v £
1. Appearance : FUa9n9ENTLAL TIWK 9 aziReuasas BatnAnmsranaaaziAn laTa L
AU LAY AITNBURNUAINNAITZ UL
2. Solubility : JNaGENIAIVNLNNN 9689M323 Appearance of solution
3. Assay: Wisnnmdmndagiuias
4. Related Substances : tniliasUwdenldnanssiiadasamiagey wazmdunazdwlaan

ANHIASANEUAN
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMILORIDE HYDROCHLORIDE

Spec.No : A-09 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No. of Page : 1/2
Test / Method Specification

Appearance Pale yellow to greenish yellow crystalline powder, odorless.

Solubility Slightly soluble in water and in ethanol, practically insoluble in

chloroform and in ether.

Identification IR, UV, TLC, CI Test
Acidity NMT 0.3 ml of 0.10 N NaOH is required to change color
Water (by KF) 11.0-13.0 %

Residue on Ignition NMT 0.10 %

Heavy Metal NMT 20 ppm

Loss on Drying NMT 11.0-13.0 %

Chromatographic Sum of impurityies NMT 1.0 %
Purity (TLC)

Related Substances Methyl 3,5-diamino-6-chloro-pyrazin-carboxylate (MDCPC): NMT
(HPLC) 0.25%
Unknown impurities (as MDCPC) —individual : NMT 0.1 %
- Total : NMT 0.25 %
Assay 98.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method Specification

Residual Solvent Methanol : NMT 0.05 %
Ethanol : NMT 0.10 %
Acetone : NMT 0.02 %

Organic Volatile Methylene Chloride : NMT 100 ppm

Impurities Chloroform NMT 50 ppm
Bulk Density NMT 0.5 g / ml (depends on formulation and dosage form)
Shelf Life NLT 4 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
AMILORIDE HYDROCHLORIDE (Cont.)

Spec.No : A-09 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 2/2

Remark : 71792 4%MIaTI98L

1. Appearance : aM9RTISNBINILN LaBLAWIZE RBUNUEINIAIFIN
2. Assay: WiSnmdmnidgyiuriase

3. Related Substance : tniliiastwilanldwanssiiadasasisay

4

. Particle Size: 3:UNAGA 2AILIINIAZANY LAENIUITUAUTA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMINOPHYLLINE

Spec.No : A-10 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No. of Page : 1/1
Test / Method Specification

Appearance White or slightly yellowish white powder, or granular powder, odorless.

Solubility Freely soluble in water (the solution becomes cloudy through

Identification
Water

Clarity of Solution
Color of Solution

Sulfated Ash

absorption carbon dioxide), practically insoluble in ethanol.
IR, mp, color test

NMT 1.5 %

not more opalescent than reference suspension Il

not more intensely colored than reference solution GYg

NMT 0.1 %

Heavy Metal NMT 20 ppm
Related Substances NMT 0.5 %
(TLC)
Assay Ethylenediamine  (C,HgN,, MW=60.1 ) 13.5-15.0 % d.b
Theophylline (C;HgN4O,, MW=180.2) 84.0-87.4 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 2.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A77392LUWN1I0TI98AU

1. Appearance : FU2ITILUARZIUITUANGN AITABIROULABUANUATAIATIIN LATAIN
A A A
viuiinauuanluie
Assay : li3SanadnedAyiurias

Packaging and Storage : thin1sutiiussgenlunmausilivanzay azvlienaaodai

She @ N
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMITRIPTYLINE HYDROCHLORIDE

Spec.No : A-11 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No. of Page : 1/1
Test / Method Specification

Appearance White to almost white crystalline powder, odorless.

Solubility Freely soluble in water, in alcohol and in methylene chloride,

Identification

Melting Point

Clarity and Color of
Solution

Loss on Drying

Sulfated Ash

Heavy Metal

Related Substances

(TLC)

Assay

practically insoluble in ether.

IR, mp, Cl Test

195-199 ° C.

5.0 % solution is clear and not more intensely colored than reference
solution B7

NMT 0.5 %

NMT 0.10 %

NMT 20 ppm

A. Dibenzosuberone : NMT 0.05 %

B. Cyclobenzaprine Hydrochloride : NMT 0.2 %
C. Any other impurity : NMT 0.1 % (HPLC)
99.0 — 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Residual Solvent

Shelf Life

Methanol : NMT 500 ppm
Ethyl acetate : NMT 1000 ppm

NLT 4 years from time of arrival at the factory

* d.b. = dried basis

Remark : A17392LUUWNI0TI98AU

1. Appearance :

AN RIRNBUSHIYUNLUNLEIITNIAIFIN

2. Assay: Wsnnudmdagiuias

3. Residual Solvent : a:¥n W@ InRwlnin
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMOXICILLIN TRIHYDRATE (Compacted)

Spec.No: A-12 Rev.No. : Date :

Reference(s) : USP24 / BP98 / COA No.of Page: 1/3
Test / Method Specification

Appearance White or almost white crystalline powder, characteristic odor.

Solubility Slightly soluble in water and in ethanol, insoluble in benzene, carbon

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by K.F.)

Sulphated Ash

Related Substances

N,N-Dimethylaniline

Impurities (as BP)

Assay (HPLC)

tetrachloride and chloroform. It dissolves in dilute acid and dilute
solution of alkali hydroxides.

IR or NIR

Not more opalescent than reference suspension of 1 g in 10 ml 0.5
M HCI, and 1 g in 10 ml 2 M Ammonia solution

3.5-5.5 (0.2 % wlv)

+290 ° to +315 °

11.5-14.5 %

NMT 1.0 % wiw

NMT 1.0 %

NMT 20 ppm

A. 6-amionope4nicillanic Acid

B. L-amoxicillin

Amoxicillin diketopiperazines
Penicilloic Acid of amoxicillin
Penilloic Acid of amoxicillin
3-(4-hydroxyphenyl) pyrazin— 2-ol
. 1-(4-hydroxyphenyl) glycyl amoxicillin

I oG m mOoO O

2R-2[(2,2-dimethylpropanolyl)amino]-2-(4-hydroxyphenyl)acetic acid
[. 2R-2-amino-2-(4-hydroxyphenyl) acetic acid

J. Co-oligomers of amoxicillin and penicilloic acids of amoxicillin

K. Oligomer of penicilloic acids of amoxicillin

95.0 — 100.5 % a.b*

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMOXICILLIN TRIHYDRATE (Compacted) (Cont.)

Spec.No: A-12 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/3
IN - HOUSE SPECIFICATION
Test / Method Specification
Heavy Metal NMT 20 ppm

Impurity Profile

Solvent Residual (by
GC)

Bulk Density
Tapped Density
Sieve Test
Shelf Life
Packaging and
Storage

Total Impurities NMT 2.0 % w/w (HPLC)
Individual Impurity NMT 0.5 %
1. Amoxicilloic Acid

Amoxilloic Acid

N-4 Hydroxyphenyl glycine Amoxicillin

Diketopiperazine

2.
3
4
5. N-Pivaloyl-(4-hydroxyphenyl glycine)
6. 2-Hydroxy-3-(4-hydroxyphenyl)-pyrazine
7. Amoxicillin dimer
8. Amoxicillin trimer
Residual Impurity by GC
1. Pivalic Acid 0.1 %
2. 4-Picoline 0.05 %
by HPLC N,N-Dimethylacetamide NMT 0.1 %
1. Methylene Chloride 0.05 %
2. Acetone 0.05 %
3. N-Butyl acetate 0.3 %
4. Ethanol 0.25 %
0.55-0.75 g/cm3 (depends on formulation and dosage form)
NLT 0.8 g/cm3 (depends on formulation and dosage form)
According to formulation and dosage form
NLT 3.5 years from time of arrival at the factory
Packed in LDPE bag, twisted and tied with plastic fastener in Airtight

containers temperature not exceeding 25 °C.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
AMOXICILLIN TRIHYDRATE (Compacted) (Cont.)

Spec.No: A-12 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 3/3

Remark : 23921 UN13A32988L

1. Appearance : TMARARDITNYY ULRAITINITRANLAIVBILNIND
Solubility : 3inasias Dissolution Time

Assay : W3USinmdrendayuriais

Stability : tNan13inuae1ymMIlFNNuias

Organic Volatile Impurities : Wal#uulainlidiansdu 9 ands

Particle Size (by Sieve) : ﬁ]:ﬁwa@iamimi@ammﬂga L8z 8 Dissolution Time

N o a » 0 DN

Bulk Density : ﬁ]:ﬁma@iamimsﬁ;amﬂﬂqa
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMOXICILLIN TRIHYDRATE (micronized)

Spec.No: A-13 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/3
Test / Method Specification
Appearance White or almost white microcrystalline powder, Free from visible
evidence of contamination, characteristic odor.
Solubility Slightly soluble in water and in ethanol, Insoluble in benzene, carbon

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by K.F.)

Sulphated Ash

Related Substances

Impurities (as BP)

N,N-Dimethylaniline

tetrachloride and chloroform. It dissolves in dilute acid and dilute
solution of alkali hydroxides.

IR or NIR

Not more opalescent than reference suspension of 1 g in 10 ml 0.5
M HCI, and 1 g in 10 ml 2 M Ammonia solution

3.5-5.5 (0.2 % wiv)

+290 ° to +315 °

11.5-14.5 %
NMT 1.0 % wiw
NMT 1.0 %
A. 6-amionope4nicillanic Acid
B. L-amoxicillin
Amoxicillin diketopiperazines

Penicilloic Acid of amoxicillin

C.

D.

E. Penilloic Acid of amoxicillin

F. 3-(4-hydroxyphenyl) pyrazin— 2-ol

G. 1-(4-hydroxyphenyl) glycyl amoxicillin

H. 2R-2[(2,2-dimethylpropanolyl)amino]-2-(4-hydroxyphenyl)acetic acid
I. 2R-2-amino-2-(4-hydroxyphenyl) acetic acid

J. Co-oligomers of amoxicillin and penicilloic acids of amoxicillin

K. Oligomer of penicilloic acids of amoxicillin

NMT 20 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMOXICILLIN TRIHYDRATE (micronized) (Cont.)

Spec.No: A-13 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/3
Test / Method Specification
Assay (HPLC) 95.0 - 100.5 % a.b*
IN - HOUSE SPECIFICATION
Test / Method Specification
Heavy Metal NMT 20 ppm

Impurity Profile

Solvent Residual (by
GC)

Bulk Density
Tapped Density
Sieve Test

Shelf Life

Total Impurities NMT 2.0 % w/w (HPLC)
Individual Impurity NMT 0.5 %

1. Amoxicilloic Acid

Amoxilloic Acid

N-4 Hydroxyphenyl glycine Amoxicillin
Diketopiperazine
N-Pivaloyl-(4-hydroxyphenyl glycine)
2-Hydroxy-3-(4-hydroxyphenyl)-pyrazine

Amoxicillin dimer

© N o g ~ w D

Amoxicillin trimer

Residual Impurities by GC

1. Pivalic Acid 0.1 %

2. 4-Picoline 0.05 %

by HPLC N,N-Dimethylacetamide NMT 0.1 %

1. Methylene Chloride 0.05 %

2. Acetone 0.05 %

3. N-Butyl acetate 0.3 %

4. Ethanol 0.25 %

0.25-0.45 g/cm3 (depends on formulation and dosage form)
NLT 0.45 g/cm3 (depends on formulation and dosage form)
100 % Less than 10 microns

NLT 3.5 years from time of arrival at the factory

a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
AMOXICILLIN TRIHYDRATE (micronized) (Cont.)

Spec.No: A-13 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 3/3

IN - HOUSE SPECIFICATION

Test / Method Specification
Packaging and Packed in LDPE bag, twisted and tied with plastic fastener in airtight
Storage containers temperature not exceeding 25 ° C.

Remark : A713392LUWMI0TI98aU
Y a AA A a & A a = o &
1. Appearance : 1ndgnAez TR AATY TIFURAIDINTFALAIVRILNNNNT U
{ o I L L= 1 U J
2. Appearance of Solution : (laviiiusazasaisnazaaiaaring uazdazduunds 9 34
arvnualdi concentration Laz wavelength absorbance of solution
Solubility :  zfnadanTazansvainsttlavin luesouduaniin

L o o a dl Y Aa
Assay : Iﬂgﬂ‘ilﬂﬂmﬁ IRIATUNLLNIIY

Organic Volatile Impurities : al#dulainlidfiandu 9 wuaviazaiuandns

3

4

5. Stability : Lﬁamiﬁmu@mqmﬂ“ﬁmﬁLwTﬁﬁq

6

7. Particle Size (by Sieve) :  3zinasian13eannNIVeILIDEIEILENE
8

Bulk Density : 3:inadasniaIouluansacensiiuaiuaznau




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN SODIUM (Sterile)

Spec.No: A-14 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white or almost white crystalline powder, hygroscopic,
characteristic odor.
Solubility Very soluble in water and in isotonic sodium chloride and dextrose

Identification

Clarity

pH

Specific Optical
Rotation

Water (by K.F.)

Heavy Metal

N,N-Dimethylaniline

Methylene Chloride

2-Ethylhexanoic Acid

Bacterial Endotoxins

Sterility

Assay

Related Substances

Impurity

solution. Sparingly soluble in acetone, Insoluble in ether in fatty oils
and in liquid paraffin.

IR, Na" Test

The absorbance of 10.0 % in water at 430 nm is NMT 0.15
8.0-10.0

+258 to +287 *a.b.

NMT 2.0 %

NMT 20 ppm

NMT 20 ppm

NMT 0.2 %

NMT 0.8 %

NMT 0.150 EU/mg

Sterile

91.0 - 100.5 % d.b.

Ampicillin Dimer NMT 4.5 time of the principal peak

Same as Ampicillin A to L and M=Co-oligomers of ampicillin and

penicilloic Acid, N= Oligomer of pencilloic Acid of ampicillin

d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN SODIUM (Sterile) (Cont.)

Spec.No : A-14 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification

Color of Solution

lodine-Absorbing
Substance

Particulate Matter

Solubility Test
Packaging and

Storage

Shelf Life

1.0 g in 4.0 ml of water not more intensely colored than reference
solution GY,

NMT 5 %

1. Visible particle essentially free

2.  Greater than 10 micron <6000 /gr and greater than 25 micron
<600 /gr

NMT 60 sec (1 g Ampicillin in 3 ml water)

Aluminium tins of not more than 10 kg net each, or triple plastic bags

(two inner bags sterile) of not more than 10 kg net each, packed in

airtight closed containers of not more than 50 kg net each, tamper-

proof container. Keep in dried place at less of 25 °C

NLT 3.5 years from time of arrival at the factory

Remark : 279210779801

1.Water : 6893239816281 0ANNTUNINLNILRANLAIDL1ITINNT

2. Solution Time : 'la23LA% 45 Fu17

3. Shelf-Life : 3279 L%ENE]’]E!T']’]{L‘EU’I

4. Related Substances : é"gmﬁiamﬁgﬂﬂwﬂaumﬂ 990903797 DL
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN TRIHYDRATE (Compact)

Spec.No : A-15 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white crystalline powder, Free from visible evidence of
contamination, characteristic odor.
Solubility Slightly soluble in water, Practically insoluble in alcohol, ether and fatty

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by K.F.)

Sulphated Ash

Related Substances

N,N-Dimethylaniline

oils. It dissolves in dilute acids and dilute solution of alkali hydroxides.
IR or NIR

Not more opalescent than reference suspensionof 1 g in10ml1 M
HCI, And 1 g in 10 ml of dilute Ammonia solution.

3.5-5.5 (10.25 % wiv)

+280 ° to +305 °

12.0-15.0% wiw
NMT 0.5 % wiw
NMT 1.0 %
NMT 20 ppm

Assay (HPLC) 96.0 - 100.5 % a.b *
IN - HOUSE SPECIFICATION
Test / Method Specification
Heavy Metal NMT 20 ppm

Transmittance at 430
nm.

Impurities Profile

Bulk Density

Tapped Density

NLT 90 % (10 % solution in 1M HCI)

Total impurities NMT 5.0 % w/w (HPLC)
Individual impurity NMT 1.0 %
0.55-0.75 g/cm3 (depends on formulation and dosage form)

0.8-0.9 g/cm3 (depends on formulation and dosage form)

*a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN TRIHYDRATE (Compact) (Cont.)

Spec.No : A-15 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Shelf Life NLT 3.5 years from time of arrival at the factory

Remark : A17321h4N1307988L

o a AA A Ada A A A o a £ Y
1. Appearance : tH981792 [N FULAZNAUNRAUNE FUAzNARINLAATUINNNNIRANLAIVBIEN
. Solubility :  3zinasia Dissolution Rate
. Assay : IWUTinadienddyiuiais uasdasszydnduifienzimaaiiniangatie
Stability : 1NN IWUaR1LMILEENAIUTTY
Particle Size (by Sieve) : aziinasdan1suITIHImAIluLALYTS uaziinada Dissolution Rate

Bulk Density : 3ziiadanIusranisnasluualganed

N o o A w N

Packaging and Storage : @aiWaIakidmnniinmaudsusrawiald wadlimafAvefidwelu

alla a A 1
mManenaginniala
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN TRIHYDRATE (powder)

Spec.No : A-16 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white microcrystalline powder, Free from visible
evidence of contamination, characteristic odor.
Solubility Slightly soluble in water, practically insoluble in alcohol, ether and fatty

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by K.F.)

Sulphated Ash

Related Substances

N,N-Dimethylaniline

oils. It dissolves in dilute acid and dilute solution of alkali hydroxides.
IR or NIR

Not more opalescent than reference suspension of 1 g in 10 ml1 M
HCI, And 1 g in 10 ml of dilute Ammonia solution.

3.5-5.5 (10.25 % wiv)

+280 ° to +305 °

12.0-15.0% wiw
NMT 0.5 % wiw
NMT 1.0 %
NMT 20 ppm

Assay (HPLC) 96.0 — 100.5 % a.b*
IN - HOUSE SPECIFICATION
Test / Method Specification
Heavy Metal NMT 20 ppm

Transmittance at 430
nm

Impurity Profile

Particle size
Bulk Density

Tapped Density

NLT 90 % (10 % solution in 1M HCI)

Total Impurities NMT 5.0 % w/w (HPLC)

Individual Impurity NMT 1.0 %

NMT 50 microns

0.25-0.45 g/cm3 (depends on formulation and dosage form)

0.8-0.9 g/cm3 (depends on formulation and dosage form)

*a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMPICILLIN TRIHYDRATE (powder) (Cont.)

Spec.No : A-16 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification
Storage Keep container tightly closed and protected from light.
Shelf Life NLT 3.5 years from time of arrival at the factory

Remark : A139:LUN1361329801

@ a A a da aa A o a X o
1. Appearance : 9@z laidiFuaznaunialnd FuazndniniialnaInnIaasaIvasen
Solubility : 3ciNaRaNSLAI8NL1THRA Dried Syrup
Assay : IS daynuriass uazdesrzyinduisiensimaaiinianagadaz
Stability : 1Wan1tmuaagmslEnuriais

Particle Size (by Sieve) : JNaGaNIIAZAL

o o B N

Packaging and Storage : mmzmsqﬁwa@iammmﬁ’maaﬁam gmsmsﬁﬂﬁaﬁaﬂ“ﬁ
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ANASTROZOLE
Spec.No : A-17 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance A fine white fine to off-white powder, free from or practically free from

Identification

Clarity of Solution

Sulphated Ash

Water Content (K.F)

Specific Related
Substances (HPLC)

Other Related

Substances

Heavy Metal

Residual Solvent
(GC)

Specific Surface Area

Microscopy

Assay

extraneous matter.

IR

Clear solution practically free from extraneous matter.
NMT 0.1 %

NMT 0.3 %

Anastrozole Des-methyl NMT 0.2 %
Anastrozole 1,1 Dimer NMT 0.2 %

Individual : NMT 0.1 %

Total Other Related Substances : NMT 0.2 %
Total of All Related Substances : NMT 0.5 %
NMT 10 ppm

Methyl Tertiary — Butyl Ether : NMT 0.1 %

05-15m /g
NMT 10 particles > 100 micrometers (in 0.5 mg)
98.0 — 102.0 %

Remark : A73392LUUWNI0TI98AU

1. Appearance:

a » 0 BN

ATIIFOUAN BRI LALLTEUINGILINIATF I
Assay : TW3Smmdmmayuiess

Residual Solvent : vildeniinawasnly

Related Substances : tnilfiaslutlawldvassiiadoinmagey

Particle Size : ANafaanTIINIRZANY
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ASCORBIC ACID (Coated)

Spec.No : A-18 Rev.No. : Date :

Reference(s) : COA No.of Page: 1/1
Test / Method Specification

Appearance White or almost white fine silicone-coated granular powder, odorless or

Identification

almost odorless.

IR and Color Test with Alkali Cupric Tartrate.

Loss on Drying NMT 0.1 %
Residual on Ignition NMT 0.1 %
Heavy Metal NMT 20 ppm
Assay NLT 99.0 % of ascorbic acid d.b. *
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 1.5 years from time of arrival at the factory

Particle Size

NLT 99 % thru US No 30 (depends on formulation and dosage form)

* d.b. = dried basis

Remark : A7792LUWNI0TI98AU

{ o o o & o & kg
1. Appearance : LUBRIINFNHNINUBINALAZANNTY VTR advIn  F9lhasasauiioy

AUETNINTZIN

o > 0 BN

Solubility : Myaza8zTaT coating LhFaas
Assay : IS inmdeddnnuias
Stability : 1Wan1tmuaanygmslfnfiuriais

Particle Size (by Sieve) : 9zinada Dissolution Time
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ASCORBIC ACID (Fine Powder)

Spec.No : A-19 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test /| Method Specification
Appearance White or almost white crystalline powder or slightly yellow fine powder,
odorless or almost odorless.
Solubility Freely soluble in water, soluble in alcohol, insoluble in benzene, ether,

Identification
Clarity
Specific Optical

Rotation

Residual on Ignition

Heavy Metal
Iron

Copper
Lead
Arsenic
Zinc

Oxalic Acid
Sieve Test

Packaging and

and chloroform.
IR and Color Test with Alkali Cupric Tartrate.
Clear and colorless (5 % solution in water)

+20.5to +21.5°

NMT 0.1 %

NMT 10 ppm

NMT 2 ppm

NMT 5 ppm

NMT 5 ppm

NMT 3 ppm

NMT 25 ppm

NMT 0.2 %

NMT 5 % retained on 250 micron BS sieve

Preserve in tight, light-resistant containers

Storage
Assay 99.0 - 100.5 % d.b. *
IN - HOUSE SPECIFICATION
Test / Method Specification
Melting Point 190 ° C. with decomposition
Shelf Life NLT 1.5 years from time of arrival at the factory

Particle Size

NLT 98 % through U.S. sieve 100 mesh.
NLT 85 % thru US No 325 (depends on formulation and dosage form)

* d.b = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
ASCORBIC ACID (Fine Powder) (Cont.)

Spec.No : A-19 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A173214N13037988L
A [ J AA A v J’ = v =
1. Appearance : LUaNIENFUNRNLANNALALANNTY whRARaTNIN  FslhaTr9mauifiny
AUENINIANITIN
2. Assay: IWiUTunmdenddynuriais
3. Stability : iWan1simuaaynslEenfiuriaie
4. Organic Volatile Impurity : tWal#inlainlaiiansdu 9 andne
5

Particle Size (by Sieve) : 3:inade Dissolution Time
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ASCORBIC ACID (Injection)

Spec.No : A-20 Rev.No. : Date :

Reference(s) : USP24 / COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Freely soluble in water, soluble in alcohol, insoluble in benzene, ether,

Identification

Clarity

Specific Optical
Rotation

Residual on Ignition

Heavy Metal

Iron

Copper

Oxalic Acid

Bacterial Endotoxins

Packaging and

and chloroform.
IR and Color Test with Alkali Cupric Tartrate.
Clear and colorless (5 % solution in water)

+20.5to +21.5°

NMT 0.1 %

NMT 10 ppm

NMT 2 ppm

NMT 5 ppm

NMT 0.2 %

NMT 1.2 EU per mg

Preserve in tight, light-resistant containers

Storage
Sieve Test NMT 5 % retained on 250 micron BS sieve
Assay 99.0 -101.0 % d.b. *
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 1.5 years from time of arrival at the factory

Particle Size

NLT 100 % through U.S. sieve 30 mesh
NLT 95 % through U.S. sieve 100 mesh (depends on formulation and

dosage form)

* d.b.= dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
ASCORBIC ACID (Injection) (Cont.)

Spec.No : A-20 Rev.No. : Date :
Reference(s) : USP24 / COA No.of Page: 2/2

Remark : A13321i%nI@ 73881

1. Appearance : TMARARBITNIN UFAIDINIFNLAIVILNINNTY I aTIFELIABLALANT
WIAITIN

Assay : i30T dmAyiurias

Clarity : 8193:fN%Wa 25 % solution in water is clear

Stability : NanIwuaR1LMI LT NUTS

Organic Volatile Impurities : al#uulainlilasdu 9 ands

o g » N

Particle Size (by Sieve) : 3:inada Dissolution Time



Research : Specification of Active Pharmaceutical Chemicals for Quality Control
ASPIRIN
Spec.No : A-21 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White crystalline powder, odorless or faint characteristic odor.
Solubility Slightly soluble in water, freely soluble in alcohol, soluble in ether.

Identification

Melting Point

Clarity and color of
solution

Heavy Metal

Loss on Drying

Related Substances

Salicylic Acid Free

Sulfated Ash

Assay

IR, Color Test
143 ° C.

Clear and colorless (1 g in 9 ml of alcohol)

NMT 10 ppm

NMT 0.5 %

Acetylsalicylsalicylic Acid (ASSA) NMT 0.1 %
NMT 0.05 %

NMT 0.1 %

99.5-100.5 % d.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Screen Test

Shelf Life

Cr. On 18 mesh NMT 5 %

Cr. On 25 mesh NMT 40 %

Cr. On 120 mesh NLT 92 %

Depends on formulation and dosage form.

NLT 1.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A713392LUWM1I0TI98aU

1. Appearance :
yn

2. Assay:

ﬂauqumwwz@h ANANAWRTLUIIININVBINTAYNRN LFAIINLIFRILAD

IUSunmdeddynuriais

3. Related and Degradation Substances : 19NIATIA L1AN LAz ASSA

3. Particle Size :

9vina¢ia Dissolution Time
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ATENOLOL
Spec.No : A-22 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white powder.
Solubility Sparingly soluble in water, soluble in ethanol, slightly soluble in

Identification

Melting Point

Clarity and Color of
Solution

Specific Optical
Rotation

Chloride

Sulphated Ash

Loss on Drying

Related Substances

(by HPLC)

Impurities Detail (BP)

Assay

methylene chloride, practically insoluble in ether.

IR, UV, TLC

152 — 155 ° C.

1 % solution is clear and not more intensely colored than degree 6 of
the appropriate range of reference solution.

-0.1to+0.1°

NMT 0.1 %

NMT 0.1 %

NMT 0.5 %

Single Impurity NMT 0.25 %

Total Impurities NMT 0.5 %

Detail of Related Substance : Diol, B.A., B.E., T.A., PIPA, Unknown

A. 2-(4-hydroxyphenyl) acetamide

B. 2-[4-(2,3-hydroxypropoxy) phenyl]-acetamide

C. 2-[4-(2,3-epoxypropoxy) phenyl]-acetamide

D. 2-[4-(2-hydroxy-3-chloropropoxy) phenyl]-acetamide

E. 4,4’-(2-hydroxypropane-1,3-diyldioxy)bis-(phenylacetamide)

F. 4,4’-[N-isopropyl-3,3’-iminobis(2-hydroxypropoxy)]bis
(phenylacetamide)

G. 2-[4-(2-hydroxy-3-isopropylaminopropoxy)-phenyl] acetic acid

H. 2-[4-(2-hydroxy-3-isopropylaminopropoxy)-phenyl] acetonitril

99.0 - 101.0 % d.b. *

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No :

Reference(s) :

ATENOLOL (Cont.)
A-22 Rev.No.: Date :
USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method

Specification

Shelf Life
Bulk Density

NLT 4 years from time of arrival at the factory

0.4 g/cm3 (depends on formulation and dosage form)

Remark : 27392 HUHNNINTIIFAL

1. Appearance :

o g » N

anaRfalanfisuiudmidumsanasu
Assay : Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

Stability : Lﬁamiﬁmu@mqmﬂ"ﬁmﬁuﬁﬁa

Related Substances : tiilamaifinssuwianldnaosiia
Organic Volatile Impurities : daliiulain st 9 ANAY

Bulk Density:  azilnasia MILITUALTA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ATROPINE SULFATE

Spec.No : A-23 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White or colorless crystalline powder, odorless.

Solubility Very soluble in water, and in acetic acid, freely soluble in alcohol and

Identification

Melting Point

pH

Specific Optical
Rotation

Clarity of Solution

Color of Solution

Acidity

Water (by KF)

Residue on Ignition

Loss on Drying

Heavy Metal

Apoatropine

Assay

practically insoluble in ether.
IR, UV, TLC, SO, Test
Min 188 ° C.

4.5-6.2

-0.50 to +0.05 °

Not more opalescent than reference suspension Cl

Not more intensely colored than reference solution Bg

NMT 0.3 ml of 0.02 M NaOH is required to change color
2.0-4.0 %

NMT 0.10 %

NMT 4.0 %

NMT 10 ppm

Specific Absorbance of 0.5 % solution at 245 nm is NMT 4.0
99.0-101.0 % a.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Oxidizable Impurity

Impurity easily
carbonized

Unknown Alkaloid
and Decomposition

Products

Reaction with 0.02 M potassium permanganate

Not more intensely than Matching Fluid Solution A

Rf values corresponds to reference. Each impurity NMT 0.2 % and

sum of total impurities NMT 0.5 %

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ATROPINE SULFATE (Cont.)

Spec.No : A-23 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Other Alkaloid Not detectable with

A. Platine chloride

B. Ammonium solution

Chromatographic 7-Hydroxyhyoscyamine : NMT 0.2 %
Purity (HPLC) 6- Hydroxyhyoscyamine : NMT 0.2 %

Scopolamine : NMT 0.2 %

Norhyoscyamine : NMT 0.2 %

Ac Tropic : NMT 0.2 %

Isolitorin : NMT 0.2 %

Any unknown Impurity : 0.2 %

Residual Solvent Methanol : NMT 0.1 %

Ethanol : NMT 0.1 %

Acetone : NMT 0.1 %

Toluene : NMT 500 ppm

Shelf Life NLT 3.5 years from time of arrival at the factory

Remark : A173214N13077388L
1. Appearance : am3RfalagfiunuaIINDua I IH

Assay: li3TanadnindmAyiurias

N

Related Substances : g1#ia1TUwan ldratsThadasnTagay lasianiziiaiinliiaTaw

el

WWuenda aaInTIagay Appearance of solution @738

. Residual Solvent : §aI0338aULNINZNNRABNSATLN NG

N
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No: B-01

BACAMPICILLIN HYDROCHLORIDE

Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1

Test / Method Specification
Appearance White or almost white powder or granules, hygroscopic.
Solubility Soluble in water, freely soluble in alcohol, soluble in methylene

Identification

Appearance of
Solution

pH

Specific optical
Rotation

Dimethylaniline

Other Organic
Solvents

Degradation
Products

Water

Sulphated Ash

chloride, very slightly soluble in ether.

IR, TLC, Color Reaction, Chemical Reaction

Not more opalescent than reference suspension Il, absorbance at
430 nm not greater than 0.10

3.0-45

+175" to +195°

NMT 20 ppm
NMT a total of 50 ml/kg and NMT 20 ml/kg of butyl acetate

Penicilloic Acid : NMT 3.0 %

NMT 0.8 %
NMT 1.5 %

Storage Store in an airtight container, at a temperature not exceeding 25°C
Assay 95.0 — 102.0 % anhydrous, solvent-free substance
IN - HOUSE SPECIFICATION
Test / Method Specification

Microbiological

Condition

NMT 102 microorganisms/g

No detectable pathogenic microorganisms.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BACITRACIN ZINC

Spec.No : B-02 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification

Appearance White or light-yellowish-grey powder, hygroscopic.

Solubility Slightly soluble in water and in alcohol, very slightly soluble in ether.

Identification

pH

Bacitracin F and
Related Substances

Zinc

Loss on Drying

TLC
6.0-7.5
Ratio of Absorbance at 290 nm to that at 252 nm is NMT 0.15

4.0-6.0 %
NMT 5.0 %

Potency NLT 60 IU / mg d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 4.5 years from time of arrival at the factory.

* d.b. = dried basis

Remark : A713392LUWM1I0TI98aU

1. Appearance : FU8IHILIAITABIATIVFOLNUFVBIRIINIATTIN

2. Assay : Isnadmamaynuias

3. Related Substances : gniiz1IUwtanldnasrhadaiasiagay

4. Stability : ﬁaamsaaaaumqmﬂ%mﬁLLVT%%@ ARNIBENIEMILALLNNLANIZFY
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BAMBUTEROL HYDROCHLORIDE

Spec.No : B-03 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance A white to off-white powder.
Solubility Freely soluble in water and chloroform, soluble in ethanol, practically

Identification
pKa
Clarity of Solution

Color of Solution

Water

Sulphated Ash
Residual Solvent
Chromatographic

Purities (LC)

Assay

insoluble in n-heptane.
IR, CI Test
9.6 (Ammonium lon)
The Absorbance of a 4 % aqueous solution at 650 nm, cell 1 cm :
NMT 0.02
The Absorbance of a 4 % aqueous solution at 440 nm, cell 1 cm :
NMT 0.05
NMT 0.5 %
NMT 0.1 %
Acetone NMT 0.3 %
Total Known Impurities : NMT 0.5 %
Individual Known Impurities are :
Terbutaline : NMT 0.2 %
D42007AA(l) : NMT 0.2 %
D2439 (MONO) : NMT 0.2 %
DS7593 (I1) : NMT 0.1 %
D3698 (lll) : NMT 0.1 %
D3696 (IV) : NMT 0.1 %
Total Unknown Impurities : NMT 0.3 %
No Individual Unknown Impurity exceeding 0.1 %

98.5 - 101.0 % s.f.s*

*s.f.s = solvent free substance
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
BAMBUTEROL HYDROCHLORIDE

Spec.No : B-03 Rev.No. : Date :

Reference(s) : Specification No.of Page: 2/2

Remark : A1332Li4N13AT1988L
1. Appearance : ATIFILANBULRILABAZUIINAILINNAIZIN

2. Assay: WUSunmdenddynuriais

2
=

3. Related Substances and Impurities : g#ifiasUwlanldnasriadsinsiagay
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Specification of Active Pharmaceutical Chemicals for Quality Control

BETAMETHASONE VALERATE (Micronized)

Spec.No : B-04 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White or almost white microcrystalline powder, odorless.

Solubility Practically insoluble in water, soluble in ethanol, freely soluble in

Identification

Meting Point

Specific Optical
Rotation

Loss on Drying

Sulfated Ash

Residual on Ignition

Related Substances

acetone and methylene chloride.
IR, TLC

About 187-191 ° C.

+75.0 to +82.0

NMT 0.5 %

NMT 0.1 %

NMT 0.2 %

Betamethasone NMT 0.5 %

163-Methyl Epoxide NMT 0.5 %

163-Methyl Epoxide 17-Valerate NMT 0.2 %
Betamethasone 21-Valerate NMT 0.5 %

A" -16B-Methylprednisolone 17-Valerate NMT 0.2 %
163-Methyl 11Dehydroxyprednisolone 17-Valerate NMT 0.2 %
Single Unknown Impurity NMT 0.1 %

Total Impurities NMT 2.0 %

Assay 96.0-102 % d.b. *
IN - HOUSE SPECIFICATION
Test / Method Specification
Particle size NLT 95 % < 37 microns (depends on formulation and dosage form)

Methylene chloride

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BETAMETHASONE VALERATE (Micronized) (Cont.)

Spec.No : B-04 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

Remark : A717392LUUWNI0TI98U

1.

2
3
4
5.
6
7
8
9

Appearance : mwﬁﬁﬁﬂ@mﬁwﬁ‘uﬁamﬁﬂumsmmg’m

Solubility : dasazaaalenliiiuasazaisnan lunszuIumnga

dentification : §aIATIAROLLNADDYU 9 VBIL

Melting Point : @Taa@mﬁ]aauLﬁag}miﬂmﬁamauﬂﬁa%‘u 9

Stability : NS 87896181019 uUUIFIUNIS 1TUN 17-Valerate 1w 21-Valerate 'lef
Assay : ﬁaafﬂ’%mmﬁamﬁwuau

Related Substances : imytwilanuniudim dasasiasay

Organic Volatile Impurity : e lwaulainlidansau 9 ANFd

Particle Size : 016380 IUAIN FINVMIARLLDLANTN
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BICALUTAMIDE

Spec.No : B-05 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white powder, free from extraneous matter.

Identification

Appearance of
Solution

Water Content

Sulphated Ash

Heavy Metals

Related Impurities

(HPLC)

Residual Solvent
(GC)

Specific Surface Area

Sulphate

Residual on Ignition

Assay

IR conforms Polymorph A

5 % wi/v in acetone is clear.

NMT 0.2 %

NMT 0.1 %

NMT 10 ppm

Des-fluoro analogue : NMT 0.2 %
2-Fluoro isomer : NMT 0.2 %
Des-hydroxy analogue : NMT 0.2 %
Single other impurity : NMT 0.1 %
Total other impurities : NMT 0.3 %
Total related impurities : NMT 0.5 %
n-Butanol NMT 0.2 %

17,000 to 29,000 cm” / g

Purity test in accordance with USP (Lidocaine)

NMT 0.1 %
98.0 — 102.0 % w.s.b *

* w.s.b = water and solvent free basis

Remark : A713392LUWNI0TI98aU

1. Appearance : A3IROUANBMZHILIIALLTIHLIMNAILINATFIN

Identification : @8397373RAY Polymorph A

2
3. Assay: WAUSumdmdayiuriais
4

Related Impurities and Residual Solvent : @838 UMNTOIINAUA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
BISACODYL
Spec.No : B-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white crystalline powder, odorless or almost odorless.
Solubility Practically insoluble in water, sparingly soluble in ethanol, soluble in

Identification

Melting Point

Loss on Drying

Residue on Ignition

Heavy Metal

Acidity or Alkalinity

Related Substances
(TLC)

Assay

acetone, slightly soluble in ether, It dissolves in dilute mineral acids.
IR, UV, TLC

131-135 ° C.

NMT 0.5 %

NMT 0.10 %

NMT 10 ppm

NMT 0.4 ml of 0.01 M HCI is required to change color

Individual Impurity NMT 0.5 %

Total Impurities NMT 1.0 %

98.0-101.0 % d.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Related Substance

(HPLC)

Residual Solvent

Particle Size

Shelf Life

2-(4,4’-Dihydroxy-benzhydryl) pyridine : NMT 0.1 %

Monoacetyl bisacodyl : NMT 0.2 %

Unknown : NMT 0.5 % (Total)

Acetone : NMT 2000 ppm

NMT 10 % more than 50 microns (depends on formulation and
dosage form)

NLT 4 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
BISACODYL (Cont.)

Spec.No : B-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

Remark : 717392 4%MI0TI988U

1. Appearance : maﬁ]ﬁﬁﬁﬂ@mﬁﬁuﬁ'ué'amﬁﬂumimmgm

2. Assay: lﬁfﬂ%mmﬁamﬁwﬁ'@ﬁuﬁﬁd

3. Related Substances : gitiasuitonldnamesiadoinmagey
4

Particle Size : IuadaaaTInTazay LLﬂzﬂWiUii'ﬂa\‘]LLﬂﬂ?ﬂ
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BORAX
Spec.No : B-07 Rev.No. : Date :
Reference(s) : BP98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White crystalline powder or colorless crystals or crystalline masses,
efflorescent, odorless.
Solubility Soluble in water, very soluble in boiling water, freely soluble in glycerol

Identification

Appearance of

Na', Borate Test

4 % wl/v solution in water is clear and colorless.

Solution
pH 9.0-9.6
Heavy Metal NMT 25 ppm
Sulphate NMT 10 ppm
Ammonium NMT 10 ppm
Calcium NMT 10 ppm
Arsenic NMT 5 ppm
Assay 99.0 - 103.0 %
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 1.5 years from time of arrival at the factory

Remark : A7792LUUNI0TI98AU

1. Appearance :

ATIVHOUAN IS EHI@’IEJLﬁ HUIINA? AENAL PRI

2. Assay: IiSnmdmnmaniuias

3. Impurities : gilasdwlenldnarsriiadasnsiarey
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BROMHEXINE HYDROCHLORIDE

Spec.No : B-08 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page : 1/1
Test / Method Specification

Appearance White or almost white crystalline powder.

Solubility Very slightly soluble in water, slightly soluble in alcohol and in

Identification

Loss on Drying
Sulfated Ash
Related Substances

Assay

methylene chloride.

IR, TLC, Cl Test

NMT 1.0 %

NMT 0.1 %

NMT 0.25 % any single related substance
98.5-101.5 % d.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Particle size

Shelf Life

NMT 90 % < 100 microns (depends on formulation and dosage form)

NLT 4 years from time of arrival at the factory.

* d.b. = dried basis

Remark : 2732 UUNNIATIITOL

1. Appearance : MENUNITUAAHIG 9 Yuidauun BRINABUALAITNNGIFIN

Solubility : dasgidndaimuninazmulinuald  lunszuiumndamih

2
3. Assay :da9iUSunadsnfiuiuas
4

Particle Size : 6116300 UINLTN AUWIAVDINIEINNHARDDAIINTRZANE
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BROMPHENIRAMINE MALEATE

Spec.No : B-09 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Freely soluble in water, soluble in alcohol and in chloroform, insoluble
in acetone.

Identification IR, UV

Melting Point 130-135 ° C.

pH 4.0-5.0

Loss on Drying NMT 0.5 %

Residue on Ignition NMT 0.20 %
Heavy Metal NMT 10 ppm
Related Substances Total Impurities NMT 1.0 %

(GC)
Impurities (BP) A. Chlorphenamine
B. Dexchlorpheniramine
C. (3RS)-N,N’-dimethyl-3-phenyl-3-(pyridin-2-yl)propan-1-amine
Assay 98.0 - 100.5 % d.b. *
IN-HOUSE SPECIFICATION
Test / Method Specification
Shelf-Life NLT 2 V2 years from time of arrival at the factory.

* d.b. = dried basis

Remark : A1332#NI0TI1988L
aa =) 04 o d' &
1. Appearance : avafialagifisunuarsndussnnasgin
2. Assay : Wisnmdmddgiuias
3. Related Substances and Impurities : J813tN8LHad wazasUwilon nanusie §o99339

~a Qg
aaummmqﬂﬁ
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BUDESONIDE
Spec.No: B-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white, fine powder.
Solubility Practically insoluble in water, freely soluble in methylene chloride,

Identification

Related Substances

Epimer A

Methanol
Loss on Drying

Impurities

Assay

sparingly soluble in alcohol.

IR, TLC, Chemical Reaction

Any peak, apart from the peaks corresponding to epimer A and epimer

B : NMT 0.5 %

Sum : NMT 1.5 %

The content of epimer A (second peak) is 40.0 % to 51.0 % of the sum

of the areas of the two epimer peaks of budesonide.

NMT 0.1 %

NMT 0.5 %

A. 11B, 160L,17,21-tetrahydroxypregna-1,4-diene-3,20-dione (160L-
hydroxyprednisolone)

B. 160QL,17-ethylidenedioxy-11 B,21-dihydroxy-pregna-1 ,4-diene-3,20-
dione(22-methyl homologue of budesonide)

C. 160L,17C0L-butylidenedioxy-11 B-hydroxy-1 70L-(2-hydroxymethyl)-D-
homoandrosta-1,4-diene-3,17-dione (D-homobudesonide)

D. 16QL,170L-butylidenedioxy-11 B-hydroxy3,20-dioxopregna-1 ,4-diene-
21-al(21-dehydrobudesonide)

E. 160.,170.-butylidenedioxy-11 B,21-dioxopregna-1 ,4,14-triene-3,20-
dione(14,15-dehydrobudesonide)

F. 160.,170-methylethylidenedioxy-11 B,21-dihydroxypregna-1 4-
diene-3,20-dione(desonide)

98.0 — 102.0 % d.b.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

BUDESONIDE

Spec.No: B-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification
Particle Size mass median diameter < 3 microns
(Coulter Counter) Diameter < 5 microns : NLT 85 % (m/m)
Particle Size NMT 30 individual particles are greater than 10LLn, measured along
(microscopy) their longest axis, when 25 fields are investigated at 400-

500xmagnification. (One drop of a suspension of 20 mg budesonide in
1 g liquid paraffin on the microscope slide.)
Organic Solvents Methanol : NMT 0.1 %
Methylene chloride : NMT 0.05 %
Related Substances | NMT 1.0 % in total of known foreign steroids.*
(LC) No individual known foreign steroid exceeding 0.5 %.

NMT 0.5 % in total of unknown foreign steroids.

No individual unknown foreign steroid exceeding 0.1 %.

*known foreign steroids are :

160L-hydroxyprednisolone
22-methyl homologue of budesonide
D-homobudesonide
21-dehydrobudesonide
14,15-dehydrobudesonide
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CALCIUM GLUCONATE

Spec.No : C-01 Rev.No. : Date :

Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White, crystalline or granular powder, odorless, tasteless.

Solubility Sparingly soluble in water, freely soluble in boiling water.

Identification
Appearance of
Solution
Organic Impurity and
Boric Acid
Sucrose and
Reducing Sugars
Chloride
Sulfate
Magnesium and
Alkali Metals
Residue on Ignition
Loss on Drying
Heavy Metal
Arsenic
Limit of Iron
Microbial
Contamination
Limit of Oxalate
Limit of Phosphate
Assay

TLC, Ca™ Test
2 % wilv solution in water is not more intensely colored than reference
solution Yy

No yellow or brown color.
NMT 1.0 %

NMT 200 ppm
NMT 100 ppm
NMT 0.4 %

NMT 0.10 %
NMT 2.0 %
NMT 10 ppm
NMT 3 ppm
NMT 1.0 %

Total viable aerobic count NMT 103 micro-organism per gram

NMT 0.01 %
NMT 0.01 %
98.5 - 102.0 % d.b.”

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CALCIUM GLUCONATE (Cont.)

Spec.No : C-01 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Shelf Life NLT 1.5 years from time of arrival at the factory

Remark : A173214N13037988L

1. Appearance : A39FOUANHIAHILNLOULABLINNAILINIATZIN

2. Assay : lﬁiﬂ%mmﬁaméﬂﬁmﬁuﬁﬁq

3. Impurity and Related Substances : eidanwidonldnauriadoiniasey

4. Shelf Life : ﬁmqé’u miﬁaamwaaumqmﬂ"ﬁmﬁuﬁﬁﬁa
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CALCIUM CARBONATE

Spec.No : C-02 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White powder, odorless, tasteless.

Solubility Practically insoluble in water.

Identification

Substances Insoluble
in Acetic Acid

Chloride

Sulphate

Arsenic

Barium

Heavy Metal

Iron

Lead

Mercury

Limit of Fluoride

Ca’, CO; Test
NMT 0.2 %

NMT 330 ppm

NMT 0.25 %

NMT 3 ppm

NMT distilled water
NMT 20 ppm

NMt 200 ppm

NMT 3 ppm

NMT 0.5 microgram / g
NMT 0.005 %

Loss on Drying NMT 2.0 %
Magnesium and NMT 1.0 %
Alkali Salts
Assay 98.5 - 100.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Whiteness NLT 98 %

Particle Size
Sieve Residue (45
micrometer)

pH

NMT 4 microns (depends on formulation and dosage form)

NMT 1 % (depends on formulation and dosage form)

8-10

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CALCIUM CARBONATE (Cont.)

Spec.No : C-02 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

Remark : 233214 UN1INII980L

1. Appearance :  ATIIROUANBILAIINALLTHUIINGILINIATT I TogtanwizEa9auann
YDINIEN

2. Assay: Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

3. Related Substances : midastwionlanassiiadasnrasey

4. Particle Size : NHNAA2AIILIINITAZANY LaEMIUTIUALTA
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CARBOCYSTEINE

Spec.No : C-03 Rev.No. : Date :

Reference(s) : BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder.

Solubility Practically insoluble in water, in alcohol and in ether. It dissolves in

Identification
pH
Specific Optical
Rotation
Appearance of
Solution
Ninhydrine-positive
Substances
Chloride
Sulphate
Heavy Metal
Loss on Drying
Sulphated Ash
Assay

dilute mineral acids and in dilute solution of alkali hydroxides.
uv, IR

2.8-3.0

-325° t0-355"

Solution is clear and colorless

NMT 0.5 %

NMT 0.15 %

NMT 300 ppm

NMT 10 ppm

NMT 0.5 %

NMT 0.3 %

98.5 -101.0 % d.b.*

IN - HOUSE SPECIFIATION

Test /| Method

Specification

Related Substances

Shelf Life

L-Cysteine NMT 0.1 %
Zinc NMT 10 ppm
Phosphate (periodic test) NMT 250 ppm

NLT 4.5 years from time of arrival at the factory

* d.b.= dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CARBOCYSTEINE (Cont.)

Spec.No : C-03 Rev.No. : Date :
Reference(s) : BP98/ COA No.of Page: 2/2

Remark : A13320i4N13AT1988L
1. Appearance: @39FAUSNHMAHILNLAUTBLINAILINIATI N
2. Assay: IUSnmdedaynuriais

3. Related Substances : g1ia3UwawlenauriadaianTiagay
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Specification of Active Pharmaceutical Chemicals for Quality Control

CARISOPRODOL
Spec.No : C-04 Rev.No.: Date :
Reference(s) : USP24 / COA No.of Page: 1/2
Test / Method Specification
Appearance White crystalline powder, having a mild, characteristic odor and a bitter
taste.
Solubility Very slightly soluble in water, freely soluble in alcohol, in chloroform

Identification

Melting Point

Residue on Ignition

Loss on Drying

Sulphated Ash

Heavy Metal

Limit of Meprobamate
(TLC)

Assay

and in acetone.

IR, TLC

91-94 ° C. with decomposition
NMT 0.10 %

NMT 0.5 %

NMT 0.1 %

NMT 10 ppm

NMT 0.5 %

98.0 — 102.0 % d.b.”

IN - HOUSE SPECIFICATION

Test / Method

Specification

Clarity of Solution

Related Substances

(TLC)

Residual Solvent

NMT 0.05 % in soluble in acetone.

Or solution of 10 g in 100 ml of acetone is clear, colorless, and
reasonably free from extraneous particles.
Diol : NMT 0.2 %

Dioxanone : NMT 0.2 %

Monocarbamate : NMT 0.2 %

Each unknown impurity : NMT 0.1 %
Total impurities : NMT 1.0 %

Toluene NMT 250 ppm

Methanol NMT 1000 ppm

Light Petroleum Ether NMT 1000 ppm

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CARISOPRODOL (Cont.)
Spec.No : C-04 Rev.No.: Date :
Reference(s) : USP24 / COA No.of Page: 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

Bulk Density
Shelf Life

90 % : 30-60 micrometer (depends on formulation and dosage form)
50 % : 10-30 micrometer (depends on formulation and dosage form)

250-350 g/l (depends on formulation and dosage form)

NLT 4.5 years from time of arrival at the factory

Remark : A17392LUUWNI0TI98AU

1. Appearance :

ANBULHINNVVUORIILINDNW

. Assay : IWiUSinmdiendayiuriais

Residual Solvent : ﬁaamnﬂ%mmﬁaﬁﬁazmﬂﬁﬂ‘dmw:ﬂmﬂauag

Particle Size :

INafaanInIINIRzAN LAEMTUITUAUTS

2
3
4. Related Substances : gnitimytwilanldnanssiiadasasisay
5
6

. Bulk Density : ﬁwa@iamsma’ﬁ;uﬂﬂga
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CEFAMANDOL NAFATE (For Injection )

Spec.No : C-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white crystalline powder, odorless or practically odorless.
Solubility Soluble in water and in methanol, practically insoluble in chloroform,

Identification

pH

Water

Particulate Matter
Related Substances

Bacterial Endotoxins

in ether, in benzene, and in cyclohexane.
IR, HPLC, TLC

3.5-7.0 (100 mg/ml)

NMT 2.0 %

Passes Test

NMT reference solution

NMT 0.15 EU /mg

Sterility Sterile
Toxicity Passes Test
Potency 810.0 — 1000.0 microgram /mg a.b.
Assay (HPLC) NLT 88.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Buffer Content 54.0-72.0mg/ g

(Sodium Carbonate)
Packaging and
Storage
Shelf Life

Store in well-closed container, protected from light at a temperature

not exceeding 25 °c (Aluminium tin of not more than 10 kg net each)

NLT 1.5 years from time of arrival at the factory.

* d.b. = dried basis

148




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CEFAMANDOL NAFATE (For Injection ) (Cont.)

Spec.No : C-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : ﬂ?iﬂxLﬁ%ﬂ’]i@li’lﬁ]ﬁﬂU
' i AaA ) % a A A a &
1. Appearance: N\‘iU’]LL@]Q&E%N&LL@ﬂ@’]\Tﬂ%N’]ﬂ LLa:a"ﬂgLﬂaUuLLﬂaﬂLNaﬂ’]Na’]qu’]ﬂmu

Solubility :  KIENABIATIIROLAATINITRZALAIE

2
3. Particulate Matter : sn3azangazaadla (AT
4. Assay: lﬁiﬂ%mmﬁamﬁwﬁmﬁuﬁﬁﬁd

5

Stability : \Nam It mMuaNILTE MUY uazaTeanuiuvaR
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CEFTRIAXONE SODIUM

Spec.No : C-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification
Appearance Almost white or yellowish white crystalline powder, slightly
hygroscopic.
Solubility Very soluble in water, sparingly soluble in methanol, very slightly

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by KF)

Related Substances
(TLC)

Bacterial Endotoxins

Sterile

Assay

soluble in ethanol.
IR, TLC, Na' Test
1.2 % wi/v solution is clear and not more intensely colored than

reference solution Y5 or BY5
6.0-8.0
-155° to -70 °

8.0-11.0 %

Any impurity NMT 1.0 %

Sum of all impurities NMT 4.0 %
NMT 0.20 IU/mg

Sterile

96.0 — 102.0 % d.b.”

* d.b. = dried basis

Remark : A7792LUUWNIATI98AU

-

Appearance : A3980UANHIAIINAULTBLINAILINIATTIN

Solubility : ANaGadAIIN1TAZANE

Assay : IW3USinmdiendanyuriais

Water : ﬁaamnlﬁj’fﬂ%mmﬁuﬁﬁa

Related Substances : ¢z 1TUnitanldnaariadainsiagay

2
3
4. Appearance of Solution : JNAGENILAIVNEITALANE
5
6
7

Particle Size : YNAFD 20ILIINITAZANEY
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CEPHALEXIN
Spec.No : C-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white crystalline powder or white to cream granule,
characteristic odor.
Solubility Soluble in about 100 parts of water, practically insoluble in alcohol and

Identification

pH

Specific Optical
Rotation

Water

Light Absorption

Sulphated Ash
N,N Dimethylaniline

Related Substances

in ether.

IR

4.0-5.5 (5 mg/ml)
+ 149 to +158 °

4.0-8.0%

Absorbance NMT 0.05 AU (solution 0.05 % at 330 nm)
Specific Absorbance 220-245 (at 262 nm)

NMT 0.2 %

NMT 20 ppm

Total Impurities NMT 5.0 %

Individual Impurity NMT 1.0 %

7- Aminodesacetoxy cephalosporanic acid NMT 1.0 %
a-Phenylglycine NMT 1.0 %

Any Other NMT 1.0 %

Assay 95.0 - 101.0 % a.b. *
IN - HOUSE SPECIFICATION
Test / Method Specification
Bulk Density For syrup : 0.3-0.5 g/cm3 (depends on formulation and dosage form)

Tapped Volume

For compacted : 0.8-0.9 g/cm3 (depend on formulation and dosage
form)
5 g occupies NMT 7.5 ml when tapped down 20 times (depends on

formulation and dosage form)

* a.b. = anhydrous basis

151




Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CEPHALEXIN (Cont.)

Spec.No : C-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Particle Size For Tablet : 100 % pass through sieve 22 mesh (BSS) and NMT 5 %
pass through sieve 22 mesh (BSS)

For Syrup : 100 % pass through sieve 22 mesh (BSS)

For Capsule : NLT 95 % pass through sieve 22 mesh (BSS)

(depends on formulation and dosage form)

Packaging and Store in well-closed container, protected from light at a temperature
Storage not exceeding 25 °c
Shelf Life NLT 3.5 years from time of arrival at the factory.

Remark : A173214N130373988L
1. Appearance : WIEUGARTIHITULANGNAUNIN
Solubility :  KIENABIATIIROUAATINITRZALA 2L

Assay : IW3USinmdaendanyuriais

Particle Size : UWAGIAIINIIAZANE LLﬂzﬂ’]iUiiﬁrl‘UﬁﬂdluLLﬂﬂ‘ga

2

3

4. Stability : Lﬁamiﬁmu@mqﬂ’]ﬂ“ﬁmﬁLwTﬁf%a

5

6. Bulk Density : InadanIuTIIRILNadluuALgaatnAINzEy
7

Organic volatile Impurities : 1Aal#iulainlifisandrsannzuiunsniaeiagiu
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CEPHAZOLIN SODIUM (Sterile, Lyophilized )

Spec.No : C-08 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White to off white crystalline powder or almost white powder, very

hygroscopic, odorless or practically odorless.
Solubility Freely soluble in water in saline solution and in dextrose solution, very

slightly soluble in alcohol, practically insoluble and in ether.

Identification TLC, UV, Na' Test
pH 4.0-6.0 (100 mg/ml)
Specific Optical -10to -24 °
Rotation
Water NMT 6.0 %
Clarity Absorbance of 2.5 g/25 ml solution in water at 430 nm is NMT 0.15
Sterility Sterile

Bacterial Endotoxins | NMT 0.15 EU /mg

N,N Dimethylaniline NMT 20 ppm

Related Substances NMT reference solution
Impurities Conform to BP98 (A to G)
Assay 95.0-101.0 % a.b. *

IN - HOUSE SPECIFICATION

Test / Method Specification

Color of Solution Not more intensely colored than reference solution Y, (1.0 g
cephazolin base in water 4 ml)
Foreign Particle > 10 microns NMT 300 (depends on formulation and dosage form)

> 25 microns NMT 30 (depends on formulation and dosage form)

Packaging and Store in well-closed container, protected from light at a temperature
Storage not exceeding 25 °c (Aluminium tin of not more than 10 kg net each)
Shelf Life NLT 3.5 years from time of arrival at the factory

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CEPHAZOLIN SODIUM (Sterile, Lyophilized ) (Cont.)

Spec.No : C-08 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A717392LUUWNI0TI98AU

' L oAA \ ) a P a a &
1. Appearance: NdEJ’]LL@]G‘:E%SJ&LL@]ﬂ@]’]Gﬂ%N’m LLE‘]ZE‘T%:L]JNU%LL‘LIa\‘]LﬂJaﬂnﬂJﬂqqm'—]ﬂmu

N

Solubility :  KIENABIATIIROLAATINITRZALA L

Appearance of Solution : FvadgIazavazilfsuntadlaaunmsaaadivedsn ez

w

& A A &
Tuillaeda1ganniv
Assay : W3USinmdenddnyuriais
Stability : 1Wan1simuaagmMIlEnnuiaie uezamannuidurasd

Particle Size : ANAFaAAIINNIIAZANY

N o a &

Organic volatile Impurity : iWal#iulainldfansandrannnszuiumniasingiu
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CETIRIZINE DIHYDROCHLORIDE

Spec.No : C-09 Rev.No. : Date :

Reference(s) : BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White or almost white powder.

Solubility Freely soluble in water, practically insoluble in acetone and in

Identification

pH

Appearance of
Solution

Related Substances
(HPLC)

Heavy Metal

Loss on Drying

Sulphated Ash

Residue on Ignition

Impurities

Assay

methylene chloride.

IR, TLC, CI Test

1.2-1.8

5 % wi/v solution is clear and not more intensely colored than

reference solution BY;

Any impurity NMT 0.2 %

Sum of all impurities NMT 0.3 %

NMT 10 ppm

NMT 0.5 %

NMT 0.2 %

NMT 0.10 %

A. (RS)-1-[(4-chlorophenyl) phenylmethyl]-piperazine

B. (RS)-2-[(4-chlorophenyl) phenylmethyl]-piperazin-1-yl] acetic acid

C. (RS)-2-[2-[4-[(2-chlorophenyl) phenylmethyl]-piperazin-1-yl] ethoxy]
acetic acid

D. bis[(4-chlorophenyl) phenylmethyl]-piperazine

E. (RS)-2-[2-[2-[4-[(4-chlorophenyl) phenylmethyl]-piperazin-1-yl]
ethoxy] acetic acid ethoxycetirizine

F. (RS)-2-[2-[4-(diphenylmethyl]-piperazin-1-yl] ethoxy] acetic acid

99.0 — 100.5 % d.b.

IN - HOUSE SPECIFICATION

Test / Method

Specification

Shelf Life

NLT 2.5 years from time of arrival at the factory

d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CETIRIZINE DIHYDROCHLORIDE (Cont.)

Spec.No : C-09 Rev.No. : Date :
Reference(s) : BP98 /COA No.of Page: 2/2

Remark : A2392L4N30 329881
1. Appearance: @39FIUANBMHILNABTALUIINAILINIAIFIN
2. Assay: lWAUTImdmmEaynuriais

3. Related Substances : #1Hua3UwawlenauriadaianTiagan
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CETRIMIDE
Spec.No : C-10 Rev.No.: Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white, voluminous, free-flowing powder.
Solubility Freely soluble in water and in alcohol, practically insoluble in ether.

Identification

Appearance of
Solution

Acidity or Alkalinity

Amines and Amine
Salts

Loss on Drying

Sulphated Ash

TLC

2 % wil/v solution is clear and colorless.

NMT 0.1 ml of 0.1 M HCI or 0.1 M NaOH is required to change color
Free Amine : NMT 0.15 %

Amine.HBr : NMT 0.3 %

NMT 2.0 %

NMT 0.5 %

Assay 96.0 — 101.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 4.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A13392LUUWNI0TI98AU

1. Appearance : A3980UANHINILNLAUABLIMNAILINIATZIN

2. Assay: WUSunmdenddynuriais

3. Related Substances : tNhilanstwianlanarsrhadainTaray
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORAMPHENICOL

Spec.No : C-11 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance Fine, White or grayish white or yellowish white needle-like crystals or
elongated plate, practically odorless.
Solubility Slightly soluble in water, freely soluble in alcohol and in polyethylene

Identification

Melting Point

pH

Specific Optical
Rotation

Loss on Drying

Residual on Ignition

Chromatographic
Purity

Related Substances

glycol, in acetone and in ethyl acetate.

IR
149-153 ° C.

4.5-7.5 (25 mg /ml in water)

+18.5 to +20.0 ° (50 mg/ml in alcohol)

NMT 0.5 %
NMT 0.1 %

Not exceed 2 %

NMT 0.5 (any secondary spot)

Assay 98.0 — 102.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Heavy Metal NMT 10 ppm

Arsenic NMT 5 ppm

Lead NMT 10 ppm

Copper NMT 20 ppm

Chloride NMT 100 ppm

Degraded Product
By Product (Total)
Shelf Life

2-Amino-1-(4-nitrophenyl)-1,3-propanediol NMT 0.5 %
NMT 1 %

NLT 3.5 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CHLORAMPHENICOL (Cont.)

Spec.No : C-11 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : 971392l U4%MI0TI98L

1. Appearance : WIEUARZIUNTUANGIAUIIN T9IAITATIIROULABUALENTHNATTIN
2. Assay: WiSmnmimidgyiuriase

3. Stability : Lﬁamsﬁmu@mqmﬂ%mﬁuﬁﬁa

4

Impurity : §84a32980U8 HPLC  LiNaq purity
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORAMPHENICOL SODIUM SUCCINATE (Sterile)

Spec.No : C-12 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification

Appearance Fine, White or yellowish white powder, practically odorless.

Solubility Very soluble in water, freely soluble in alcohol, practically insoluble in

Identification

pH

Specific Optical
Rotation

Water (K.F)

Bacterial Endotoxins

ether.

IR

6.4-7.0

+5 to +8 ° (50 mg/ml in alcohol)

NMT 2 %
NMT 0.2 EU/mg

Sterility Sterile
Assay 98.0 — 102.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Free NMT 2 %

Chloramphenicol
Chloramphenicol NMT 2 %

Disodium

Disuccinate
Solubility Test (1 NMT 60 sec

g/3.5 ml)
Degraded Product
By Product (Total)
Shelf Life

2-Amino-1-(4-nitrophenyl)-1,3-propanediol NMT 0.5 %
NMT 1 %

NLT 3.5 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CHLORAMPHENICOL SODIUM SUCCINATE (Sterile) (Cont.)

Spec.No : C-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A73392LU%MIAII98aL

v 2 A . @ A a & =
1. Appearance : ANBMUHANTNARadAIINTAzALLlaLeToTIueNEa
. Assay : lﬁﬁﬂ%mmﬁamﬁﬁﬁm‘,ﬁuﬁﬁa

Stability : Lﬁamiﬁmu@mqﬂ’]ﬂ“ﬁmﬁLwTﬁf%a

2
3
4. Impurity : §899333R0UAY HPLC Lﬁ"ag] purity
5. Water : USunamindutlaseldoniFouaanadiun
6

. Solution Time : §a3fRWALNLAK 45 FuI7
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CHLOROQUINE PHOSPHATE

Spec.No : C-13 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification

Appearance White or almost white crystalline powder, odorless, hygroscopic.

Solubility Freely soluble in water very slightly soluble in alcohol, in ether and in

Identification

Melting Point

Appearance of
Solution

pH

Water

Heavy Metal

Loss on Drying

Related Substances
(TLC)

Assay

methanol.

IR, UV, PO,” Test

It exists in two forms, one of which melts at about 195 ° C and the
other at about 218 ° C.

10 % w/v solution is clear and not more intensely colored than
reference solution BY; or GY5

3.8-43

NMT 2.0 %

NMT 20 ppm

NMT 2.0 %

One spot NMT 1.0 %, Any other spot NMT 0.5 %

98.0 - 101.0 % d.b.”

IN - HOUSE SPECIFICATION

Test / Method

Specification

Tapping Volume

5 g occupies not more than 10 ml when tapped down 20 times

* d.b. = dried basis

Remark : A7792LUUWNI0TI98AU

1. Appearance:

ATIVFOLAN IS U"II@ULﬁ HUINA7 §I41033%

Assay : I3USInmdedayiuriais

Water : ﬁaaminlﬁiﬂ%mmﬁuﬁﬁa

2
3
4. Related Substances : minaywianldnaerfiadasasasey
5

Tapping Volume : ﬁma@iamimsﬁ;uﬂﬂﬁga
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORPHENIRAMINE MALEATE

Spec.No : C-14 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Freely soluble in water, soluble in alcohol, slightly soluble in ether.

Identification

Melting Point

Appearance of
Solution

Loss on Drying

Residue on Ignition

Heavy Metal

Sulfated Ash

Related Substances
(TLC)

Assay

IR, mp.
130-135 ° C.

Clear and not more intensely colored than reference solution BYj

NMT 0.5 %
NMT 0.20 %
NMT 10 ppm
NMT 0.1 %
NMT 0.2 %

98.0 - 100.5 % d.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Organic Volatile

Impurities

Shelf Life

1. Benzene NMT 100 ppm

2. Chloroform NMT 50 ppm

3. 1,4-Dioxane NMT 100 ppm

4. Methylene chloride NMT 500 ppm
5. Trichloroethylene NMT 100 ppm

NLT 3.5 years from time of arrival at the factory

d.b. = dried basis

Remark : 2732 UUNNINTIIFL

1. Appearance : avafifialagifisunuarsnidussnnasgin

2. Assay: Wisnnmdimnddgiuias

3. Solubility and Appearance of Solution : JNaGaNILAILNENIN
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORPROMAZINE HYDROCHLORIDE

Spec.No: C-15 Rev.No. : Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white crystalline powder, odorless, It decomposes on
exposure to air and light.
Solubility Very soluble in water, freely soluble in alcohol and practically insoluble

Identification

Melting Point

pH

Heavy Metal

Loss on Drying

Sulphated Ash

Related Substances
(TLC)

Assay

in ether.

IR, UV, TLC
196 ° C
3.5-4.5

NMT 10 ppm
NMT 0.5 %
NMT 0.1 %
NMT 0.5 %

99.0 - 101.0 % d.b.”

IN - HOUSE SPECIFICATION

Test / Method

Specification

Tapping Volume

Shelf Life

5.0 g occupies not more than 2000 ml when tapped down 20 times

(depends on formulation and dosage form)

NLT 3.5 years from time of arrival at the factory

*d.b.= dried basis

Remark : A13392L4WM1I0TI98aU

1. Appearance : ayafifialagifisunuasiuamsunasgin

Assay : IS inmdenddnnuias

2
3. Related Substances : tNhilanstwilanldnarsriadasniiaray
4

Tapping Volume : 3:iHadan1sla38NeLila
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORPROPAMIDE

Spec.No : C-16 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder, odorless or almost odorless, tasteless.

Solubility Practically insoluble in water, slightly soluble in ether, soluble in

Identification
Melting Point

Loss on Drying
Sulfated Ash

Heavy Metal
Related Substances

(TLC)

Assay

alcohol, very soluble in acetone and in chloroform, and soluble in alkali
hydroxide, it shows polymorphism.

IR, TLC

126-130 ° C.

NMT 0.5 %

NMT 0.10 %

NMT 20 ppm

A. 4-Chlorobenzenesulphonamide : NMT 0.3 %
B. 1,3-dipropylurea : NMT 0.3 %

Other impurity : NMT 0.3 %

99.0 - 101.0 % d.b. *

IN - HOUSE SPECIFICATION

Test / Method

Specification

Clarity and Color of
Solution
Residual Solvent

Tapping Volume

Shelf Life

10 % solution in acetone must be clear and fully dissolved, colorless or
slightly yellowish, absorbance at 400 nm not to exceed 0.150

Acetone NMT 200 ppm

5.0 g occupies NLT 14.0 ml when tapped down 20 times (depends on
formulation and dosage form)

NLT 4 years from time of arrival at the factory

d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CHLORPROPAMIDE (Cont.)

Spec.No : C-16 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A2592Li4N13A329R8L

1. Appearance : mmﬁﬁﬂmmﬁﬂuﬁ'uéffamﬁl,ﬂumsmmgm Tagawizi389 polymorph
2. Assay: Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

3. Related Substances : gitiasUuitonldnamusiiadoinmagey

4

Residual Solvent : tMidultawluarg1azvinlweninauiniin
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CIMETIDINE
Spec.No : C-17 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white crystalline powder, Odorless or slight mercaptan
odor
Solubility Soluble in alcohol and in polyethylene glycol 400, slightly soluble in

Identification
Melting Point
Clearity

Loss on Drying
Residual on Ignition
Heavy Metal
Chromatographic
Purity

Packaging and

water, practical insoluble in ether and in methylene chloride. It
dissolve in dilute mineral acids.

IR

139-144 ° C.

Clear and colorless (3 g/ 20 ml)

NMT 1.0 % (at 110 °C 2 hr.)

NMT 0.2 %

NMT 20 ppm

NMT 5 time from standard preparation

Hygroscopic : Preserve in tight container.

Storage Photosensitive : Protect from light
Assay 98.5 - 101.5 % a.b.
IN - HOUSE SPEC.
Test / Method Specification
Polymorph Form A
Selenium NMT 20 ppm
Individual Impurity NMT 0.20 %
Total Impurity NMT 1.0 %

Organic Volatile
Impurity
Shelf Life

Isopropanol NMT 0.50 %

NLT 3.5 years from time of arrival at the warehouse
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CIMETIDINE

Spec.No : C-17 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A17321h4n13077988L
1. Appearance : WIUARZIUINAUUAZEUANAIAKIIN LTUINEWARTLUNN
Polymorph : Cimetidine aadu polymorph A Lﬁﬂﬁfuﬁdﬁ]zgﬂg}@%ﬂﬁaﬁq@

Assay : IWUSunmdeddynuriais

2

3

4. Stability : Lﬁ'amiﬁmummqmﬂﬁmﬁLLVT%J‘%&

5. Organic Volatile Impurity : ieldiulein lifiansau 9 ANAN
6

. Impurity : @84a52980U8 HPLC  LiNaq purity
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CIMETIDINE (For Injection)

Spec.No : C-18 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white crystalline powder, odorless or slight mercaptan
odor.
Solubility Soluble in alcohol and in polyethylene glycol 400, slightly soluble in

Identification

Melting Point

Clarity

Loss on Drying

Residual on Ignition

Heavy Metal

Chromatographic
Purity

Bacterial Endotoxins

Packaging and

water, practical insoluble in ether and in methylene chloride. It
dissolves in dilute mineral acids.

IR

139-144 ° C.

Clear and colorless (3 g/ 20 ml)

NMT 1.0 % (at 110 °C 2 hr.)

NMT 0.2 %

NMT 20 ppm

NMT 5 times from standard preparation

NMT 0.5 EU / mg

Hygroscopic : Preserve in tight container.

Storage Photosensitive : Protect from light
Assay 98.5-101.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Polymorph Form A
Selenium NMT 20 ppm
Individual Impurity NMT 0.20 %
Total Impurity NMT 1.0 %

Organic Volatile
Impurities

Shelf Life

Isopropanol NMT 0.50 %

NLT 3.5 years from time of arrival at the factory
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* d.b. = dried basis

Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CIMETIDINE (For Injection) (Cont.)

Spec.No : C-18 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : A17321h4N13077988L
1. Appearance : WINUARZIUINAUUAZEUANAIIAKINN LTUINEWARTLUNN
Polymorph : Cimetidine gaddu polymorph A Lﬁﬂﬁ%ﬁd%gﬂ@@%ﬂﬁaﬁq@

Assay : li3UTanadnindmAyiurias

2

3

4. Stability : Lﬁamsﬁ’mu@mqmﬂﬁmﬁuﬁﬁo

5. Organic Volatile Impurities : e lwaulainlidansan 9 ANAY
6

. Impurities : @84A52980UMY HPLC  LiNaq purity
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CIPROFLOXACIN HYDROCHLORIDE

Spec.No : C-19 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance Pale yellow crystalline powder.

Solubility Slightly soluble in methanol, very slightly soluble in ethanol,

Identification

pH

Water

Residue on Ignition

Heavy Metals

Fluoroquinolonic
Acid (Impurity A)

Sulfate

Chromatographic

practically insoluble in acetone, in ethyl acetate and in methylene
chloride.

IR, TLC

3.0-4.5

3.0-6.7 %

NMT 0.1 %

NMT 20 ppm

NMT 0.2 %

NMT 0.4 %
A. Ciprofloxacin ethylenediamine analog NMT 0.4 %

Purity B. Any other individual impurity NMT 0.2 %
C. Sum of all impurities NMT 0.7 %
Impurities A. 7-Chloro-1-cyclopropyl-6-fluoro-1,4-dihydro-4-oxo-3-quinoline-3-
carboxylic acid
B. desfluoro compound
C. ethylenediamine compound
D. by-compound A
E. decarboxylated compound
Assay 98.0-102.0 % a.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 3.5 years from time of arrival at the factory

a.b.= anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CIPROFLOXACIN HYDROCHLORIDE (Cont.)

Spec.No : C-19 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

Remark : 29324 UN1IATI988L

1. Appearance : FU8IKILIAIIABINTIVFOLALFVEIRITNIAITIN
2. Assay : Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

3. Related Substances : sniiiasdwianwldwansriadasniosay

4. Stability : 699032980 U21LNITENNILTATI aRaaIUENIEMIALENIRANZEY
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CISAPRIDE
Spec.No : C-20 Rev.No. : Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white powder.
Solubility Practically insoluble in water, freely soluble in dimethylformamide,

Identification

Appearance of
Solution

Specific Optical
Rotation

Water (by KF)

Heavy Metal

Sulphated Ash

Related Substances

(HPLC)

soluble in methylene chloride, sparingly soluble in methanol, It shows
polymorphism.

IR, Color Test

1 % w/v solution is clear and not more intensely colored than

reference solution BYj

-0.05 “to +0.05 °

3.4-40 %

NMT 10 ppm

NMT 0.1 %

Any impurity NMT 0.5 %

Sum of all impurities NMT 1.0 %

Assay 99.0 - 101.0 % a.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 1.5 years from time of arrival at the factory

*a.b. = anhydrous basis

Remark : A713392LUWMI0TI98aU

1. Appearance: A39FIUANHMHILNABALUIINAILINIAIFIN

. Assay : WiTinadenddniuiase

. Shelf Life : dilongn1slienau doasiagay Stability

2
3
4. Related Substances : gnitimywilanldnanssfiadasasisay
5

Particle Size : 3zixadad@LIINIALANE LLazﬂﬁm‘squﬂsga
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

CLIOQUINOL
Spec.No: C-21 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance Yellowish white to brownish yellow, voluminous powder; odour, faint
and characteristic.
Solubility Practically insoluble in water, freely soluble in dimethylformamide and

Identification
Acidity or Alkalinity
Free lodine

Halide lons

Related Substances

Loss on Drying
Sulphated Ash
Assay

in pyridine; practically insoluble in ethanol 96 %
IR, Chemical Reaction

NMT 0.05 ml 0.1 M NaOH

0.1 ml 0.005 M Na,S,0;

0.2 ml 0.01 M HCI

Named impurities : NMT 3.0 %
Any other impurity : NMT 0.2 %
Sum : NMT 4.0 %

NMT 0.5 %

NMT 0.2 %

97.0 - 103.0 % d.b.

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Absorbance (5%; 1
cm)in
dimethylformamide

Sieving

At 480 nm : NMT 0.15

< 75 microns : 99 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CLOBETASOL PROPIONATE (Micronized)
Spec.No : C-22 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white crystalline powder.
Solubility Practically insoluble in water, freely soluble in acetone and in

Identification
Melting Point
Specific Optical
Rotation
Residue on Ignition
Loss on Drying
Residue on Ignition
Heavy Metal
Chromatographic
Purity

Impurities

Assay

dichloromethane, sparingly soluble in ethanol.
IR
196 ° C. with decomposition

+96 % to +104 °

NMT 0.10 %

NMT 1.0 %

NMT 0.1 %

NMT 20 ppm

Sum of all impurities : NMT 2.5 %
Individual impurity : NMT 1.0 %
A. Clobetasol

B. Clobetasone 17-propionate
C. Clobetasol impurity A

97.0 - 102.0 % d.b.*

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CLOBETASOL PROPIONATE (Micronized) (Cont.)

Spec.No : C-22 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification

Impurity profile

Residual Solvent

Particle Size

Bulk Density
Shelf Life

Any single unknown impurity : NMT 0.1 %
Total unknown impuritirs : NMT 0.5 %
Total impurities : NMT 1.0 %
Methanol NMT 100 ppm

Ethanol NMT 300 ppm

Acetone NMT 1000 ppm
Dichloromethane NMT 100 ppm

Ethyl Acetate NMT 100 ppm
Tetrahydrofurane NMT 100 ppm
Pyridine NMT 50 ppm
Dimethylformamide NMT 100 ppm

99 % < 20 micrometers (depends on formulation and dosage form)

95 % < 10 micrometers (depends on formulation and dosage form)

0.1-0.2 g/cm3 (depends on formulation and dosage form)

NLT 4.5 years from time of arrival at the factory.

Remark : A713392LUWN1I0TI98aU

1. Appearance :

ANBULHINNVVUIARIILINDN W

. Assay : WiTinadienddniuiaie

Residual Solvent : ﬁaamaaﬂ%mmé”aﬁﬁa:mUﬁﬂ'&maa:ﬂmﬂauag

2
3
4. Related Substances : gnitimytwilanldnanssfiadasasisay
5

Particle Size : :ANaFA20ATIIINTAZANY LLa:mimsngﬂsga
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CLORAZEPATE DIPOTASSIUM

Spec.No : C-23 Rev.No. : Date :

Reference(s) : USP24 /COA No.of Page: 1/1
Test / Method Specification

Appearance Light yellow crystalline powder. Darken on exposure to light.

Solubility Soluble in water but upon standing, may precipitate from the solution,

Identification
Related Substances

(TLC)

slightly soluble in alcohol and in isopropyl alcohol, practically insoluble
in acetone, in benzene, in chloroform, in ether and in methylene
chloride.

UV, IR, K™ Test

2-Amino-5-chlorobenzophenone NMT 0.1 %

Sum of all impurities NMT 1.0 %

Loss on Drying NMT 0.2 %
Heavy Metal NMT 20 ppm
Assay 98.5-101.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Storage Conditions

Hygroscopic : Preserve in tight container.

Photosensitive : Protect from light.

*d.b. = dried basis

Remark : A13392LUUWNI0TI98AU

1. Appearance :

ATIVFOUANBULAIL IABLAIUIINAILNNNAIFIN AI8NTWINY ez ladouss

lrdmudaeunlaie

2. Assay: IFSnnmdmndagiuiai

3. Related Substances : g1iisIUwanldnauriadaintIagay

4. Storage Conditions: deNTudNe wazhdauasinlwimuUaouleine daadvlumausinte

FANENN1IDT 29N WA NT LA D IN UL Lo
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Specification of Active Pharmaceutical Chemicals for Quality Control

CLOTRIMAZOLE

Spec.No : C-24 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance White or pale yellow, crystalline powder, faint odorless.

Solubility Practically insoluble in water, soluble in alcohol and in methylene

Identification
Appearance of
Solution
Residue on Ignition
Loss on Drying
Heavy Metal
Imidazole (TLC)
(o-Chlorophenyl)
diphenylmethanol

chloride, slightly soluble in ether.

IR, mp

(1.25 g in 25 ml alcohol) Clear and not more intensely colored than
reference solution BYg

NMT 0.10 %

NMT 0.5 %

NMT 10 ppm

NMT 0.2 %

NMT 0.5 %

Assay 98.5 - 102.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Melting Point 141-145 ° C.

Particle Size

Shelf Life

90 % < 10 microns (depends on formulation and dosage form)

NLT 3.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A7792LUUN1I0TI98AU

1. Appearance : am9RHalagfisunuaIINTuE TN IH

2. Assay: Wisnudmddgiuiase

. . = e = a &
3. Particle Size : 3zUNRADDAIIINTITREANY LLASNIILATLNENYN
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Specification of Active Pharmaceutical Chemicals for Quality Control

CLOXACILLIN SODIUM (Compact)

Spec.No : C-25 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white or almost white crystalline powder, hygroscopic,
characteristic odor.
Solubility Freely soluble in water, soluble in alcohol.

Identification

Clarity of Solution

pH

Specific Optical
Rotation

Water (by K.F.)

N,N-Dimethylaniline

2-Ethylhexanoic Acid

Related Substances

IR, Na' Test

Absorbance of 10.0 % in water at 430 nm is NMT 0.04
5.0-7.0

+160 to +169 °

30-45%

NMT 20 ppm

NMT 0.8 %

Total area NMT 5 times of the principal peak

Impurities 1. Penicilloic acid of Cloxacillin,
2. Penilloic A cid of Cloxacillin,
3. 6-Amino Pencillanic acid
4. 3-(2-Chlorophenyl)-5-methyl isoxazole —4-carboxylic acic
Assay 95.0 - 101.0 % a.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Impurities HPLC

Main Impurities

Bulk Density

Tapped Density

Packaging and
Storage

Shelf Life

NMT 5.0 %

NMT 1.0 %

NMT 0.60 g/cm3 (depends on formulation and dosage form)
NMT 0.8-0.9 g/cm3 (depends on formulation and dosage form)

In tightly closed containers protected from light, not exceeding 25 °C

NLT 3 years from time of arrival at the factory
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* a.b. = anhydrous basis

Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CLOXACILLIN SODIUM (Compact) (Cont)

Spec.No: C-25 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
Remark :

1. Appearance : anafiialagifisunualrsiduasuiasg v
2. Color: RUAINIINVDILARZLARINAAUAMVLANAIINWIN
3. Particle Size : JHNAF0NIINIIATALVAINILINN

4. Bulk Density : ﬁNa@iaﬂ’ﬁUiifgLLﬂﬂ?ﬂlﬁL‘ﬂN’]zﬁ&J
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Specification of Active Pharmaceutical Chemicals for Quality Control

CLOXACILLIN SODIUM (Sterile)

Spec.No : C-26 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White to off white or almost white crystalline powder, hygroscopic,
characteristic odor.
Solubility Freely soluble in water, soluble in alcohol.

Identification

Clarity of Solution

pH

Specific Optical
Rotation

Water (by K.F.)

N,N-Dimethylaniline

2-Ethylhexanoic Acid

Bacterial Endotoxins

Sterility

Assay

Related Substances

IR, Na' Test

Absorbance of solution 10.0 % in water at 430 nm is NMT 0.04
5.0-7.0

+160 to +169

30-45%

NMT 20 ppm

NMT 0.8 %

NMT 0.0.40 EU/mg

Sterile

95.0 — 101.0 % a.b.*

Total area NMT 5 times of the principal peak.

Impurities 1. Penicilloic acid of Cloxacillin,
2. Penilloic A cid of Cloxacillin,
3. 6-Amino Pencillanic acid
4. 3-(2-Chlorophenyl)-5-methyl isoxazole —4-carboxylic acid
IN - HOUSE SPECIFICATION
Test / Method Specification

Impurities HPLC
Main Impurities

Color of Solution

Particulate Matter

NMT 5.0 %

NMT 1.0 %

1.0 g in 4.0 ml of water not more intensely colored than reference
solution BY,/2

NMT 9.5
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* a.b. = anhydrous basis

Research : Specification of Active Pharmaceutical Chemicals for Quality Control
CLOXACILLIN SODIUM (Sterile) (Cont.)

Spec.No : C-26 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification
Solubility Test 1 g Cloxacillin in 3 ml water is NMT 60 sec
Packaging and Aluminium tins of not more than 10 Kg net each, or triple plastic bags
Storage (two inner bags sterile) of not more than 10 kg net each, packed in

airtight closed containers of not more than 50 kg net each, tamper-
proof container. Keep in dried place at less of 25 °C.

Shelf Life NLT 3 years from time of arrival at the factory.

Remark :

1. Appearance : mmﬁﬁﬂ@mﬁwﬁ‘uéﬁmﬁ@umsmmgm

2. Water: §a932390Nn8678nTAnuaunnen s asaiotneTaisa

3. Solution Time : 'lia333z17u 45 Jud

4. Color : #UINILNBILARUNAINAATANNLANGIIABINN  uazBatesuduamvazansbel
FUANAWNNUUIN

5. Particle Size : IXNaG2IAIINIIALANLVBINILININ

182




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CODEINE PHOSPHATE

Spec.No : C-27 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White crystalline powder, odorless.
Solubility Freely soluble in water, slightly soluble in alcohol, practically insoluble

Identification

Acidity

Water (by KF)

Appearance of
Solution

Specific Optical
Rotation

pH

Sulphate

Chloride

Morphine

Loss on Drying

in ether.

IR, UV, PO,” Test

0.5 % w/v in water required NMT 1.0 ml of 0.010 N NaOH to pH 5.4
3.0 %

Clear and not more intensely colored than reference solution of Yg
-98 ° to -102 °

4.0-5.0

No turbidity is produced immediately

No opalescence is produced immediately
No blue color is produced immediately

NMT 3.0 %

Assay 99.0 - 101.5 % a.b.”
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 4 years from time of arrival at the factory.

* a.b. = anhydrous basis

Remark : A7792LUUN1I0TI98U

1. Appearance : am3RHalagfisunuaLINTuENTNIGI N

. Assay : IWUSinmdeddyiuriais

2
3. Water: @ aamuﬂﬁfﬂ%m WNNI39
4

. Foreign alkaloid : gnfiflueamassuatuitanlanarsaiiadasnsiasey
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
COLCHICINE
Spec.No : C-28 Rev.No. : Date :
Reference(s) : USP24 /BP98 / COA No.of Page : 1/2
Test /| Method Specification
Appearance Yellowish-white to pale greenish yellow, amorphous scales or powder
or crystalline powder.
Solubility Soluble in water, freely soluble in alcohol and in chloroform, rapidly

Identification

Specific Optical
Rotation

Appearance of
Solution

Acidity or Alkalinity

Water (KF)

Residue on Ignition

Loss on Drying

Sulphated Ash

Heavy Metal

Limit of Colchicine

Limit of Ethyl Acetate

Chromatographic
Purity

Organic Volatile
Impurities

Assay

recrystallization from concentrated solution as the sesquihydrate.
IR, UV, Color Test
-235 to —250 °

5.0 % solution is clear and not more intensely colored than reference
solution GY;

NMT 0.1 ml of 0.01 M NaOH is required to change the color of
bromthymol blue solution to green

NMT 2.0 %

NMT 0.10 %

NMT 0.5 %

NMT 0.1 %

NMT 10 ppm

No definite green color is produced

NMT 8.0 %

Sum of impurities NMT 5.0 %

Chloroform NMT 100 ppm

98.0 — 102.0 % d.b.”

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

COLCHICINE (Cont.)

Spec.No : C-28 Rev.No. :
Reference(s) : USP24 / BP98 / COA

IN - HOUSE SPECIFICATION

Test / Method Specification
Impurities NMT 100 ppm
Residual Solvent Benzene NMT 50 ppm

Chloroform NMT 100 ppm
Meyhylene Chloride NMT 500 ppm
Trichloroethane NMT 100 ppm

No.of Page : 2/2

Shelf-Life NLT 2.5 years from time of arrival at the factory.

Remark : A1732144N1307713988L
1. Appearance:  FUBIHIENABINHUNUNILINIATIIN

. Assay: Isnadmaaynuias

Residual Solvent : ﬁaamaaﬂ%mméﬁﬁwa:mUﬁﬂ'&maa:ﬂmﬂauag

2
3
4. Impuruties : sitdaswionldnasriiadoinmagey
5

. Shelf Life : mqum‘ﬂ"ﬁmﬁLLﬁﬁaéTaamfmaau
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CYANOCOBALAMINE (Vitamin B,, )

Spec.No : C-29 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/2
Test / Method Specification
Appearance Dark-red crystalline powder, the anhydrous substance is very
hygroscopic.
Solubility Sparingly soluble in water and in alcohol, practically insoluble in

Identification

Loss on Drying

Related Substance
(by HPLC)

Pseudocyanocobala

acetone, and in ether.
uv, TLC

NMT 12.0 %

NMT 3.0 %

Colorless or no more color than a mixture of 0.15 ml of 0.10 N KMnO,

and 250 ml of water.

mine
Assay 96.0 — 100.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

UV-Absorption in

water

Organic Volatile
Impurities
Foreign Pigment

Shelf Life

Maxima at : 277-279 nm, 360-362 nm, and 548-552 nm
Absorbance Ratio E361/E 278 = 1.70-1.90
Absorbance Ratio E362 / E 548-552 = 3.15-3.40
Acetone NMT 0.1000

NMT 4 %

NLT 4 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CYANOCOBALAMINE (Vitamin B,, )

Spec.No : C-29 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 2/2

Remark : A7792LUUNI0TI98AU

1. Appearance : QANMIAVBINIEN wazmsdwilenanansan 9 (38) ween ldinilawnn
2. Assay: lﬁfﬂ%mmﬁamﬁwﬁ'@ﬁuﬁﬁd

3. Solubility : g]miazmml,axi'@ UV-Absorbance Ratio

4. Stability : Lﬁamiﬁmu@mqmﬂ“ﬁmﬁLwTﬁﬁa L REUTE IRt

5

. Organic Volatile Impurities : 1Aaliaulainlifiansdu g anes
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

CYPROHEPTADINE HYDROCHLORIDE

Spec.No : C-30 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page : 1/1
Test / Method Specification

Appearance White or slightly yellow, crystalline powder, odorless.

Solubility Slightly soluble in water, freely soluble in methanol, sparingly soluble

Identification
Acidity or Alkalinity
Loss on Drying
Sulphated Ash
Heavy Metal
Related Substances

(TLC)

in alcohol, practically insoluble in ether.

IR, UV

NMT 0.15 ml of 0.01 M NaOH is required to change color.
7.0-9.0 % wiw

NMT 0.1 %

NMT 0.003 %

Dibenzocycloheptene NMT 0.1 %

Impurities A. 5H-dibenzo[a,d]cycloheptene
B. Dibenzosuberone
Assay 98.5 -101.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

Tapping Volume

NLT 95 % < 250 micrometers
NLT 80.0 % < 150 micrometers

(depends on formulation and dosage form)

5 g occupies not more than 20.0 ml when taped down 20 times

* d.b. = dried basis

Remark : A7792LUUWNI0TI98U

1. Appearance : ANBUFVAINILIABINLUALAILININITFIN

Assay : I3USInmdedayiuriais

Related Substance : #1fiiz 10w lednaariadainsiagay

2
3
4. Particle Size : AWaGadATNIINTAZAY LLﬂzﬂWiUii’@iLLﬂﬂ‘]&ﬂ
5

Tapping Volume : ﬁ]zﬁNﬂ@iﬂﬂ’ﬁUiiﬁlLLﬂﬂﬁga
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DEQUALINIUM CHLORIDE

Spec.No : D-01 Rev.No. :

Reference(s) : USP24 /COA No.of Page: 1/2
Test / Method Specification

Appearance Creamy-white powder, odorless or almost odorless, hygroscopic.

Solubility Slightly soluble in water and in alcohol, soluble in boiling water.

Identification

Acidity or Alkalinity

Appearance of
Solution

Non-Quaternised
Amines

Loss on Drying

Sulphated Ash

Related Substances
(TLC)

Assay

IR, UV, CI Test

NMT 0.2 ml of 0.1 M HCI or 0.1 M NaOH is required to change color

0.2 % w/w is clear and colorless.

NMT 1.0 % calculated as 4-Aminoquinaldine.

NMT 5.0 %
NMT 0.1 %

Individual Related Substance EP impurities A : NMT 1.0 %

Total Related Substances : NMT 10 %
95.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method

Specification

Reaction with
Sulfuric Acid

Residual Solvent

Packaging and

Storage

NMT BY,

ICH Class 2 : Chloroform NMT 60 ppm
Methanol NMT 3000 ppm

ICH Class 3 : Acetone, MIBK, 2-Propanol NMT 5000 ppm

Preserve in tight containers, in a cool and dry place, and protected

from moisture

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
DEQUALINIUM CHLORIDE (Cont.)
Spec.No : D-01 Rev.No. : Date :

Reference(s) : USP24 /COA No.of Page: 2/2

Remark : A13392Lh4N1303988L
1. Appearance: YUANBMAZUBINILINUAIINIATZIN
2. Assay: Wisnnadmdgiuiaie

3. Residual Solvent: daiavagauiNalvaunlainlainmsdwilan
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DEXAMETHASONE SODIUM PHOSPHATE

Spec.No : D-02 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White or almost white powder, very hygroscopic.

Solubility Freely soluble in water, slightly soluble in alcohol, practically insoluble

Identification

pH

Specific Optical
Rotation

Appearance of
Solution

Water (by KF)

Alcohol

Chromatographic
Purity

Inorganic Phosphate

Free Dexamethasone

in ether and in methylene chloride.
IR, TLC, Na' ,PO,” Test

7.5-9.5

+75° to +83 °

5 % wi/v in water is clear and not more intensely colored than
reference solution B,

NMT 16.0 %

NMT 8.0 %

Individual Impurity : NMT 1.0 %

Total Impurities : NMT 2.0 %

NMT 1.0 %

NMT 1.0 %

Assay 97.0 - 103.0 % a.b.”
IN - HOUSE SPECIFICATION
Test / Method Specification
Reassay 1 year
Impurities A. Dexamethasone
B. Betamethasone Sodium Phosphate
Shelf Life NLT 4 years from time of arrival at the factory.

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
DEXAMETHASONE SODIUM PHOSPHATE (Cont.)

Spec.No : D-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : 971392l U4%MI0TI98L

1. Appearance : G]S’Jﬁ]‘ﬁﬁ’ﬂ@]ElLﬁUUﬁUﬁ’JU’]ﬁLﬂua’]ﬂJ’Wﬁg’m
2. Assay: lW3Smnmdimidyiuiess

3. Water: ﬁaa@inlﬁiﬂ%mmﬁuﬁﬁd

4. Impurities : snidaslwtlanldnaeriiadainsiasay

5

Packaging : dadt.Aulunsustaain inmzarsnnaninle
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Specification of Active Pharmaceutical Chemicals for Quality Control

DEXTROMETHORPHAN HYDROBROMIDE

Spec.No : D-03 Rev.No. : Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance Almost white fine crystalline powder, faint odorless.

Solubility Sparingly soluble in water, freely soluble in alcohol and in chloroform,

Identification

Melting Point

pH

Specific Optical
Rotation

Appearance of
Solution

Acidity or Alkalinity

Water (by KF)

Residue on Ignition

Heavy Metal

N,N Dimethylaniline

Phenolic Compound

Related Substances
(TLC)
Assay

insoluble in ether.
UV, IR, Br Test
125 ° C.

5.2-6.5

+28.0 to +30.0 °

Clear and colorless (5 % wi/v solution alcohol)

NMT 0.4 ml of 0.01 M HCI is required to change color.

4.0-5.5 %

NMT 0.10 %

NMT 20 ppm

NMT 10 ppm

Test with Ferric chloride TS. Follow by Potassium ferricyanide TS. :
No blue —green color should develop

NMT standard solution

99.0 - 101.0 % d.b.”

IN - HOUSE SPECIFICATION

Test / Method

Specification

Particle Size

Shelf Life

100 % below 60 BS sieve (depends on formulation and dosage form)

NLT 3.5 years from time of arrival at the factory.

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DEXTROMETHORPHAN HYDROBROMIDE (Cont.)

Spec.No : D-03 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2

Remark : A133920i4N13A1988L
1. Appearance : avafihalagifisunuarendussnnasgin

Assay : WUSInmdedaynuriais

2

3. Water: ﬁaa@mﬁﬂﬁiﬂ%mmﬁuﬁﬁd

4. Related Substances : sniliimstwionldvasriadoinmagey
5

Particle Size : JNAGADATIIINIALAY LAEMIUITIUAUTA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DEXTROSE ANHYDROUS (Oral Grade)

Spec.No : D-04 Rev.No.: Date :
Reference(s) : USP24 /COA No.of Page: 1/2
Test / Method Specification
Appearance Colorless crystal or white crystalline or granular powder, odorless,
sweet taste.
Solubility Freely soluble in water, very soluble in boiling water, slightly soluble in

Identification

Specific Optical
Rotation

Clarity and Color of
Solution

Residual on Ignition

Heavy Metal

Lead

Acidity

Water

Chloride

Sulfate

Sulfite

Arsenic

Barium

Calcium

Sulfated Ash

Foreign sugar,

Soluble Starch,

Dextrins, Sulfite

Particle Size

alcohol, soluble in boiling alcohol.
Chemical test, specific optical rotation, TLC

+52.5 to +53.2 °

Clear and not more intensely colored than reference solution of BY-,

NMT 0.1 %

NMT 5 ppm

NMT 0.5 ppm

MNT 0.30 ml of 0.02 N NaOH for titrate of 5.0 g.
NMT 0.5 %

NMT 0.018 %

NMT 0.025 %

NMT 15 ppm of SO,

NMT 1 ppm

NMT water

NMT 200 ppm

NMT 0.1 %

Dextrin : 1 g dissolve completely in alcohol 20 ml
Soluble starch, sulfite : 1 g in 10 ml of water add 1 drop of iodine TS. :

the liquid is colored yellow.

NMT 99 % passes through sieve No. 30 (600 micron)
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
DEXTROSE ANHYDROUS (Oral Grade) (Cont.)

Spec.No : D-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification
Microbiology Absence : TPC
(After 10 Days of Yeast
Storage) Mould
5-Hydroxymethyl Absorbance NMT 0.25

furfural and Related

Substances
Glucose Content NLT 99.5 % a.b. *
Flow Rate NMT 7.0 sec / 100 g

* a.b. = anhydrous basis

Remark : 7173921 4%M1I0I98aU

1. Appearance : QaNHALLAILUAYUNLAILININII N

2. Assay : Wi fNTiuTaS

3. Organic Volatile Impurities : walwiuleinldfansdu 5 ANAN
4

Impurities : @84a32980UMY HPLC  Liaq purity
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DEXTROSE MONOHYDRATE (Pyrogen Free Grade)

Spec.No : D-05 Rev.No. : Date :

Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder, or granular powder, odorless, sweet taste.

Solubility Freely soluble in water, very soluble in boiling water, slightly soluble in

Identification

Specific Optical
Rotation

Clarity and Color of
Solution

Residual on Ignition

Heavy Metal

Lead

Acidity

Water

Chloride

Sulfate

Sulfite

Arsenic

Barium

Calcium

Sulfated Ash

Foreign sugar,
Soluble Starch,
dextrins, Sulfite

Particle Size

Endotoxin

alcohol.
Chemical test, specific optical rotation, TLC

+52.5 to +53.3° C.

Clear and not more intensely colored than reference solution of BY;

NMT 0.1 %

NMT 5 ppm

NMT 0.5 ppm

NMT 0.30 ml of 0.02 N NaOH for titrate of 5.0 g.
7.0-9.5 %

NMT 125 ppm

NMT 200 ppm

NMT 15 ppm of SO,

NMT 1 ppm

NMT water

NMT 200 ppm

NMT 0.1 %

Dextrin : 1 g dissolve completely in alcohol 20 ml
Soluble starch, sulfite : 1 g in 10 ml of water add 1 drop of iodine TS. :
the liquid is colored yellow.

NMT 99 % passes through sieve No. 30 (600 micron)
NMT 1.25 EU/ g
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DEXTROSE MONOHYDRATE (Pyrogen Free Grade) (Cont.)

Spec.No : D-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification
Glucose Content NLT 99.5 % a.b.*
5-Hydroxymethyl Absorbance NMT 0.25

furfural and Related

Substances
Bulk Density 5.0 g occupies not more than 8.0 ml when trapped down 20 times
(depends on formulation and dosage form)
Flow Rate NMT 7.0 sec/ 100 g

* a.b. = anhydrous basis

Remark : 7173921 U4%M1I0TI38aU

1. Appearance : mnﬂﬁahmﬁmuﬁ'ué’qmﬁl,ﬂumimmg’m

2. Assay: Iﬁiﬂ%mmﬁ’;mﬁuﬁﬁo

3. Organic Volatile Impurities : neldiulein lifiansaun 9 ANAY
4

. Impurities : @84A52980UMY HPLC  LiNaq purity
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DIAZEPAM
Spec.No : D-06 Rev.No. : Date :
Reference(s) : USP24/ BP 98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white crystalline, or fine powder, odorless or almost
odorless.
Solubility Practically insoluble in water, soluble in alcohol, freely soluble in

Identification

Melting Point

Heavy Metal

Loss on Drying

Related Substances
and Decomposition

Product (by HPLC)

chloroform.

IR, UV, TLC

131 -135° C.

NMT 20 ppm

NMT 0.5 %

NMT 0.01 % (Diazepam Related Compound)

NMT 0.1 % (3-Amino-6-chloro-1-methyl-4-phenylcarbostyril)
NMT 0.3 % (Nordazepam)

Assay 99.0-101 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Impurities Other Impurity NMT 0.025 %

Organic Volatile
Impurities
UV-Absorption

Particle Size

Total Impurities NMT 0.05 %

Methylene chloride, benzene, chloroform, dioxane

A(1%,1cm) at 284 nm = 445 (in 0.1 N methanolic H,SO,)

NLT 80 % < 37 microns (depends on formulation and dosage form)

* d.b. = dried basis

Remark : A7792LUUN1I0T198U

1. Appearance : amIRfalagfiunuaMIuaINIaIg %

. Assay : IWiUTunmdenddyiuriais

2
3. Particle Size : UWaGa Dissolution Time
4

. Organic Volatile Impurities : vnlAnauzasaleniaswly
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DICLOFENAC DIETHYLAMINE

Spec.No : D-07 Rev.No. : Date :
Reference(s) : BP 98 /COA No.of Page: 1/1
Test / Method Specification
Appearance White to off white to cream white crystalline powder, odorless.
Solubility Sparingly soluble in water and in acetone, freely soluble in alcohol,

Identification

Melting Point

pH

Clarity and Color of
Solution

Water (by KF)

Heavy Metal

Sulfated Ash

Loss on drying

Related Substances

(TLC)

practically insoluble in 1 M sodium hydroxide.
IR, UV, TLC

145-155 ° C. with decomposition

6.5-8.5

5 % wi/v in methanol is clear and colorless or Absorbance (at 440 nm
in 1 cm) : NMT 0.05

NMT 0.5 %

NMT 10 ppm

NMT 0.1 %

NMT 0.5 %

Individual Impurity : NMT 0.2 %

Total Impurities : NMT 0.5 %

Assay 99.0 - 101.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 2.5 years from time of arrival at the factory.

* d.b. = dried basis

Remark : A7792LUUN1I0TI98AU

1. Appearance : anaffalagifisunuarsndussnnasgin

Assay : 1#3USinmdrendanynuriais

2
3. Water: @89 mnlﬁfﬂ%mmﬁ LNR39
4

Related Substances : #niiz1Untanldnaariadainsiagay
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DICLOFENAC SODIUM

Spec.No : D-08 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White or slightly yellowish crystalline powder, slightly hygroscopic.

Solubility Sparingly soluble in water, freely soluble in methanol, soluble in

Identification

Melting Point

pH

Clarity and Color of
Solution

Water (by KF)

Heavy Metal

Loss on drying

Related Substances

(TLC)

alcohol, slightly soluble in acetone, practically insoluble in ether.
IR, TLC, Color Test

280 ° C. with decomposition

7.0-8.5

5 % w/v in methanol is clear and colorless or Absorbance (at 440 nm
in 1 cm) : NMT 0.05

NMT 0.5 %

NMT 10 ppm

NMT 0.5 %

Individual Impurity : NMT 0.2 %

Total Impurities : NMT 0.5 %

Assay 99.0 - 101.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Impurities A. 1-(2,6-dichlorophenyl) indolin-2-one
B. 2-[(2,6-dichlorophenyl) amino] benzaldehyde
C. [2-[(2,6-dichlorophenyl) amino] phenyl]-methanol
D. 2-[2-[2-bromo-6-chlorophenyl) amino] phenyl] acetic acid
E. indolin-2-one

Shelf Life NLT 3.5 years from time of arrival at the factory

* d.b. = dried basis

201




Research : Specification of Active Pharmaceutical Chemicals for Quality Control
DICLOFENAC SODIUM (Cont.)
Spec.No : D-08 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page: 2/2

Remark : A17320h4N13071988L
1. Appearance : am9RHalagfisunuasINTua TN IH
2. Assay: Wiifsinmdmdgiuiaie

3. Related Substances : g1#ia3Uwdan levauriadasnIagal
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Specification of Active Pharmaceutical Chemicals for Quality Control

DICLOXACILLIN SODIUM (Compacted)

Spec.No: D-09 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white crystalline powder, characteristic odor,
hygroscopic.
Solubility Freely soluble in water, soluble in alcohol and in methyl alcohol.

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Water (by K.F.)

Sulphated Ash

Related Substances

(HPLC)

N,N-Dimethylaniline

Impurities (as BP)

2-Ethylhexanoic Acid

IR, Na Test

10 % solution in water is clear and the absorbance at 430 nm is not
greater than 0.04

5.0-7.0

+128 ° to +143 °

3.0-5.0 %

NMT 1.0 % wiw

Main impurity NMT 1.0 %

Sum of impurities NMT 5.0 %

NMT 20 ppm

A. Penicilloic acids of dicloxacillin

B. Penilloic acids of dicloxacillin

C. 6-amionopenicillanic Acid

D. 3-(2,6-dichlorophenyl)-5-methylisoxazole-4-carboxylic acid
NMT 0.5 %

Assay (HPLC) 95.0-101.0 % a.b *
IN - HOUSE SPECIFICATION
Test / Method Specification
Bulk Density 0.50-0.70 g/cm3 (depends on formulation and dosage form)

Tapped Density
Shelf Life

NLT 0.8 g/cm3 (depends formulation and on dosage form)

NLT 2.5 years from time of arrival at the factory

*a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DICLOXACILLIN SODIUM (Compacted) (Cont.)

Spec.No: D-09 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification

Packaging and

Storage

Packed in LDPE bag, twisted and tied with plastic fastener in airtight

containers temperature not exceeding 25 °C.

Remark : A713392LUWMI0TI98aU

1. Appearance : ANBIUSNILIADIVIN MATNROITUYN LRAIDINMIRANLAIVDINNNT

. Assay: Isnadmamaynuias

. Stability :  1iNam It nuaaymMIliinnuiaie

2
3
4. Organic Volatile Impurities : 1Aalsiiwlainlilansau g anes
5

. Bulk Density and Tapped Density: a:ﬁwa@iamimsqaumﬂga
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DIGOXIN
Spec.No : D-10 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white powder, odorless.
Solubility Practically insoluble in water, freely soluble in a mixture of equal

volumes of methanol alcohol and methylene chloride, slightly soluble in

alcohol.
Identification IR, TLC
Specific Optical +10.0 " to +13.0 °
Rotation
Appearance of 0.5 % wl/v solution in a mixture of methanol —methylene chloride (1:1)
Solution is clear and colorless.
Loss on Drying NMT 1.0 %

Residue on Ignition NMT 0.5 %
Related Substances A. Digitoxin : NMT 1.0 %

(HPLC) B. Gitoxin : NMT 2.0 %
C. Other Glycoside : NMT 2.0 %
Assay 95.0 — 103.0 % d.b.*

IN-HOUSE SPECIFICATION

Test / Method Specification

Retest 1 year.

* d.b. = dried basis

Remark : 713392 4%MI0TI988U
1. Appearance : a3 Ralagifisunuarenidussnnasgin
VY 1A o o d' Y A J < . . aid v a
2. Assay: WilSinadamddniuiase sy Life saving drug Nilawaeniasann uazdl
tf v e v [l v 1 o
ONBUTINN dasszisliannuazaareustgndauin

3. Related Substances : tNhilanstwilanldnarsrhadasnsiaray
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DILTIAZEM HYDROCHLORIDE

Spec.No : D-11 Rev.No. : Date :

Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test /| Method Specification

Appearance White crystalline powder, odorless.

Solubility Freely soluble in water, in methanol, in formic acid, in chloroform and

Identification

Melting Point

Specific Optical
Rotation

pH

Appearance of

Solution

Loss on Drying

Residue on Ignition

Heavy Metal

Related Substances

(TLC)

in methylene chloride, slightly soluble in ethanol, insoluble in ether.
IR, TLC, CI Test

210° C.

+110 to +116 °

4.3-5.3

5 % solution is clear and colorless.

NMT 0.5 %

NMT 0.10 %

NMT 20 ppm

Desacetyl Diltiazem.HCI : NMT 0.5 %
Any other individual impurity : 0.5 %
Total impurities : NMT 1.0 %

Assay 98.5 -101.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 2.5 years from time of arrival at the factory

* d.b. = dried basis

Remark : A7792LUUNI0TI98AU

1. Appearance :

avIgaUNIn lagisunuaIENNaIgI%

2. Assay: Wisnnadmmdgiuiaie

3. Shelf Life : ﬁaomwaaumﬂqmﬂﬁmﬁuﬁﬁﬁa

4. Related Substances : g1idsTUwawlenaariadaianiiagay
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DIMENHYDRINATE

Spec.No : D-12 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Slightly soluble in water, freely soluble in alcohol, sparingly soluble in

Identification

Melting Point

pH

Loss on Drying

Residue on Ignition

Appearance of
Solution

Heavy Metal

Related Substances

(TLC)

ether.

IR, mp, Positive Test for 8-chlorotheophylline
102-106 ° C.

7.1-7.6

NMT 0.5 %

NMT 0.20 %

Clear and colorless (5 % wi/v solution alcohol)

NMT 20 ppm

Theophylline NMT 0.5 %
Secondary Spot NMT 0.5 %
Unidentified impurity NMT 0.1 %

Assay for Diphenhydramine = 53.0 — 55.5 % d.b.
for 8-Chlorotheophyllin = 44.0-47.0 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

Shelf-Life

NLT 80 % passes through sieve No. 60 (depends on formulation and
dosage form)

NLT 3 %2 years from time of arrival at the factory.

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DIMENHYDRINATE (Cont.)

Spec.No : D-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

Remark : 717392 U4%MI03I988U

1. Appearance : mnﬁﬁﬂ@mﬁwﬁué’amﬁﬂumsmmgm

2. Assay: lﬁfﬂ%mmﬁamﬁwﬁ'@ﬁuﬁﬁd

3. Related Substances : gitimsuitonldnamesiadoinmage
4

Particle Size : UNAGAOAATILIINIAZANY LLE\]Zﬂ’]iUi‘S’@iLLﬂﬂ‘Hﬂ
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DOMPERIDONE
Spec.No : D-13 Rev.No. : Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test /| Method Specification
Appearance White or almost white powder.
Solubility Practically insoluble in water, soluble in dimethyl formamide, slightly

soluble in and in methanol.

Identification IR, TLC

Melting Point 244 - 248 ° C.

Appearance of 1 % solution in DMF is clear and not more intensely colored than
Solution reference solution Yg

Heavy Metal NMT 20 ppm

Loss on Drying NMT 0.5 %

Sulphated Ash NMT 0.1 %

Related Substances Single impurity NMT 0.25 %
(HPLC) Total impurities NMT 0.50 %

Assay 99.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method Specification

Transmittance at 400 | NLT 85.0 %
nm (C=2.5 in DMF)
Photosensitive Protected from light

Shelf Life NLT 4 years from time of arrival at the factory

* d.b. = dried basis

Remark : A1332Li4N13ATI988L
1. Appearance : @181 hdauss MlRFvasdonUfonld Fvardaaiaunussnnasgin wia
1AM IQANAULE

2. Assay: Wisnnmdmddgiuiai
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

DOXYCYCLINE HYCLATE

Spec.No : D-14 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance Yellow crystalline powder, hygroscopic.

Solubility Very slightly soluble in water and in alcohol, practically insoluble in

Identification

pH

Specific Optical
Rotation

Appearance of
Solution

Absorbance

Light Absorbing
Impurities

Heavy Metal

Acidity or Alkalinity

Water (by KF)

Residue on Ignition

Sulfated Ash

Related Substances
(TLC)

Assay

ether. It dissolves in dilute solution of mineral acids and in solution of
alkali hydroxides and carbonates.

TLC, Color Test

2.0-3.0

-105 to -120°

5 % wl/v solution in alcohol is clear and colorless.

A 349 nm 300 to 335
Asgo s NMT 0.07

NMT 50 ppm

NMT 0.4 ml of 0.01 M HCI is required to change color.
14-28%

NMT 0.10 %

NMT 0.4 %

Methacycline.HCl NMT 2.0 %

6-Epidoxycycline NMT 2.0 %

99.0 - 101.0 % a.b.*

IN - HOUSE SPECIFICATION

Test / Method

Specification

Residaul Solvent

Shelf Life

Ethanol 4.3-6.0 %

NLT 3.5 years from time of arrival at the factory

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
DOXYCYCLINE HYCLATE (Cont.)

Spec.No : D-14 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

Remark : A13320i4N13AT1988L

1. Appearance: HIZLARZAIF LNLVINAH LLa:maﬂ%\ﬂﬁﬁg@@‘h 9 duluarenaae
2. Assay : WiSnmdnidgyiuriase

3. Water: ﬁaamaﬂﬁﬁﬂ%mmﬁuﬁﬁa
4

. Related Substances : iz IUwtanldnasriadaiaslagay
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DRIED ALUMINUM HYDROXIDE GEL

Spec.No : D-15 Rev.No.: Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White powder or amorphous powder free from gritty odorless,
tasteless.
Solubility Insoluble in water and in alcohol, soluble in dilute mineral acids and in

Identification
pH

Acid Neutralizing

solution of fixed alkali hydroxides.

IR, AI”" Test

NMT 10.0 (in aqueous dispersion 1 in 25 )
NLT 25.0 mEq / g

Capacity

Chloride NMT 0.85 %

Heavy Metal NMT 0.006 %

Sulphate NMT 0.6 %

Arsenic NMT 8 ppm

Assay NLT 76.5 % of Al(OH),

IN - HOUSE SPECIFICATION
Test / Method Specification

Tapped Density

Microbial Limit

Shelf-Life

5.0 g occupies NMT 17.0 ml when tapped down 20 times
Aerobic Microbial Count (colonies / g) NMT 500

Yeast and Mold Count (colonies / g) NMT 100
Escherichia coli none

Pseudomonas aeruginosa none

Salmonella spp none

Staphylococcus aureus none

NLT 2 %2 years from time of arrival at the factory.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DRIED ALUMINUM HYDROXIDE GEL (Cont.)

Spec.No : D-15 Rev.No.: Date :

Reference(s) : USP24 / BP98 / COA No.of Page: 2/2

Remark : A717392LUUWNI0TI98U

1.
2,

Appearance : QANBUTAILNABUALAILINATZIU Uazdas laillans gritty

Assay :Iﬁiﬂ%mmﬁ’s BN7ILNI939 ez Acid Neutralizing Capacity

Acid Neutralizing Capacity : 89w UsAnsnnaadalen asanaeniiiilanmsaziia
W ALO,; Bsvildanusunsalunisaaniaasad

Microbial Limit : tWalsiluladnlidizagadwdwdon innzdrenitiilemagniwiawain
X 4w,
\ragatinlaing

Impurities : faInTaRaLRITUMI Y an
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

EPHEDRINE HYDROCHLORIDE For Injection

Spec.No : E-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance White, crystalline powder of colorless crystals.

Solubility Freely soluble in water, soluble in alcohol, practically insoluble in ether.

Identification
Melting Point
Specific Rotation
Acidity or Alkalinity
Loss on Drying
Residue on Ignition
Sulfate

Ordinary Impurities

Organic Volatile

UV, Test for Chloride

217 =220 °C

-330° to-355 °C

NMT 1.0 mL 0.020 N H,SO, / NaOH

NMT 0.5 %

NMT 0.1 %

NMT 100 ppm

TLC

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichlorocthylene 80 mcg/g
Assay 98.0 — 100.5 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Bacterial Endotoxins

NMT 1.7 EU/mg of Ephedrine Sulfate

214




Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

EPINEPHRINE HYDROGENTARTRATE

Spec.No : E-02 Rev.No. : Date :

Reference(s) : USP24 / BP 645/ COA No.of Page: 1/1
Test / Method Specification

Appearance Almost white crystalline powder, odorless

Solubility Freely soluble in water

Identification

PH.

Melting Range

Norepinephrine
Hydrogentartrate

Adrenalone
Hydrogentartrate

Loss on Drying

Sulphated Ash

Assay

UV, M.P., Specific Rotation, Test for Tartrate
3.6
147 °C with decomposition

<1%

Absorbance < 0.1
Absorptivity < 0.2
<01%

<01%

97.0 - 100.5 % d.b.

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Color of Solution
Clarity of Solution
Palladium
Residual Solvents

(GC)

Not More Intense Than BY 7

Not More Opalesc. Than Susp. |

<10 ppm
Methanol < 0.05 %
Ethanol <0.10 %

Methylene Chloride < 100 ppm
Acetone <100 ppm

Toluene

<100 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ERYTHROMYCIN ESTOLATE

Spec.No: E-03 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A White, crystalline powder.

Solubility Practically insoluble in water, freely soluble in alcohol, soluble in

Identification

PH

Related Substances
Dodecyl Sulphate
Water

Sulphated Ash

Assay

acetone. It is practically insoluble in dilute hydrochloric acid.
IR, TLC, Color reaction.

55 -7.0.

NMT 2.0 %

23.0-255%

NMT 4.0 %

NMT 0.5 %

NLT 610 I.U./mg. a.b.

Remark : A3 UWN1I0TI98U

i a = a_a = A A AN
1. Odor : ATATIIRULIDINAL LUBIIINLII source ICUNRLAN maﬂauﬂumu@w

2. Stability : A1snMNuTayaifIiuanuasanwsasianiu Mlengedlduuritle las

Aa a o . Aa
N LN ﬂﬂu@]aﬂa%‘lluﬁﬂqWﬂ@
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ERYTHROMYCIN STEARATE

Spec.No : E-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White, crystalline powder.

Solubility Practically insoluble in water, soluble in acetone, in ethanol and in

Identification

pH

Water

Sulphated Ash

Erythromycin
Stearate

Erythromycin
Stearate and Free
Stearic Acid

Storage

Assay (meicro)

methanol. Solutions in these four solvents may be opalescent.
FTIR/IR, TLC

7.0to 10.5

NMT 4.0 %

NMT 0.5 %

NLT 84.0 % a.b.

98.0 — 103.0 %

Store in a well-closed container, protected from light, at a temperature

below 30 °C
NLT 550 ug./mg. a.b.

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Crystallinity

Particle Size (1) or (2)

Free Stearic Acid

Erythromycin A Enol

Ether
Erythromycin B
Erythromycin C

USP

(1) LT 150 microns* : 100 %
(2) LT 37 microns* : NLT 95 %
NMT 10.0 % d.b.

LT 0.1 %

0.9 %
1.6 %
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ERYTHROMYCIN STEARATE (cont.)

Spec.No: E-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Pseudoerythromycin | LT 0.1 %

A Enol Ether
Bulk volume 190 mi/60 g (depend on formulation and dosage form)
Shelf Life NLT 3.5 years from time of arrival at the factory

Remark : 7239204401130 329800
1. Dissolution (bulk) : MTNILNANATIIYUFNTANTAZANY LHaanindTynineny

Dissolution Time
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
EUGENOL
Spec.No : E-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance Clear, pale yellow liquid, darkening on exposure to air.
Odor A strong odor of clove, spicy, pungent taste.
Solubility Slightly soluble in water; miscible with alcohol, with chloroform, with
ether, and with fixed oils.
Solubility in 70 One volume dissolves in 2 volumes

Percent Alcohol
Specific Gravity
Distilling Range
Refractive Index
Heavy Metals
Hydrocarbons
Limit of Phenol

Packaging and

1.064 — 1.070

NLT 95 % distils between 250 — 255 ° C

1.540 — 1.542 (20 ° C)

0.004 %

A clear solution, but it may become turbid when exposed to air
Not blue or violet color, is a transient grayish green color.

Preserve in tight, light-resistant containers.

Storage
IN — HOUSE SPECIFICATION
Test / Method Specification
Assay (GC) NLT 98% W/W
Storage Avoiding contact with iron
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FAMOTIDINE
Spec.No : F-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White to pale yellowish crystalline powder.
Solubility Freely soluble in dimethylformamide and in glacial acetic acid, slightly

Identification

Loss on Drying

(at 80+2°C under

vacuum)

Residue on Ignition

Heavy Metals

Chromatographic
Purity

Organic Volatile

soluble in methanol, very slightly soluble in water, practically insoluble
in acetone, in alcohol, in chloroform, in ether, and in ethyl acetate.

IR, UV

NMT 0.5 %

NMT 0.1 %

NMT 0.001 %

Single major impurity : NMT 0.3 %
Total impurities :NMT 1.0 %

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.5 - 101.0 % d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification

Melting Range

160 =161 ° C
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FELODIPINE
Spec.No : F-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or light yellow, crystalline powder.
Solubility Practically insoluble in water, freely soluble in acetone, in ethanol, in

methanol and in methylene chloride.

Identification UV, IR, TLC
Appearance of Clear solution
Solution
Absorbance Absorbance, at 440 nm is not greater than 0.10.

Related Substances Impurity B and impurity C : NMT 1.0 %, any peak : NMT 0.1 %,
sum : NMT 0.3 %

Loss on Drying NMT 0.5 %
Sulphated Ash NMT 0.1 %
Impurities A. ethyl methyl 4-(2,3-dichlorophenyl)-2,6-dimethylpyridine-3,5-

dicarboxylate,

B. dimethyl 4-(2,3-dichlorophenyl)-1,4-dihydro-2,6-dimethylpyridine-
3,5-dicarboxylate,

C. dimethyl 4-(2,3-dichlorophenyl)-1,4-dihydro-2,6-dimethylpyridine-
3,5-dicarboxylate.

Storage Store protected from light.

Assay 99.0 - 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification
Melting point 142 — 145°C
Heavy metals NMT 10 Llg Pb/g
Isopropanol NMT 0.15 %
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FERROUS GLUCONATE

Spec.No : F-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance Greenish-yellow to grey granules.
Solubility Freely but slowly soluble in water giving a greenish-brown solution,

Identification
Appearance of
Solution
pH
Sucrose and
Reducing Sugars
Chlorides
Oxalates
Sulphates
Arsenic
Barium
Ferric lon
Heavy Metals
Loss on Drying
Microbial

Contamination

more readily soluble in hot water, practically insoluble in alcohol.
TLC, Test for Iron

Clear solution

3.0-4.0

No red precipitate is formed.

0.06 %

No precipitate is formed.

500 ppm

2 ppm

Opalescence, not more intense than standard solution
1.0 %

1 ppm Pb

7.0-10.5%

NMT 103 micro-organisms per gram

Assay 11.8 — 12.5 % Fe d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification
Shelf Life 3.5 funniufiiagavandlsen

q
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FERROUS GLUCONATE (Cont.)

Spec.No : F-03 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

Remark : @23L4%N130398810
1. Particle Size : Lﬁadﬁﬂﬂﬁwa@iBﬂ’ﬂ&lﬁﬂ’]Lﬁ&lﬂ“llﬂdé]”]ﬂ’]l%@i’]%lﬂﬂﬂ

2. Packaging and Storage : dasilasriuannuduatneg asanuisgannuiuldie
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FLAVOXATE HYDROCHLORIDE

Spec.No : F-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder
Solubility Slightly soluble in water and in ethanol (96%) ; sparingly soluble in

dichloromethane.
Identification IR, Test for Chloride

Heavy Metals 10 ppm Pb.

Related Substances Major peak : NMT 0.15 %
Minor peak : NMT 0.1 %
3-Methylflavone-8- NMT 0.3 %

Carboxylic Acid

Loss on Drying NMT 0.5 %

Sulphated Ash NMT 0.1 %

Organic Volatile Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g
Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g

Assay 99.0 - 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification
Organic Residual Toluene : NMT 50 ppm.
Solvents Ethanol : NMT 500 ppm.
Particle Size D(10%) = 6 llm; D(50%) = 15 Wm; D(90%) = 41 Wm.*

Bulk Density (g/ml) Loose 0.31*
Tapped 0.37*

* depend on formulation and dosage form
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FLUMETHASONE PIVALATE

Spec.No : F-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White to off — white crystalline powder.
Solubility Insoluble in water, slightly soluble in methanol ; very slightly soluble in

Identification
Specific Rotation
Loss on Drying

Chromatographic

chloroform and in methylene chloride.
IR, UV

+71° to +82 °C

NMT 1.0 %

Total impurities : NMT 3.0 %

Purity
Assay 97.0 — 103.0 % d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification
Melting Point 285.0 — 273.0 °C

Residue on Ignition
Specific Absorbance
(237 nm) A (1%, 1cm.)

Related Substances

Residual Solvent

Particle Size

NMT 0.2 %
322.0 - 312.0

Flumethasone : NMT 1.0 %

60L-Chlorine Analog. : NMT 1.0 %

Single Unknown : NMT 0.2 %
Total : NMT 3.0 %
Methylene Cholride : NMT 500 ppm
Acetone : NMT 3,000 ppm
Methanol : NMT 1,000 ppm

<20 im : NMT 99 % of total volume
<10 [lm : NMT 95 % of total volume

< 5 Hm : NMT 85 % of total volume
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FLUNARIZINE DIHYDROCHLORIDE

Spec.No : F-06 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Soluble in chloroform and dimethylformamide.

Identification
Melting Point
Loss on Drying
Sulphated Ash
Heavy Metals

Chromatographic

IR, UV

200° to 220 °C

NMT 0.5 %

NMT 0.2 %

NMT 20 ppm

Any single impurity : NMT 0.5 %

Purity Total impurities  : NMT 1.0 %
Assay 98.0 — 102.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Color (1% in
methanol)

Residual Solvents

Transmittance (440 nm) : NLT 80 %

Isopropyl alcohol : NMT 500 ppm

226




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

FLUNARIZINE HYDROCHLORIDE

Spec.No : F-07 Rev.No. : Date :
Reference(s) : USP 24 / BP 98/ COA No.of Page : 1/1
Test / Method Specification
Appearance White crystalline powder; odorless.
Solubility Sparingly soluble in methanol, ethanol, and chloroform, slightly soluble

Identification

Appearance of
Solution

Transmittance

PH

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

in water; insoluble in acetone, ether, and isopropyl alcohol.
IR, UV, M.R., Test for Cholride

Not more intense than BY5 reference solution.

Transmittance at 440 nm in a one-cm cell not less than 85.0 %
20-3.0

NMT 0.50 %

NMT 10 ppm

NMT 2.0 %

NMT 0.1 %

99.0 - 101.0 % d.b.
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FLUOXETINE HYDROCHLORID
Spec.No : F-08 Rev.No. : Date :
Reference(s) : USP 24/ BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White to off-white crystalline powder; odorless or almost odourless,
hygroscopic.
Solubility Sparingly soluble in water and in dichloromethane; freely soluble in

Identification

Water

Heavy Metals
Related Compounds

Organic Volatile

alcohol and in methanol; practically insoluble in ether.
IR, Test for Chloride

NMT 0.5 %

0.003 %

All impurities NMT 0.5 %

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.0 — 101.5 % a.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Melting Range

Residual Solvents

156 — 158 ° C /155 - 159 ° C
Methanol : 1000 ppm

Acetone : 500 ppm

Ethyl acetate : 500 ppm

Isopropy! alcohol : 400 ppm
Acetonitrile : 1000 ppm
N.N-dimethylacetamide : 1100 ppm
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FORMALDEHYDE SOLUTION

Spec.No : F-09 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1

Test / Method Specification
Appearance Clear, colourless liquid.
Solubility Miscible with water and with alcohol. It may be cloudy after storage.
Identification Color Reactions
Appearance of Colourless Solution

Solution
Acidity NMT 0.4 ml 0.1 M NaoH
Methanol 9.0 -15.0 % VIV
Sulphated Ash NMT 0.1 %
Assay 34.5-38.0%
IN - HOUSE SPECIFICATION
Test / Method Specification

Free Acid (as Formic
Acid)
Iron

Specific Gravity,25°C

NMT 200 ppm

NMT 0.1 ppm
1.09
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FORMOTEROL FUMARATE DIHYDRATE

Spec.No : F-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white or slightly yellow powder.
Solubility Freely soluble in dimethyl sulfoxide, soluble in methanol, slightly

Identification
Chromatographic

Impurities

Isopropyl alcohol
Diastereomers
Water

Fumarate

Assay

soluble in water and isopropyl alcohol; practically insoluble in
acetonitrile and heptane.
IR
Known impurities, in total :
Release : NMT 0.6 % (m/m)
Shelf life : NMT 0.7 % (m/m)
Known impurities, individual :
D2537; Release : NMT 0.3 % (m/m)
Shelf life : NMT 0.4 % (m/m)
D2538; NMT 0.2 % (m/m)
D42003AA; NMT 0.1 % (m/m)
D42006AA; NMT 0.3 % (m/m)
Unknown impurities, in total : NMT 0.2 %
Unknown impurities, individual : NMT 0.1 %
NMT 0.4 %
NMT 0.5 % in total
4.0-5.0 %
13.4 — 14.1 % of the solvent free substance.*

98.0 — 101.5 % with refernce to the solvent free* substance*

* The “solvent free substance” refers to substance containing exactly the amount of water

corresponding to the dihydrate (4.28 %).
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FUROSEMIDE (FRUSEMIDE)

Spec.No : F-11 Rev.No. : Date :
Reference(s) : USP 24 / BP 98/ COA No.of Page : 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.
Solubility Practically insoluble in water, soluble in acetone, sparingly soluble in

Identification

Related substances

Chlorides
Sulphates
Heavy Metals
Loss on Drying
Sulphated Ash

methylene chloride. In dissolves in dilute solutions of alkali hydroxides.
It melts at about 210°C, with decomposition.

IR, UV, Color Reaction

Any peak : NMT 0.25 %

Sum : NMT 0.5 %

200 ppm

300 ppm

10 ppm Pb

NMT 0.5 %

NMT 0.1 %

Storage Store protected from light.
Impurities A. 2-chloro-4(furfurylamino)-5-sulphamoylbenzoic acid,
B. 2,4-dichloro-5-sulphamoylbenzoic acid,
C. 2-amino-4-chloro-5-sulphamoylbenzoic acid,
D. 2,4-bis(furfurylamino)-5-sulphamoylbenzoic acid.
Assay 98.5 - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

< 37 microns : NLT 95 %
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FUROSEMIDE (FRUSEMIDE) For Injection

Spec.No : F-12 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.
Solubility Practically insoluble in water, soluble in acetone, sparingly soluble in

Identification

Related substances

Chlorides
Sulphates
Heavy Metals
Loss on Drying
Sulphated Ash

methylene chloride. In dissolves in dilute solutions of alkali hydroxides.
It melts at about 210°C, with decomposition.

IR, UV, Color Reaction

Any peak : NMT 0.25 %

Sum : NMT 0.5 %

200 ppm

300 ppm

10 ppm Pb

NMT 0.5 %

NMT 0.1 %

Storage Store protected from light.
Impurities A. 2-chloro-4(furfurylamino)-5-sulphamoylbenzoic acid,
B. 2,4-dichloro-5-sulphamoylbenzoic acid,
C. 2-amino-4-chloro-5-sulphamoylbenzoic acid,
D. 2,4-bis(furfurylamino)-5-sulphamoylbenzoic acid.
Assay 98.5 - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Bacterial Endotoxins
(USP)

Microbial Limit Test

NMT 3.6 EU/mg

Total Bacterial Count : NMT 100 cfu/g
Total Fungal Count : NMT 10 cfu/g
Pathogens : Absent

232




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

GEMFIBROZIL
Spec.No : G-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance * White, waxy, crystalline solid.
Solubility Practically insoluble in water; soluble in alcohol, in methanol, and in
chloroform.
Identification IR
Melting Range 58-61°C
Water NMT 0.25 %
Heavy Metals 0.002 %
Chromatographic Impurity at 0.25Xt, (of gemfibiosil) : NMT 0.20 %
Purity Any other impurity : NMT 0.3 %

Total impurities over a time span of 3X t, (of gemfibiosil) : NMT 2.0 %

Organic Volatile Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g
Impurities Methylene Chloride 600 mcg/g, Trichlorocthylene 80 mcg/g
Assay 98.0 — 102.0 % a.b.

IN - HOUSE SPECIFICATION

Test / Method Specification
Residual Solvents Hexanes : NMT 200 ppm
Particle Size d(0.1) : NLT 5.0l

d(0.5) : Between 30.0L and 60.0L

d(0.9) : NMT 135.04

Bulk Density 0.300g/cm’ — 0.430 glem’

Tapped Density 0.460g/cm’ — 0.590 glcm’

Related Substances A) 2,2 — dimethyl-5-(3, 5-xylyloxy) valeramide : NMT 0.10 %

B) -[3-(2-ethoxy ethoxy propoxy]-2-5 dimethyl benzene:NMT 0.10 %
C) 3-(2,5-xyloxy) propene : NMT 0.10 %
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GEMFIBROZIL (Cont.)

Spec.No: G-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

D) 2,2 dimethyl-5-(6-allyl-2,5-dimethyl-phenoxy) valeric acid : NMT
0.10 %

E) 2,2-dimethyl-5-[2,5-dimethyl-4-(propene-1-yl) phenoxy] valeric acid :
NMT 0.1 %

F) 4-phenyl-1-(2,5-xylyloxy) butane : NMT 0.10 %

G) 1,3-Bis-(2,5-xylyloxy) propane : NMT 0.10 %

Total impurities : NMT 0.50 %

Remarks : A23L4%N13037380L

1. Appearance : Lﬁa\‘iﬁ]’mé”smﬁ hygroscopic

2. Crystallinity

3. Color of Solution : %dﬁa\‘lm'ﬁ colorless solution %38 NMT standard color solution

4. Bulk Density : sniumsi lUndaidusuadganndr mipmanndniidynlunmna

LRZEWTU BP 1998 fnualénazauluiidavas 2,4- Xylyloxy isomer
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GLIBENCLAMIDE

Spec.No : G-02 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance * White or almost white, crystalline powder.
Solubility Practically insoluble in water, sparingly soluble in methylene chloride,

slightly soluble in alcohol and in methanol, practically insoluble in

ether. It dissolves in dilute solutions of alkali hydroxides.

Identification MP, UV, IR, TLC, Color Reaction
Appearance of Clear (2.2.1) and colourless solution
Solution

Related Substances

Heavy Metals 10 ppm Pb
Loss on Drying * NMT 1.0 %
Sulphated Ash NMT 0.1 %
Assay 99.0 - 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification

Particle Size* LT 37 microns : NLT 90.0 %

*depends on formulation and dosage form

Remarks : A3 UUNIIATIAROL
1. Loss On Drying LLa& Appearance : BIINANHUSUAZANNT UV BINISNNHARBNITRZANE
VDI
2. Appearance of Solution : LLazlﬁﬂ’J’]&lﬁ’lﬁmuﬁd Clarity ez Color
. . v a A A A Y =2 o o & =
3. Particle Size : LWS’]ZQ’]NT%’]@]I‘HEQLT]%VL?J CUNINYINUNIINEALIIAIIIMNAGILLA A WD L

NINNINAVUY mlum BNRY
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GUAIFENESIN
Spec.No : G-03 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.

Solubility

Identification

Appearance of
Solution

Acidity or Alkalinity

Related Substances

Guaiacol

Chlorides and
Monochlorhydrins

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

Sparingly soluble in water, soluble in alcohol and slightly soluble in
ether.

MP, IR, TLC

Clear and colourless solution

NMT 0.1 ml. 0.01 M HCI
Individual : NMT 0.5 %
Total : NMT 1.0 %

500 ppm

250 ppm

100 ppm Pb
NMT 0.5 %
NMT 0.1 %
98.0 — 101.5 % d.b.

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Beta Isomer

NMT 1.5 %
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GOSERELIN ACETATE

Spec.No : G-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White to off-white powder.

Solubility

Identification

Water

Specific Optical
Rotation

Total Acetic Acid
Content (water free)

Related Impurities
(water and acetic

acid free)

Total Impurities
Residual Volatile

Solvents (by GC)

Trace metals
(Pd, Pb, Cu, Cr, Zn,
As)
Amino-Acids
Analysis
Serine
Glutamic acid
Tyrosine

Histidine

13C NMR spectroscopy and TLC
NMT : 10 %
-52° to -56°

45 —-10.0 % w/iw

4-D-Serine Goserelin : NMT 0.5 %

5-D-Tyrosine Goserlin : NMT 0.5 %

2-D-Histidine Goserelin : NMT 0.5 %

Any other Impurity : NMT 0.3 %

Total Other Impurities : NMT 1.0 %

:NMT 1.5 %

Pyridine NMT : 0.1 %

Total Residual Solvents (Acetonitrile, Pyridine and Isopropanol)NMT :

0.2 %

: NMT 50 ppm

Molar ratio (leucine — 1.00)

16-22
0.9-1.1
0.9-1.1
0.9-1.1
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GOSERELIN ACETATE (Cont.)

Spec.No : G-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN — HOUSE SPECIFICATION

Test / Method Specification
Arginine 09-1.1
Proline 09-1.1
Tryptophan’ Shall be-detected
Assay 97.0 — 103.0 % (free from water and acetic acid)
Notes :

(1) The individual and total levels of related impurities are determined using a combination
of HPLC methods.
(2) Tryptophan is degraded by the acid hydrolysis involved and is therfore detected in

variable amounts.
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Specification of Active Pharmaceutical Chemicals for Quality Control

HALOPERIDOL
Spec.No : H-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white powder.
Solubility Practically insoluble in water, slightly soluble in alcohol, in methanol

Identification
Appearance of
Solution

Related Substances

Loss on Drying

Sulphated Ash

Limit of 4,4-bis [4-(p-
Chlorophenyl)-4-
Hydroxypiperidino]
Butyrophenone

Organic Volatile

and in methylene cholride.
MP, IR, TLC, Color Reaction, Test for Chloride

Not more intensely coloured than reference solution Y

Each: <05 %
Total : < 1.0 %
NMT 0.5 %
NMT 0.1 %
NMT 1.0 %

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Storage Store in a well-closed container, protected from light.
Assay 99.0 — 101.0 % d.b.

IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvents

Acetone : NMT 300 ppm
Methylene Chloride : NMT 500 ppm
Meltanol : NMT 1000 ppm
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HALOPERIDOL (Cont.)

Spec.No : H-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Sieve Residue

100 m NMT 1 %
NMT 10 %

65 lm

Remarks : A23L4%N170137380L

1. Particle Size : 231" Particle Size 1% 1@ micronized tWINZUNANUNIENREILLAZLN
ﬂ%g\‘}l,flu crystalline powder

2. Appearance : AI3TNAUA R FARILNFVI INT1ZINATNLTRARD IV

3. Storage: 11899 INHIEN hydroscopic Wz photosensitive 2902912 9NUANNTULAZLES
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HISTIDINE HYDROCHLORIDE MONOHYDRATE (For Injection)

Spec.No : H-02 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance White, crystalline powder or colourless crystals.

Solubility Freely soluble in water, slightly soluble in alcohol, practically

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Ninhydrin-Positive
Substances

Sulphates

Ammonium

Iron

Heavy Metals

Loss on Drying

Sulphated Ash

insoluble in ether.
Specific optical Rotation, pH, IR, TLC, Color Reaction, Test for
Chloride.

Clear and not more intensely coloured than reference solution Byg

3.0-5.0
+9.2 °C to +10.6°, d.b.

Any spot : not more intense than 0.5 %,

Chromatogram shows two clearly separated principal spots.
300 ppm

200 ppm

10 ppm

1 ppm Pb

7.0 -10.0 %

NMT 0.1 %

Storage Store in a well-closed container, protected from light.
Assay 98.5 - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Pyrogen Nonpyrogenic

Other Amino Acids
Arsenic (As,0,)

EP / DAB
NMT 1 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

HYDRALAZINE HYDROCHLORIDE

Spec.No : H -03 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White to off-white, odorless, crystalline powder, melts at about 275°

C, with decomposition.

Solubility Soluble in water; slightly soluble in alcohol; very slightly soluble in
ether.
Identification IR, UV, Test for Chloride
PH 3.5-4.2
Loss on Drying NMT 0.5 %
Residue on Ignition NMT 0.1 %
Water-Insoluble Residue NMT 0.5 %
Substances
Heavy Metals 0.002 %
Limit of Hydrazine NMT 0.001 %
Chromatographic Total impurities : NMT 1.0 %
Purity
Organic Volatile Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g
Impurities Methylene Chloride 600 mcg/g, Trichlorocthylene 80 mcg/g
Assay 98.0 — 102.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification

Residual Solvents Methanol : NMT 3,000 ppm
N-Heptane : NMT 100 ppm
O-Dichlorobenzene : NMT 100 ppm

Particle Size 40 mesh on : NMT 10 %

325 mesh on : NMT 65%
Bulk Density / Tapped | NLT 0.55 g/ml
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

HYDROCHLOROTHIAZIDE
Spec.No : H-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.
Solubility Very slightly soluble in water, soluble in acetone, sparingly soluble in

Identification
Acidity or Alkalinity

Relatcd Substances

Chlorides
Loss on Drying
Sulphated Ash

alcohol. It dissolves in dilute solutions of alkali hydroxides.
UV, IR, TLC, Color Reaction

NMT 0.4 ml. 0.01 M HCI

Any peak : NMT 0.5 %

Sum of all peaks : NMT 1 %

5 ppm CI

NMT 0.5 %

NMT 0.1 %

Impurities A. chlorothiazide,

B. 4-amino-6-chlorobenzene-1,3-disulphonamide,

C. 4-chloro-6[[[[(6-chloro-3,4-dihydro-2H-1,2,4-benzothiadiazin-7-yl
1,1-dioxide)-sulphonyl]lamino]methyllamino]benzene-1,3-
disulphonamide.

Assay 98.0 — 102.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Selenium 0.003 %
4-amino-6- NMT 1.0 %

chlorobenzene-1,3-
disulphonamide
Organic Volatile

Impurities

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g
Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

HYDROCORTISONE
Spec.No : H-05 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White to practically white, odorless, crystalline powder, melts at about
215°C, with decomposition.
Solubility Very slightly soluble in water and in ether; sparingly soluble in acetone

Identification

Specific Rotation

Loss on Drying

Residue on Ignition

Chromatographic
Purity

Organic Volatile

and in alcohol; slightly soluble in chloroform.
IR, UV

+150" to +156°.

NMT 1.0 %

Negligible, from 100 mg.

Individual impurity : NMT 0.5 %

Total impurities : NMT 2.0 %

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 97.0 - 102.0 % d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification

Identification

Particle Size

TLC

< 5 microns : 99 %
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HYDROCORTISONE ACETATE
Spec.No : H-06 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White to practically white, odorless, crystalline powder, melts at about
200°C, with decomposition.
Solubility Insoluble in water; slightly soluble in alcohol and in chloroform.

Identification
Specific Rotation
Loss on Drying
Residue on Ignition
Ordinary Impurities

Other Impurities

IR, UV

+158” to +165 .

NMT 1.0 %

Negligible, from 100 mg.
Total : NMT 2.0 %

Assay 97.0 — 102.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Osmium LT 3 ppm
Particle Size < 10 microns : 99 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

HYDROGEN PEROXIDE SOLUTION (50 PER CENT)

Spec.No : H-07 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance Clear, colorless liquid

Solubility -

Identification
Acidity
Organic Stabilisers

Non-Volatile Residue

Chemical Reactions

NMT 0.5 ml. 0.1 M NaOH
Residue weight : NMT 500 ppm
Residue weight : NMT 29/

IN - HOUSE SPECIFICATION

Test / Method Specification
Assay 48.0 -51.0 %
Stability Min : 99.9 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

HYOSCINE BUTYLBROMIDE

Spec.No : H-08 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.
Solubility Freely soluble in water and in methylene chloride, sparingly soluble in

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Chromatographic

Purity

Hyoscine and Other

Related Substances

Sulphated Ash

ethanol.
Specific optical rotation, MP, IR, Chemical Reactions.

Clear and colourless solution

55-6.5
-18° to -20°

Impurity at 0.25Xt, (of gemfibiosil) : NMT 0.20 %

Any other impurity : NMT 0.3 %

Total impurities over atince span of 3X t, (of gemfibiosil) : NMT 2.0 %

Area of any peak corresponding to hyoscine : NMT 0.1 %,

Area of any peak apart from the principal peak and the peak
corresponding to hyoscine : NMT 0.2 %

NMT 0.1 %

Assay 98.0 — 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Microbiology Total bacterial count : < 1000 CFU/g

Yeast and moulds : < 100 CFU/g
Staphyllococcus aureus, Salmonellae spp, Pseudomonas aeruginosa,

Escherichia coli : absent
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Specification of Active Pharmaceutical Chemicals for Quality Control

IBUPROFEN
Spec.No : [-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White, crystalline powder or colourless crystals.
Solubility Practically insoluble in water, freely soluble in acetone, in ether, in

Identification

Appearance of
Solution

Optical Rotation

Related Substances

methanol and in methylene chloride. It dissolves in dilute solutions of
alkali hydroxides and carbonates.
MP, UV, IR, TLC

Clear and colourless solution

-0.05" to +0.05".
Any peak : NMT 0.3 %
Sum of peaks : NMT 0.7 %

Heavy Metals 100 ppm Pb

Loss on Drying NMT 0.5 %

Sulfated Ash NMT 0.1 %

Impurities A. 2-(3-isobutylphenyl) propionic acid,
B. 2-(4-butylphenyl) propionic acid,
C. 2-(4-isobutylphenyl) propionamide,
D. 2-(4-methylphenyl) propionic acid,
E. 4-isobutylacetophenone.

Assay 98.5 - 101.0 % d.b.

IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvents

Methanol : NMT 250 ppm
n-Hexane : NMT 90 ppm
Toluene : NMT 60 ppm

Acetone : NMT 100 ppm
Isopropyl Alcohol : NMT 100 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

IBUPROFEN (Cont.)

Spec.No : [-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Medium Particle Size | 45-60 microns
Bulk Density
Untapped, Tapped NLT 0.45 g/ml.

Remark : ﬂ?iLﬁ%ﬂ’]‘i@l‘i’J’ﬂ&ﬂﬁJ
A Aa . = ° o @ o =
1. Appearance D AN NHNILTINAUVUIRN partlcle LANLLRSRUILRAD ﬁ]zﬂ’]l%ﬂl@]ﬂqa’]lﬁﬁlgﬂ
. oo a_
suspension NURNBIRSANIN

& & Y o,
AR EJ’W%(Z]@WNM"E%VL@]\T]U
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

INDOMETACIN
Spec.No : [-02 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or yellow, crystalline powder.
Solubility Practically insoluble in water, sparingly soluble in alcohol.
Identification MP, UV, IR, Color Reactions

Related Substances Not more intense than 0.5 %

Heavy Metals 10 ppm Pb

Loss on Drying NMT 0.5 %

Sulphated Ash NMT 0.1 %

Impurities A. 4-cholrobenzoic acid
Assay 98.5 - 100.5 % d.b.

Remark : A3 GWNNT0TI980L

1. Solubility : 1#a3a1niinasa Dissolution UaIsndLTazL
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Specification of Active Pharmaceutical Chemicals for Quality Control

INOSITOL NICOTINATE

Spec.No : [-03 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White or almost white powder; odourless or almost odourless.

Solubility Practically insoluble in water, sparingly soluble in chloroform;

Identification

Clarity and Colour of
Solution

Heavy Metals

Chloride

Free Nicotinic Acid

Related Substances

Acetone

Loss on Drying
Sulphated Ash
Assay

practically insoluble in acetone, in ethanol (96%) and in ether. It
dissolves in dilute mineral acids.

IR, UV, Chemical Reaction

Clear, and not more intensely coloured than reference solution BYj

10 ppm Pb

350 ppm

1g : NMT 0.8 ml 0.02 M NaOH

Any spot : NMT 0.075 %

NMT one spot more intense than 0.05 %
NMT 0.02 % viv

NMT 0.5 %

NMT 0.1 %

98.0 — 101.0 % d.b.

Remark : @23l %%N1I03988L

1. Appearance : A1392t11%HaRI 9 Yuaglumam
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ISONIAZID
Spec.No : [-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White, crystailine powder or colourless crystals.
Solubility Freely soluble in water, sparingly soluble in alcohol, very slightly

Identification

Appearance of
Solution

pH

Hydrazine and
Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

soluble in ether.
MP, IR, Chemical Reaction

Clear and not more intensely coloured than reference solution BY;,

6.0 -8.0

Any spot : not more intense than 0.2 %.

Any corresponding not more intense than hydrazine, 0.05 %
10 ppm Pb

NMT 0.5 %

NMT 0.1 %

99.0 - 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test /| Method

Specification

Tapping Volume

Fineness

5.0 g occupies between 7.0 to 12.0 ml when tapped down 20 times.*

Passes through sieve no. 60; not less than 95.0 %*

* | Jutarfnnalanizy E]GI?(]G’]‘H,
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ISOSORBIDE -5- MONONITRATE

Spec.No : [-05 Rev.No. : Date :

Reference(s) : Specification No.of Page : 1/1

IN - HOUSE SPECIFICATION

Test / Method Specification
Appearance White to yellowish-white, crystalline powder or fine needles.
Solubility Freely soluble in water, ethanol and dichloromethane.
Identification IR
Melting Point 89 -92°C.
Specific Optical +140 ° to +146 ° (2 % in water)
Rotation
Appearance of The Absorbance of a 2 % aqueous solution in 5 cm cell at 440-650 nm
Solution is NMT 0.1

Related Substances | The sum of Isosorbide-2-mononitrate and Isosorbide dinitrate : NMT
1.0 %

Inorganic nitrate : NMT 0.05 %

Inorganic nitrite : NMT 0.05 %

Other byproducts : NMT 0.3 %

Isosorbide NMT 0.5 %

Heavy Metals NMT 20 microgram of Pb / g
Loss on Drying NMT 1.0 %

Assay 98.5-101.5 % d.b.*

* d.b. = dried basis

Remark : A333z0iunsaTI380L

1. Appearance: @ATIROUANBAHILN ALLTAHUINNAILINIAITFI
2. Assay: lﬁfﬂ%mmﬁamﬁwﬁ'@ﬁuﬁﬁﬁd

3. Appearance of Solution : @asasrazeutialitwlainlufiasandrs
4

Related Substances : #niiz1Untanldnaariadainsiagay
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DILUTED ISOSORBIDE DINITRATE

Spec.No : [-06 Rev.No. : Date :
Reference(s) : USP 24 /BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance Fine, white, crystalline powder.
Solubility Very slightly soluble in water, very soluble in acetone, sparingly soluble

Identification
Inorganic Nitrates

Isosorbide 5-nitrate
and isosorbide 2-

nitrate

Impurities

Storage

Caution

Assay

in alcohol. The solubility of the diluted product depends on the diluent
and its concentration.

IR, TLC, MP

0.5%

Any peak (isosorbide 2-nitrate) : not greater than 0.5% reference
solution

Any peak (isosorbide 5-nitrate) : not greater than 0.5% reference
solution

A. inorganic nitrates,

B. isosorbide 2-nitrate,

C. isosorbide mononitrate (isosorbide 5-nitrate).

Store in a well-closed container, protected from light.

Undiluted isosorbide dinitrate may explode if subjected to percussion
or excessive heat. Appropriate precautions must be taken and only
very small quantities should be handled.

95.0 - 105.0% m/m of the content, stated on the label.

IN — HOUSE SPECIFICATION

Test / Method Specification
Particle Size <160 L
Remark &19%3U Isosorbide Dinitrate Granulate NRILTNNITNIIRBANIINARaL 1A

Microbiological Purity Al

Retest Date mulu 5 1
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KANAMYCIN ACID SULPHATE (Sterile)

Spec.No : K-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White or almost white powder, hygroscopic.
Solubility Soluble in about 1 part of water, practically insoluble in acetone, in

alcohol and in ether.

Identification TLC, MP, Color Reaction, Test for Sulphates.
pH 55-75
Specific Optical +103° to +115°
Rotation
Kanamycin B Any spot not more intense than reference solution, 4.0 %
Loss on Drying NMT 5.0 %
Sulphated ash NMT 0.5 %
Sulphate 23.0 — 26.0 % Sulphate
Sterility If intended for use in the manufacture of parenteral dosage forms

without a further appropriate sterilisation procedure, it complies with
the test for sterility.

Pyrogens If intended for use in the manufacture of parenteral dosage forms
without a further appropriate procedure for the removal of pyrogens, it
complies with the test for pyrogens.

Storage Store in a well-closed container. If the substance is sterile, store in a
sterile, tamper-proof container.

Assay NLT 670 I.U. / mg. d.b.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

KANAMYCIN ACID SULPHATE (Sterile) (Cont.)

Spec.No : K-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification

Color of Solution

Dissolve Rate
Heavy Metals
Ammonia Contunt

Bulk Volume

O.D. (400 nm) : 0.07
Visual Color : I-7

22 seconds*

1.0 ppm

0.01 %

A) Loose : 2.7 ml/g*
B) Tapped : 1.7 ml/g*

* Depends on Formula and Dosage Form

256
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KETOCONAZOLE
Spec.No : K-02 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test /| Method Specification
Appearance White or almost white powder.
Solubility Practically insoluble in water, freely soluble in methylene chloride,

Identification
Melting Range
Specific Rotation
Loss on Drying
Residue on Ignition
Heavy Metals
Chromatographic
Purity

Organic Volatile

soluble in methanol, sparingly soluble in alcohol.

IR

148 — 152 °C

Between — 1° and +1°

NMT 0.5 %

NMT 0.1 %

0.002 %

Sum of intensities of any secondary spots : not exceed the intensity of
the principal spot

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.0 — 102.0 % d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification

Particle Size

< 20 microns : 100 %

Remark : @23l %%N1I03988L

1. Color : §UINILIAITVUN me:maﬂ%wu%mmdau 9 $9819444899711 Degradation product

S A A = Y
DINHNNNDRUDILUALTIAIE

2. Particle Size : A3 uaALT% micronized Iz Ran kAN IdLhaaTuneL
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KETOPROFEN
Spec.No : K-03 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder.
Solubility Practically insoluble in water, freely soluble in acetone, in alcohol and

Identification
Appearance of
Solution

Related Substances

in methylene chloride.
MP, Visble Spectrophotometry, IR, TLC

Clear not more intensely coloured than refernce solution Y

Any peak : not greater than 0.2 %

Sum : not greater than 0.4 %

Heavy Metals 10 ppm Pb
Loss on Drying NMT 0.5 %
Sulphated Ash NMT 0.1 %
Impurities A) 3-acetylbenzophenone,
B) 2-(3-benzoylphenyl) acetic acid,
C) 2-(3-carboxyphenyl) propionic acid,
D) 2-[3-(4-methylbenzoyl) phenyl] propionic acid,
E) 2-(3benzoylphenyl) propionamide,
F) 2-(3-benzoylphenyl) propionitrile.
Assay 99.0 - 100.5 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvents

Toluene : NMT 700 ppm
Cyclohexane : NMT 150 ppm
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KETOTIFEN FUMARATE, ANHYDROUS

Spec.No : K-04 Rev.No. : Date :

Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Slightly soluble in water; freely soluble in ethanol.

Identification
Water
Melting Point

Assay for Fumaric

IR, UV

NMT 1.0 %

184" to 200°C

24.0 to 25.2 % of fumaric acid.

Acid
Assay 98.0 — 102.0 %
IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

FINMINILNRZLBEA LNTIZUNATINLRNIBNREILANN
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

LACTOSE MONOHYDRATE

Spec.No : L-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance White, free-flowing powder.

Solubility Freely but slowly soluble in water, practically insoluble in alcohol

Identification
Clarity and Color of
Solution

Labeling

Specific Rotation

Microbial Limits

Acidity or Alkalinity
Loss on Drying
Water

Residue on Ignition
Heavy Metals

Protein and Light-

IR, TLC, Color Reaction
At 400 nm : NMT 0.04

Where the labeling states the particle size distribution, it also indicates
the d4o. dsg. dgg Values and the range for each. For modified Lactose
Monohydrate, also label it to indicate the method of modification.
Between +54.4” and +55.9°

Total aerobic microbial count : NMT 100/g.

Total molds and yeasts count : NMT 50/g.

Escherichia coli : absence

NMT 0.4 mL of 0.1 N NaOH

NMT 1.0 %

45-55%

NMT 0.1 %

5 Ua/g.

At 210-220 nm, (1 %,1 cm) absorbance : NMT 0.25

Absorbing At 270-300 nm, (1 %,1 cm) absorbance : NMT 0.07
Impurities
IN — HOUSE SPECIFICATION
Test / Method Specification

Packaging and
Storage

Packaged in 50 Ib. or 25 Kg. net weight Kraft paper bags with

Polyurethane liner or as per customer requisements. Storage in a cool,

dry environment recommended for maximum shelf life.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

LACTOSE MONOHYDRATE (Cont.)

Spec.No : L-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

Remark : A3 GHNT0TI9801

1. Clarity and Color
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

LIGHT KAOLIN
Spec.No : L-02 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test /| Method Specification
Appearance Light, white powder free from gritty particles; odourless or almost
odourless; unctuous.
Solubility Practically insoluble in water and in mineral acids.

Identification
Coarse Particles

Fine Particles

Chemical Reaction, Physical Property
Residue : NMT 25 mg.
Weight from second portion NLT 70 % weight from first portion

Arsenic 2 ppm
Heavy Metals 20 ppm
Chloride 330 ppm
Loss on Drying NMT 1.5 %
Loss on Ignition NMT 15.0 %
Soluble Matter NMT 10 mg.
IN — HOUSE SPECIFICATION
Test / Method Specification
Flowability Flows

Remark : A23L%%N130137380L

1. Appearance : AIINANTMITU
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

LOPERAMIDE HYDROCHLORIDE

Spec.No : L-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 1/2
Test / Method Specification
Appearance White to slightly yellowish powder, free of virtually free from visible
foreign matter.
Solubility Freely soluble in methanol in isopropyl alcohol and in chloroform,

Identification
Melting Point
Clarity and Color of
Solution
Specific Optical
Rotation
Chromatographic
Purity (TLC)
Chloride
Heavy Metal
Sulphated Ash
Loss on Drying
Assay

slightly soluble in water and in dilute acids.

IR, UV, TLC

222 - 228 ° C. with decomposition

Solution of 1 g in 10 ml of methanol is clear and not more intensely

colored than reference solution of BY;

-0.1t0+0.1°

No secondary spot.

13.52-14.20 %

NMT 20 ppm

NMT 0.1 %

NMT 0.5 % (in vacuum 80 ° C for 4 hours)
99.0 — 101.0 % d.b.*

* d.b. = dried basis
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LOPERAMIDE HYDROCHLORIDE (Cont.)

Spec.No : L-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Impurities (HPLC) Total Impurities : NMT 0.5 %

Individual Identified Impurity : NMT 0.25 %
Individual Unidentified Impurity : NMT 0.10 %
Particle Size NLT 95 % of powder < 37 microns

NLT 99 % < 180 microns

NLT 95 % < 125 microns

NLT 80 % < 75 microns

(depends on formulation and dosage form)

Remark : A173214N13077388L

1. Appearance : a99RRINIBNlaULIBUALAILINIAIFIN

2. Assay: lﬁjﬂ%mmﬁ'smﬁwﬁmﬁuﬁﬁa

3. Related Substance : niiilamaifiasstwilawldnaesiia

4. Organic Volatile Impurities : eldiulein lifiansau 9 ANAY
5

Particle Size : IHa¢a 20T INIALANY
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LORATADINE (Micronized)

Spec.No : L-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White to almost white crystalline powder, odourless.

Solubility Soluble in methanol and in chloroform, freely soluble in dimethyl-

Identification
Melting Point
Heavy Metals
Related Substance

by TLC.
Sulphated Ash
Loss on Drying
Assay

formamide, and insoluble in water.
IR, UV

131°C - 136°C

NMT 0.002 %

Any secondary spot : NMT 1 %
Total impurity : NMT 2.0 %

NMT 0.1 %

NMT 0.5 %

98 — 102 % d.b.

IN - HOUSE SPECIFICATION

Test / Method

Specification

Residual Solvent

Particle Size

Acetonitrile : NMT 200 ppm
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MAGNESIUM CHLORIDE (MgCl,.6H,0)

Spec.No : M-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance Colorless, odorless, deliquescent flakes or crystals, which lose water
when heated to 100°C and lose hydrochloric acid when heated to 110°
C
Solubility Very soluble in water, freely soluble in alcohol

Identification

Appearance of
Solution

pH

Bromides

Sulphates

Arsenic

Calcium

Iron

Heavy Metals

Insoluble Matter

Barium

Potassium

Aluminium

Organic Volatilie

Test for Magnesium and for Chloride

Clear, colourless

4.5-7.0
500 ppm
0.005 %
2 ppm
0.01 %
10 ppm
0.001 %
0.005 %
conform
conform

1 Ualg
Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.0 — 101.0 %
IN - HOUSE SPECIFICATION
Test / Method Specification
Expiry Date Can be kept for 2 years, if stored cool and dry (<25°C/ < 65% air

humidity) in original packaging.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MAGNESIUM HYDROXIDE LIGHT

Spec.No : M-02 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance Bulky, white powder.

Solubility Practically insoluble in water and in alcohol; soluble in diluted acids.

Identification
Microbial Limits
Loss on Drying
Loss on Ignition
Soluble Salts
Carbonate

Limit of Calcium
Heavy Metals
Lead

Assay

Test for Magnesium
Escherichia coli : absence
NMT 2.0 %

NMT 30.0 — 33.0 %

NMT 10 mg. Residue

NMT a slight effervescence.
1.5 %

20 g per g.

0.001 %

95.0 — 100.5 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MAGNESIUM HYDROXIDE PASTE

Spec.No : M-03 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance

Solubility

Identification Test for Magnesium

Microbial limits Escherichia coli : absent

Soluble Alkalies NMT 1.0 ml. Acid

Soluble Salts NMT 12 mg.

Carbonate and Acid- | NMT slightly turbid

Insoluble Matter

Calcium 1.5 %
Heavy Metals 5 ppm
Assay 29.0 - 33.0 %

IN - HOUSE SPECIFICATION

Test / Method Specification
Aesenic 0.6 ppm
Sulfate 0.2 %
Chloride 0.026 %
Iron Oxide 100 ppm
pH 10.4
Microbial Limits Pseudomonas spp , salmonella spp, S aureus : absent

Remark : A23LUHNNIATIIROU

1. Microbial Limits

2. Packaging and Storage : ¢1833im7 seal MTuzUIRIWaHN fasiuwmstwianuasia uas
ﬂaaﬁ'umsgzyﬁaﬁw

3. Content: %aLLETJLL@iiJ’%mmmiﬁ;maaLf:aﬂwluLL@iazﬁa‘iJiiﬁ;

4. Assay: dastimaszylddaiauwiniu % ndwnlugiues Mg wia Mg(OH),
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MAGNESIUM TRISILICATE

Spec.No : M-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White powder.

Solubility Practically insoluble in water and in alcohol.

Identification
Alkalinity
Water-Soluble Salts
Chlorides
Sulphates

Aresenic

Heavy Metals

Loss on Ignition

Acid-Absorbing

Test for Silicates, for Magnesium
NMT 1.0 ml. 0.1 M HCI

1.5 % residue

500 ppm

0.5%

4 ppm

2 ppm Pb

17 - 34%

NLT 100.0 ml. 0.1 M HCl/g.

Capacity
Assay NLT 29.0 % MgO, 65.0 % SiO, (to ignited substance)
IN - HOUSE SPECIFICATION
Test / Method Specification
Bulk Density 350 — 450 g/L

Microbial Limits

Aerobic bacteria : NMT 1000 /g.
Yeast : NMT 100 /g.
Mildew : NMT 100/g.

269




172
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MEBENDAZOLE
Spec.No : M-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA
Test / Method Specification
Appearance White to slightly yellowish white powder, almost odorless, free from
visible foreign matter. it shows polymorphism.
Solubility Practically insoluble in water, in alcohol, in ether, in chloroform, in

Identification

Appearance of
Solution

Melting Point

Loss on Drying

Heavy Metal

Sulfated Ash

Related Substances
(TLC)

Assay

dilute mineral acids, freely soluble in formic acid.

UV, IR or FTIR conform to reference spectrum of polymorph C.
1 % in formic acid —dichloromethane (1:9) is clear and not more
intensely colored than reference solution of BY,

About 290 ° C.

NMT 0.5 %

NMT 20 ppm

NMT 0.4 %

NMT reference solution

98.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method

Specification

Polymorphism

Impurities

Residual Solvent
% Transmittance

Bulk Density

Particle Size

Only polymorph C

Total Impurities : NMT 1.0 %

Individual Identified Impurity : NMT 0.5 %

Individual Unidentified Impurity : NMT 0.1 %

Methylbenzene NMT 1000 ppm

NMT 70 %

5.0 g occupies NMT 25.0 ml when tapped down 20 times (depends
on formulation and dosage form)

NLT 95 % < 45 microns (depends on formulation and dosage form)

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MEBENDAZOLE (Cont.)

Spec.No : M-05 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA

Remark : A173214N1303771388L

1. Appearance : @84QANBIHITILAZIUNAN ilasaniluansfisl Polymorph
Assay : liSunanenddnfiuriass

Polymorph C : 68303736138 IR LN8UALAIINIAIZ1% Polymorph C
Residual Solvent : 837373628 GC

Related Substances : #1fdlamatiasdwitawlanaania

o a w0 DN

Particle Size : IWaGad@LIINTALANE LLﬂZﬂ’]SUSTﬂLLﬂU‘*Ha



Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MEDROXYPROGESTERONE ACETATE

Spec.No : M-06 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White or almost white, crystalline powder.

Solubility Practically insoluble in water, soluble in acetone, sparingly soluble in

alcohol and in methanol, slightly soluble in ether.

Identification MP, IR, TLC
Specific Optical +45° - +51°
Rotation

Related substances Cor. to test

Loss on Drying NMT 1.0 %
Storage Store in a well-closed container, protected from light.
Assay 97.0 — 103.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification

Particle Size 10 microns : NLT 75 %
20 microns : NLT 99 %

Remark : A23LH1N1IATIAROU
1. Particle Size : LAZAITMAUAIAANZRUAL Formula Wae Dosage Form fasdugndniog

1T odeaz liwuaIgIRaININ AW
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Specification of Active Pharmaceutical Chemicals for Quality Control

MEFENAMIC ACID

Spec.No : M-07 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/2
Test / Method Specification
Appearance White or almost white crystalline powder, odorless. It shows
polymorphism.
Solubility Practically insoluble in water, slightly soluble in alcohol and in

Identification

Melting Point

Loss on drying

Heavy Metal

Sulfate Ash

Copper

2,3 Dimethylaniline
(TLC)

Related Substances
(TLC)

Impurities (BP)

methylene chloride, it dissolves in diluted solution of alkali hydroxides.
IR, UV, TLC

227230 °C

NMT 0.5 %

NMT 20 ppm

NMT 0.1 %

NMT 10 ppm

NMT 100 ppm

NMT 0.2 %

A. 2,3 Dimethylaniline
B. N-(2,3 Dimethylphenyl)-2-[(2,3 Dimethylphenyl) amino]-benzamide

Assay 99.0 - 100.5 % d.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification

Purity (TLC) NMT 0.1 %
Light Absorption 279 nm., 0.69-0.74

350 nm 0.56-0.60
Iron NMT 20 ppm
Chloride NMT 0.071 %
Arsenic NMT 2 ppm

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MEFENAMIC ACID (Cont.)

Spec.No : M-07 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 2/2
IN - HOUSE SPECIFICATION (Cont.)
Test / Method Specification

Ammonium Chloride

Particle Size

Tapped Density

Bulk Density

NMT 0.25 %
Fineness : NMT 1.0 % retained on sieve No. 16
NMT 20.0 % retained on sieve No. 60
NMT 25.0 % pass through sieve No. 100
(depends on formulation and dosage form)
5.0 g occupies not more than 8.0 ml when tapped down 20 times
(depends on formulation and dosage form)

80-105 mi/50 g. (depends on formulation and dosage form)

Remark : A713392LUWMI0TI98aU

1. Appearance : @729 HININ LB UADAILNIATZIN

. Assay: WiifSinmdienddniuiase

Polymorphism : 1138ULNaunuanInneIgIu

Particle Size : AWafadaIINTAZANY LL&Zﬂ’]iﬁJi‘i‘gLLﬂﬂ‘ga

2
3
4. Impurities : sasasatialiuileinlidmswiion
5
6

Bulk Density : ﬁwa@iamim‘sqtmﬂsga
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Specification of Active Pharmaceutical Chemicals for Quality Control

MEROPENEM
Spec.No: M-08 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to light yellow crystalline powder.
The anhydrous substance is hygroscopic. The product contains one to
four moles of water of hydration.
Solubility Soluble in methanol, very slightly soluble in water. The pH of aqueous

Identification

pH

Water

Specific Optical
Rotation

Clarity and Color of
Solution

Related Substances

Residaul Solvent
Heavy Metals
Residue on Ignition
Sterility

Bacterial Endotoxins

Assay

suspension is about 10.5

IR, UV (maximum between 294-300 nm)
4.0 — 6.0 (1 % solution in water)
11.4-134 %

17 °to-21°

5 % solution (in 5 % sodium bicarbonate solution) is clear and not
more intensely colored than reference solution Y,
UK-1: NMT 0.3 %

UK-2 : NMT 0.3 %

Others : NMT 0.3 % (No individual > 0.1 %)
NMT 0.10 %

NMT 20 ppm

NMT 0.10 %

Sterile

NMT 0.17 EU./mg

98.0-101.0 % a.b.*

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MEROPENEM (Cont.)

Spec.No : M-08 Rev.No. : Date :

Reference(s) : Specification No.of Page : 2/2

Remark : A17392LUUWNI0TI98AU

1. Appearance: @3IFAUANBAULANILABLADLIMNAILINAIFIN

N

Assay : TW3Smnadmimdyiuiess

3. Clarity and Color of Solution : @a9a32950UANNle uszdasaTazans e lwawladnlad
F1IANA

4. Related Substances : niliimaiisitosldnanasiiadesasrasaunslay TLC uas HPLC

5. Residaul Solvent : sasasasaumstwilananndvnazans tilosanniium sty

6. Sterility and Bacterial Endotoxins : #890TAROLANNUTAINNLTE
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

METFORMIN HYDROCHLORIDE

Spec.No : M-09 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White crystals.

Solubility Freely soluble in water, slightly soluble in alcohol, practically insoluble

Identification

Appearance of
Solution

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

in acetone and in methylene chloride.
MP, IR, TLC, Color Reaction, Test for Chloride

Clear and colourless solution

cor. to test
1 ppm Pb

NMT 0.5 %
NMT 0.1 %

Assay 98.5 - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Packing In a well-closed container with capacity of NMT 25 Kg.

Particle Size

NLT 95% passing through 60 mesh

Remark : 72314 #NNIATIARAU

1. Odor : INTIZLNATITNUINR U Dimethylformamide Jwin

2. Appearance, Solubility, Particle Size : Lilasa1niluadia Dissolution aIndNTazL
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

METHADONE HYDROCHLORIDE

Spec.No : M-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White, crystalline powder.
Solubility Soluble in water, freely soluble in alcohol, practically insoluble in ether.
Identification Optical Rotation, MP, IR, Chemical Reaction, Test for Chloride
Appearance of Clear and colourless solution

Solution

Acidity or Alkalinity 0.2 ml 0.01 M NaOH, 0.4 ml 0.01 M HCI
Related Substances | Any spot : NMT 0.1 %

Loss on Drying NMT 0.5 %

Sulphated Ash NMT 0.1 %

Storage Store in a well-closed container, protected from light.
Assay 99.0 — 101.0 % d.b.

IN - HOUSE SPECIFICATION

Test / Method Specification

Residual Solvents Ethanol : 918 ppm
Di-isopropyl Ether : 15 ppm

Toluene : 4 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

METHYL SALICYLATE
Spec.No : M-11 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance Colourless or slightly yellow liquid.
Solubility Very slightly soluble in water, miscible with alcohol and with fatty and

Identification
Appearance of
Solution
Acidity
Refractive Index

Relative Density

essential oils.
Chemical Reactions

Not more intensely coloured than reference solution Y

NMT 0.4 ml 0.1 M NaOH
1.535 - 1.538
1.180 — 1.186

Storage Store in a well-closed container, protected from light.
Assay 99.0 — 100.5 %
IN — HOUSE SPECIFICATION
Test / Method Specification
Appearance Clear and colorless liquid ; odor, strong, persistent, characteristic and

Residual Solvent

aromatic.

Methanol : 0.1 %

Phenol : 0.2 %

Methyl-2 Methoxybenzoate : 0.2 %

Remark : A3 GHN1T0TI9801

1. Odor : ﬁaa@mnﬁunﬂﬁoLﬁalﬂ@?ﬂaumu LNTIZLNDINNAY LIRANAI D U NRULRAHAAITA
WUNANTUIa DN L
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
METHYLDOPA
Spec.No : M -12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test /| Method Specification
Appearance White or yellowish white, crystalline powder or colourless or almost
colourless crystals.
Solubility Slightly soluble in water, very slightly soluble in alcohol, practically

Identification

Appearance of
Solution

Acidity

Optical Rotation

Absorbance

Methoxymethyldopa

and Related

Substances
Heavy Metals
Water
Sulphated Ash

insoluble in ether. It is freely soluble in dilute mineral acids.
IR, Color Reactions

Not more intensely coloured than reference solution BYg or Bg

NMT 0.5 ml. 0.1 M NaOH

1.10° to —1.23°

At 280 nm, absorbance : 122-137
Any spot : NMT 0.5 %

10 ppm Pb
10.0-13.0 %
NMT 0.1 %

Storage Store in a well-closed container, protected from light.
Assay 98.5 - 101.0 % a.b.
IN — HOUSE SPECIFICATION
Test / Method Specification
Packing Well — closed, light resistant container

Residual Solvents

Acetone : NMT 0.02 %
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Specification of Active Pharmaceutical Chemicals for Quality Control

METOCLOPRAMIDE HYDROCHLORIDE (For Injection)

Spec.No :

Reference(s) :

M-13

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

U

Tso0u

=
naay

o A &
’\l']%’!%‘[i\i\‘l’l%ﬂ!,ﬂ%‘l’l

wanzan | lamangaa

tAHA

Appearance

Solubility

Identification

Appearance of

Solution

Related Substances

Heavy Metals

Water

Sulphated Ash

Assay

IN - HOUSE SPECIFICATION

Bacterial Endotoxins

(USP24)
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

METRONIDAZOLE (For Injection)

Spec.No : M -14 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White or yellowish, crystalline powder.

Solubility Slightly soluble in water, in acetone, in alcohol and in methylene

Identification

Appearance of
Solution

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

chloride, very slightly soluble in ether.

MP, UV, IR, Chemical Reaction

Not more opalescent than reference suspension Il and not more
intensely coloured than reference solution GYg

Any spot : NMT 0.3 %

10 ppm Pb

NMT 0.5 %

NMT 0.1 %

Storage Store in a well-closed container, protected from light.
Assay 99.0 - 101.0 % a.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Bacterial Endotoxins

NMT 0.35 EU/mg.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MICONAZOLE NITRATE

Spec.No : M -15 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance White or almost white powder.

Solubility Very slightly soluble in water, sparingly soluble in methanol, slightly

Identification

Appearance of
Solution

Optical Rotation

Related Substances

Loss on Drying
Sulphated Ash
Storage

Impurities

Assay

A.
B.
C.
D

G.

soluble in alcohol, practically insoluble in ether.
MP, IR, TLC, Test for Nitrates

Clear, not more intensely coloured than refrence solution Y,

-0.10° to +0.10°

Any peak : NMT 0.25 %
Sum : NMT 0.5 %

NMT 0.5 %

NMT 0.1 %

Store in a well-closed container, protected from light.

(RS)-1-(2,4-dichlorophenyl)-2-imidazol-1-ylethanol,
(RS)-1-[2-(4-chlorobenzyloxy)-2-(2,4-dichlorophenyl)ethyllimidazole,
(RS)-2-(2,4-dichlorobenzyloxy)-2-(2,4-dichlorophenyl)ethylamine,
(RS)-1-[2,6-dichlorobenzyloxy)-2-(2,4—dichlorophenyl)ethyl]
imidazole,
(RS)-1-(1-carboxylato-1-methylethyl)-3-[2-(2,4-dichlorobenzyloxy)-2
(2,4-dichlorophenyl]imidazolium,
(RS)-1-[2-(3,4-dichlorobenzyloxy)2-(2,4-dichlorophenyl)ethyl]
imidazole,
(RS)-1-[2-(2,5-dichlorobenzyloxy)-2-(2,4-dichlorophenyl)ethyl]

imidazole.

99.0 — 101.0 % d.b.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MICONAZOLE NITRATE (Cont.)

Spec.No : M- 15 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Particle Size 90 % particles : LT 25 microns.

Remark : @23l 4%N1I039881L

1. Color : LHadNNFVINIINNNAGaENATH

2. Particle Size : Liba931NTNAGaNINIZNLA VAN L Tla AT
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MINOXIDIL
Spec.No : M -16 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White to off-white crystalline powder.
Solubility Soluble in alcohol and propylene glycol; sparingly soluble in methanol;

Identification

Appearance of
Solution

Melting Range

Loss on Drying

Sulphated Ash

Heavy Metals

Chromatographic
Purity

Organlc Volatile

slightly soluble in water; practically insoluble in acetone, chloroform,
ethylacetate, hexane.
IR (do no dry specimens)

Clear and not more intenslely coloured than reference solution Yg

248 — 268 “C with decomposition
NMT 0.5 %

NMT 0.5 %

NMT 20 ppm

Total impurities : NMT 1.5 %

Benzene 2 mcg/g. Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 97.0 — 103.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Related Substances

Residual Solvent

2,4 pyrimidinediamino-6-chloro-3-oxide : NMT 0.2 %

2,4 pyrimidinediamino-6-chloro : NMT 0.2 %

2,4 pyrimidinediamino-6-piperidino : NMT 0.2 %

Each unknown impurity : NMT 0.1 %

Total of impurities : NMT 0.1 %

Metanol : 500 ppm, Dichloromethane : 600 ppm, Chloroform : 60 ppm,
Benzene : 2 ppm, Trichloroethylene : 80 ppm, 1-4 Dioxane : 380 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

MINOXIDIL (Cont.)

Spec.No : M -16 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN — HOUSE SPECIFICATION (Cont.)

Test / Method Specification

Powder fineness Through 125 micron : NLT 100 %

Through 100 micron : NLT 90.0 %
Bulk density 0.4 - 0.6 g/ml
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Specification of Active Pharmaceutical Chemicals for Quality Control

NABUMETONE
Spec.No : N-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test /| Method Specification
Appearance White or almost white, crystalline powder.
Solubility Practically insoluble in water, sparingly soluble in ethanol (96%) and in

Identification

Related Substances

methanol ; freely soluble in acetone.
IR

Impurity F : NMT 0.3 %

Total Impurities : NMT 0.5 %

Heavy Metals 10 ppm Pb
Sulphated Ash NMT 0.1 %
Water NMT 0.2 %
Impurities A. 6,6-dimethoxy-2,2-binaphthyl
B. 1,5-di(6-methoxy-2naphthyl) pentan-3-one
C. 5-(6-methoxy-2-naphthyl)-3-methylcyclohexan-1-one
D. 4-(6-methoxy-2-naphthyl) but-3-en-2-one
E. 4-(6-methoxy-2-naphthyl) butan-2-ol
F. 5-(6-methoxy-2-naphthyl)-3-methyl-cyclohex-2-en-1-one
Storage Should be protected from light.
Assay 98.0 — 101.0 % a.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvents

Methanol : NMT 200 ppm
Toluene : NMT 50 ppm
Ethyl Acetate : NMT 50 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No :

Reference(s) :

NAPROXEN

N-02 Rev.No. : Date :
USP24 / BP 98 / COA No.of Page : 1/1

Test / Method

Specification

Appearance

Solubility

Identification

Appearance of
Solution

Specific Optical
Rotation

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

White or almost white, crystalline powder.

Practically insoluble in water, soluble in alcohol and in methanol,
sparingly soluble in ether.

Specific Optical Rotation, MP, UV, IR, Color Reaction

Clear and not more intensely coloured than reference solution BY;

+63° to0 68.5°

NMT 0.5 %
10 ppm Pb
NMT 0.5 %
NMT 0.1 %

Storage Store in a well-closed container, protected from light.
Assay 98.5 — 100.5 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Tapping Volume

Tapped 20 times, NMT 21.0 ml./5.0g
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NAPROXEN SODIUM

Spec.No : N-03 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White to creamy crystalline powder.

Solubility Soluble in water and in methanol; sparingly soluble in alcohol; very

Identification

Specific Rotation

Loss on Drying

Heavy Metals

Free Naproxen

Chromatographic
Purity

Organic volatile

slightly soluble in acetone; and practically insoluble in chloroform, and
in toluene. Melts at about 255°C, with decomposition.

IR, UV

Between —15.3" and —17.0°

NMT 1.0 %

0.002 %

NMT 1.0 %

Individual secondary spot : NMT 0.5 %

Sum of the intensities : NMT 2.0 %

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.0 — 102.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
pH 75-9.0

Clarity of Solution

Particle Size

<250 micron : 95.0 — 100.0 %
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NEOMYCIN SULFATE

Spec.No : N -04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White to slightly yellow powder, or cryodesiccated solid. Is odorless or
practically so and is hygroscopic. Its solutions are dextrorotatory.
Solubility Freely soluble in water; very slightly soluble in alcohol; insoluble in

Identification
PH
Loss on Drying

Other Requirements

Packaging and

acetone, in chloroform, and in ether.
TLC, Color Reaction, Test for Sulfate
50-75
NMT 8.0 %
- Label : Sterile Neomycin Sulfate
Test : sterility
: Bacterial Endotoxins
- Label : Neomycin Sulfate for injectable dosage form
Test : Bacterial Endotoxins under Neomycin for Injection

Preserve in tight, light-resistant containers.

Storage
Assay NLT 600 mcg/mg d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Identification
Assay
Particle Size*
(No1. or 2)
Shelf Life

Microcount Bacteria

Microcount Fungi

IR

NLT 700 mcg/mg d.b.

1. LT 37 microns : NLT 95 %

2. LT 20 microns : 99 %, LT 10 microns : 97 %
NLT 3.5 years from time of arrival at the factory

LT 1 col/g

LT 1 col/g
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

NEOMYCIN SULFATE (Cont.)

Spec.No : N-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN — HOUSE SPECIFICATION (Cont.)

Test / Method Specification
Specific Optical +53.5° 10 59.0°
Rotation
Sulfated Ash 0.2 %
Neamin NMT 2.0 %

*Depends on Formula and Dosage Form

Remark : A13L%N1I03I9880

1. Appearance : T9AUAZANNALLALATOINILN LiasaNdINadaaNM M BIITALAZENRTH
2. Label: LﬁalﬁmwﬂﬁaﬂﬁagﬂﬁaaﬁaqmmwLLazﬂsz'ﬁﬂ%mwmaamm

3. Stabilety : Ao UTsENEATNadoANAIENN 11U gownnd
4

Packaging and Storage : LhaINRIEN hygroscopic L&z sensitive §ialL&

290




Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

NIACINAMIDE (NICOTINAMIDE) (For Injection)

Spec.No : N-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White, crystalline powder. Is odorless or practically so, and has a bitter
taste. Its solutions are neutral to litmus.
Solubility Freely soluble in water and in alcohol; soluble in glycerin.

Identification

Melting Range

Loss on Drying

Residue on Ignition

Heavy Metals

Readily Carbonizable
Substances

Organic Volatile

IR, UV

128 — 131°C
NTM 0.5 %
NMT 0.1 %
0.003 %

No more color than Matching Fluid A.

Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 98.5 % - 101.5 % d.b.
IN — HOUSE SPECIFICATION
Test / Method Specification

Bacterial Endotoxins

NMT 3.5 USP Endotoxin Units/mg.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

NICLOSAMIDE
Spec.No : N-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/2
Test / Method Specification
Appearance Yellowish-white to yellowish fine crystals, odorless.
Solubility Practically insoluble in water, sparingly soluble in acetone, slightly
soluble in ethanol.

Identification uv, IR, mp.
Loss on Drying NMT 0.5%
Sulphated Ash NMT 0.1 %
Chloride NMT 500 ppm
2-Chloro-4- NMT 100 ppm

nitroaniline
5-Chlorosalicylic NMT 60 ppm

Acid
Related Substances NMT 0.2 %

(LC)
Assay 98.0 — 101.0 % d.b.*

IN - HOUSE SPECIFICATION
Test / Method Specification

Particle Size

Tapping Volume

Shelf Life

NMT 95 % below 37 microns (depends on formulation and dosage
form)

5.0 g occupies NMT 17 ml when tapped down 20 times (depends on
formulation and dosage form)

NLT 4 years from time of arrival at the factory

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

NICLOSAMIDE (Cont.)

Spec.No : N-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 2/2

Remark : A713392L4WN1I0TI98aU

¥
A =S s

1. Appearance: @E19AANUTUEI WAIIATIIROUANIUAIA

2. Assay: li3Smnmdimadyiuiess

3. Related Substance : midasiwionldnasriiadasnmazay
4

Particle Size : UNaG8AILIINNTAZAY LLa:mim‘squﬂqa
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

NICOTINAMIDE (NIACINAMIDE)

Spec.No : N-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White, crystalline powder or colourless crystals, faint characteristic
odour.
Solubility Freely soluble in water and in ethanol, slightly soluble in ether.

Identification
Appearance of
Solution

pH

Related Substances

Heavy Metals
Loss on Drying
Sulphated Ash

MP, IR, Chemical Reactions, UV (A 245 nm/A 262 nm)

Clear and not more intensely coloured than reference solution BY;

6.0-75

Any spot : NMT 0.25 %
1 ppm Pb

NMT 0.5 %

NMT 0.1 %

Assay 99.0 % - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification
Fineness Passes through sieve No. 100 : NLT 50.0 %
Passes through sieve No. 200 : NLT 15.0 %
Packing Should be kept in an airtight container which protected from moisture
such as aluminium bag
Arsenic NMT 3 ppm
Copper NMT 25 ppm
Zinc NMT25 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
NISOLDIPINE
Spec.No : N-08 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance Yellow crystalline substance.
Solubility

Identification
Melting Point
Solution
Sulphated Ash
Heavy Metals
Loss on Drying
Methanol

By-products

Microbial Purity

Assay

IR

148 — 152 °C
RSI Maximum
0.1 %

10 ppm

0.5 %

0.05 %

Nifedipine : 1.0 %

Di-iso-butyl ester : 0.5 %
Nitropyridine Compound : 0.1 %
Nitrosopyridine Compound : 0.1 %
Unknown By-products Single : 0.1 %
Sum of Unknown By-products : 0.2 %
Sum of By-products : 1.0 %

Total Microbial Count : 100 CFU/G

As yeasts/as moulds : 10 CFU/G

Enterobacteriaceae : Not detectable

Specific Microorganisms USP/Ph Eur : Not detectable
98.0 — 102.0 % d.b.
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NISOLDIPINE (MICROFINE)

Spec.No : N-09 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance Yellow powder.

Identification
Melting Point
Solution
Sulphated Ash
Heavy Metals
Loss on Drying
Methanol

By-products

Microbial purity

Particle size

Assay

IR

148 — 152 °C
RSI Maximum
0.1 %

10 ppm

0.5 %

0.05 %

Nifedipine : 1.0 %

Di-iso-butyl ester : 0.5 %
Nitropyridine Compound : 0.1 %
Nitrosopyridine Compound : 0.1 %
Unknown By-products Single : 0.1 %
Sum of Unknown By-products : 0.2 %
Sum of By-products : 1.0 %

Total Microbial Count : 100 CFU/G

As yeasts/as moulds : 10 CFU/G

Enterobacteriaceae : Not detectable

Specific Microorganisms USP/Ph Eur : Not detectable
> 10 WUm : 10 % max

Mean particls size : 2-5 [lm

98.0 — 102.0 % d.b.

296




Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

NORFLOXACIN

Spec.No : N-10 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White, crystalline powder. Sensitive to light and moisture.

Solubility Slightly soluble in acetone, in water, and in alcohol; freely soluble in

Identification

Loss on Drying

Residue on Ignition

Heavy Metals

Chromatographic
Purity

Packaging and
Storage

Assay

acetic acid; sparingly soluble in chloroform; very slightly soluble in
methanol and in ethyl acetate.

IR, UV

NMT 1.0 %

NMT 1.0 %

0.0015 %

Sum of secondary spots : NMT 0.5 %

Preserve in tight, light-resistant containers.

99.0 % - 101.0 % d.b.

Remark : A3 GHNNT0TI980L

1. Appearance : AIIATIIROUANWIASUAZFVDINILN HIBNAITAFVD
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Specification of Active Pharmaceutical Chemicals for Quality Control

NORTRIPTYLINE HYDROCHLORIDE

Spec.No : N-11 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance White crystalline powder, odorless.

Solubility Sparingly soluble in water, soluble in alcohol and in methylene

Identification
Appearance of
Solution

Acidity or Alkalinity

Related Substances
Heavy Metals

Loss on Drying
Sulphated Ash

chloride, practically insoluble in ether.
MP, UV, IR, Color Reaction, Test for Chlorides

Clear and not more intensely coloured than reference solution B,

Add 0.2 ml of 0.01M sodium hydroxide. The solution is yellow. Add 0.4
ml of 0.01M hydrochloric acid. The solution is red.

Any spot : NMT 0.05 %

10 ppm Pb

NMT 0.5 %

NMT 0.1 %

Storage Store in a well-closed container, protected from light.

Impurities A. Dibenzosuberone
B. 3-(5H-dibenzo[a,d]cyclohepten-5-ylidene)-N-methyl-propylamine.
C. RS)-10,11-dihydro-5-[3-(methylamino)-propylidene]-5H-dibenzo[a,d]

cyclohepten-10-ol.
Assay 98.0 % - 101.0 % d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvent

Acetone : NMT 1000 ppm

Remark : @23l %%N1I03988L

1. Appearance : KJ81AIINRU?
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

NYSTATIN
Spec.No : N-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance Yellow or slightly brownish powder, hygroscopic.
Solubility Very slightly soluble in water, freely soluble in dimethylformamide,

Identification
pH
Absorbance
Heavy Metals
Loss on Drying
Sulphated Ash

Suspendibility

slightly soluble in methanol, practically insoluble in alcohol and in
ether.

UV, Color Reactions.

6.0 -8.0

NLT 0.60

10 ppm Pb

NMT 5.0 %

NMT 3.5 %

NLT 90.0 % of the expected number of USP Nystatin Units is found,

based on the potency obtained in the Assay

Storage Store in an airtight container, protected from light, at a temperature of
2°Cto 8°C
Assay NLT 4400 1.U. /mg. d.b.
IN - HOUSE SPECIFICATION
Test / Method Specification

Residual Solvents

Acetone : NMT 5000 ppm
Methanol : NMT 3000 ppm
n-butanol : NMT 1000 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
OMEGA-3-ACID ETHYL ESTERS
Spec.No : 0-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test /| Method Specification
Appearance Light yellow liquid with a slight fish-like smell.
Solubility Practically insoluble in water, very soluble in acetone, in ethanol, in

Identification
Acid value
Anisidine Value
Peroxide Value
Oligomers

Conjugated Dienes

heptane and in methanol. It has a relative density of about 0.905
HPLC,

NMT 2.0

NMT 20.0

NMT 10.0

NMT 1.0 %

NMT 1.5 %

Storage Store in a well-filled, airtight container, protected from light, under an
inert gas.

Labelling The label states, where applicable, that the substance contains
tocopherol as an antioxidant.

Assay Total omega-3-acid ethyl esters : NLT 90 %
Omega-3-acid ethyl esters EPA and DHA : NLT 80 %
EPA ethyl esters : NLT 40 %
DHA ethyl esters : NLT 34 %

IN — HOUSE SPECIFICATION
Test / Method Specification
Fatty Acid Icosapent (EPA) ethyl ester identity : positive

Composition

Doconexent (DHA) ethyl ester identity : positive

Icosapent (EPA) ethyl ester : 430 — 495 mg/g

Doconexent (DHA) ethyl ester : 347 — 403 mg/g

Sum icosapent (EPA) ethyl ester and doconexent (DHA) ethyl ester :
775 — 900 mg/g
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
OMEGA-3-ACID ETHYL ESTERS (Cont.)

Spec.No : 0-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN — HOUSE SPECIFICATION (Cont.)

Test / Method Specification

Antioxidant OL-Tocopherol identity : Positive

OL-Tocopherol : 3.2 — 4.8 mg/g

Microbiology Microbiological conditions : max 103 micro organisms/g
: max 102 yeasts and molds/g
. max 102 enterobacteria/g
Absence of E. coli in 1g and Salmonella in 10 g
Heavy metals*
Hg max 0.2 mg/kg

Total amount Heavy | max 1.0 mg/kg

Metals

(Pb, Cd, Se, As, Hg)
Others*

Vitamin A NMT 3 mg/kg

Vitamin D NMT 1 mg/kg

Cholesterol NMT 1 mg/g
PCB’s* max 0.5 mg/kg
Total DDT* max 0.05 mg/kg
HCB* max 0.05 mg/kg
Lindane* max 0.05 mg/kg

* Tests to be carried out at least once per year and at every change of crude oil.
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OMEPRAZOLE
Spec.No : 0-02 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to pale red-violet powder.
Solubility Soluble in dichloromethane, methanol, ethanol (95 %). Very slightly

Identification

Melting Point

pKa

Clarity of Solution

Absorbance of
Solution

Impurities by TLC

Impurities by HPLC

Heavy Metals
Loss on Drying
Specific Surface Area

Residual Solvent

Assay

soluble in water at 25 ° C.

IR

About 150 ° C. with decomposition.

8.8 (Benzimidazole) and about 4 (Pyridinium ion)

A 2 % solution in dichloromethane is clear.

The Absorbance of a 2 % solution in dichloromethane ina 5 cm cell
at 440 - 650 nm is NMT 0.1

Total Impurities NMT 0.5 %

Each of any known impurity NMT 0.2 %

No unknown single impurity NMT 0.1 %

Total Impurities NMT 0.5 %

Each of H 153/73, H 168/66 or any known impurity NMT 0.2 %
No other single impurity NMT 0.1 %

NMT 20 microgram of Pb / g

NMT 0.2 %

NLT 2.5 m2 / g (sieve size porosity 0.65)

Methanol : NMT 0.01 %

Dichloromethane : NMT 0.01 %

Ammonia (and Ammonium) : NMT 0.02 % calculated as NH;

98.0 - 101.0 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

OMEPRAZOLE (Cont.)
Spec.No : 0-02 Rev.No. : Date :
Reference(s) : Specification No.of Page : 2/2

Remark : A713392LUWM1I0TI98aU

1. Appearance: @A3IIFOUANHMAZHILALLTIHUINNAILINIAIFIN

2. Assay: li3Smnmdimidyiuiess

3. Appearance of Solution : @asasrasaunsawle uazdvasensazany e lwiulainlud
RITANA

4. Impurities: gnilfimswilonldnansriiadasasiamousislay TLC uas HPLC

5. Residual Solvent: v azaaanaddussine @oInTIRaURIIANA
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Specification of Active Pharmaceutical Chemicals for Quality Control

OMEPRAZOLE MAGNESIUM

Spec.No: 0-03 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White crystalline (>70 % crystallinity) powder.
The anhydrous substance is hygroscopic. The product contains one to
four moles of water of hydration.
Solubility Soluble in methanol, very slightly soluble in water. The pH of aqueous

Identification
pKa
Water

Color of Solution

Related Substances
by HPLC
Related Substances

by TLC

Magnesium

Residaul Solvent

Assay

suspension is about 10.5

IR, Mg"" Test

8.8 (Benzimidazole) and about 4 (Pyridinium ion)
4-10%

The Absorbance of a filtered 2 %
at 440 is NMT 0.1

Total : NMT 0.5 %

Any individual : NMT 0.1 %

solution in methanol in a 1 cm cell

5-Methoxy-2-[[(4-methoxy-3,5-dimethylpyridine-2-yl)methyl]thio]-1H-
benzimidazole : NMT 0.1 % of any spot with a higher Ri-value than
that of the spot corresponding to omeprazole.

33-35%

Methanol : NMT 0.1 %

Toluene : NMT 300 microgram / g

97.0-102.0 % a.b.*

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

OMEPRAZOLE MAGNESIUM (Cont.)

Spec.No : 0-03 Rev.No. : Date :

Reference(s) : Specification No.of Page : 2/2

Remark : A71392L4%MIATI98L

1. Appearance: @A3IIROUANHMAZHILALLTIHUINNAILINIAIFIN

2. Assay: li3Smnmdimidyiuiess

3. Color of Solution : §asa39xURVasFIazane Lo lWiulan T ssandis

4. Related Substances : tnitfiasiAsndosldnaesiiadasnsrasaunslas TLC waz HPLC
5

Residaul Solvent : ¢a84a35338aUMsUwlawanalIvinazans whasannduansine
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Specification of Active Pharmaceutical Chemicals for Quality Control

OMEPRAZOLE SODIUM (For Injection)

Spec.No: 0-04 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white powder.
The anhydrous substance is hygroscopic. The product contains one to
two moles of water of hydration.
Solubility Very soluble in alkali. The pH of 0 0.05 M aqueous solution is about

Identification

pKa

Water

Absorbance of
Solution

Impurities by TLC

Impurities by HPLC

Heavy Metals
Microbiological
Condition

Assay

11. Freely soluble in ethanol (95 %), 2-propanol and ethylene glycol.

Soluble in methanol and propylene glycol. Slightly soluble in
dichloromethane.

IR, Na' Test

8.8 (Benzimidazole) and about 4 (Pyridinium ion)

NMT 10 %

The Absorbance of a 2 %

650 nm is NMT 0.1

solution in water in a 1 cm cell at 440 -

Total Impurities NMT 1.0 %
No single impurity NMT 0.5 %
Total Impurities NMT 1.0 %
No single impurity NMT 0.5 %
NMT 20 microgram of Pb / g

NMT 1 micro-organism / g

97.0 - 102.0 % a.b.*

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
OMEPRAZOLE SODIUM (For Injection) (Cont.)

Spec.No : 0-04 Rev.No. : Date :

Reference(s) : Specification No.of Page : 2/2

Remark : A25220i4N3ATI9R8L

1. Appearance: @3IFIUANBAHNILLABLADUIINAILINAIFIN

2. Assay: lﬁfﬂ%mmﬁamﬁwﬁ'@ﬁuﬁﬁd

3. Appearance of Solution : @asas9auTsnNNly uazdvasaTazae talwawlainlad
F§1IANAY

4. Impurities: midastwdonlanaoriadasnagaunslas TLC uaz HPLC

Microbiological Condition : §a3a3238aUN UL aUNNTAIRTNW
¢ 4

<
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

OXYMETHAZOLINE HYDROCHLORIDE

Spec.No : 0-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White to practically white, fine crystalline powder. Is hygroscopic. Melts
at about 300°, with decomposition.
Solubility Soluble in water and in alcohol; practically insoluble in benzene. In

Identification

pH

Loss on Drying
Residue on Ignition
Heavy Metals
Related Substances

Impurities

Assay

chloroform, and in ether.

IR, UV, Test for Chloride

40-65

NMT 1.0 %

NMT 0.1 %

0.001 %

<0.5 %

A. N-(2-aminoethyl)-2-[4-(1,1-dimethylethyl)-3-hydroxy-2,6-
dimethylphenyl)]acetamide.

98.5 - 101.5 % d.b.

Remark : @23l %%N1I03988L

1. Solubility : Hasnniinadaansmzaadeninla
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

OXYTETRACYCLINE HYDROCHLORIDE

Spec.No : 0-06 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance Yellow, crystalline powder, hygroscopic.
Solubility Freely soluble in water, sparingly soluble in alcohol. Solutions in water

Identification

pH

Specific Optical
Rotation

Absorbance

Light-absorbing

Impurities

Related Substances

Heavy Metals
Water
Sulphated Ash
Sterility

Bacterial Endotoxins

Storage

Assay

become turbid on standing, owing to the precipitation of oxytetracyline.
TLC, Color Reaction, Test for Chlorides

23-29

-188° to -200°

At 353 nm : 270 — 290
At 490 nmNMT 0.20

Any peak corresponding to 4-epioxytetracyline or tetracycline : NMT
05,20 %

Total : NMT 2.0 %

Any peak on the tail of the main peak : NMT 2.0 %

10 ppm Pb

NMT 2.0 %

NMT 0.5 %

Complies with the test

NMT 0.4 I.U./mg.

Store in an airtight container, protected from light. If the substance is
sterile, store in a sterile, airtight, tamper-proof container.

95.0 - 100.5 % a.b.

Remark : @23L%%N1I039881L

1. Related Substances, Decomposition Product : Lﬁaaﬁnﬂﬁﬂﬁmé’lEagﬂﬁwﬁmﬁﬁﬁﬂ
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Specification of Active Pharmaceutical Chemicals for Quality Control

PARACETAMOL
Spec.No : P-01 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/2
Test / Method Specification
Appearance White crystalline powder, odorless.
Solubility Sparingly soluble in water, freely soluble in alcohol, very slightly

Identification

Melting Point

pH

Water / Loss on
Drying

Residue on Ignition

Heavy Metal

Chloride

Sulfate

Sulfide

Readily Carbonizable
Substance

Sulfated Ash

p-Aminophenol

Organic Volatile
Impurities

Related Substances /
Decomposition

products (TLC)

Assay

soluble ether and in methylene chloride.

UV, IR, TLC, Chemical and Color Reaction Test,
168 - 172 ° C.

5.1-6.5 (Saturated solution)

NMT 0.5 %

NMT 0.10 %

NMT 10 ppm

NMT 0.014 %

NMT 0.02 %

No coloration or spotting when test with lead acetate.

NMT standard.

NMT 0.1 %
NMT 50 ppm

Complies

NMT standard solution.

1. ’uwminasaulasid TLC lawil Chioroacetanilide tuansunas
N

2.  4—Aminophenol NMT 50 ppm

99.0 - 101.0 % d.b.*

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PARACETAMOL (Cont.)

Spec.No : P-01 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

p-Chloroacetanilid NMT 0.001 %

Appearance of Match to data color spectraflash 600 and uniform color.
Solution
Tapping Volume 5.0 g occupies NMT 18.0 ml when tapped down 20 times (depends on

formulation and dosage form)

Particle Size Data Retained on 250 /111 Sieve NMT 1.0 %
Retained on 100 fi111 Sieve NMT 8.0 %
Retained on 63 4111 Sieve NMT 20.0 %
Bulk Density Untapped Bulk Density Lﬁ'mﬂuﬁaga
Tapped Bulk Density Lﬁal,ﬁflwffaya

Shelf Life NLT 3.5 years from time of arrival at the factory.

Remark : 91392 U%MIATI98L

1. Appearance : FUBIAMILUARZIUNANULANAINLUN Tagavasnasnazflnfafiugasioans

ganadftAaTe Snnuikssnanadluiunwmies vioUuzay wiotuiiana 3easifioy

AUFNIATZIN

2. Assay: Wjﬂ%mmé”;mﬁwﬁmﬁuﬁﬁa

3. p-Aminophenol Lag p-Chloroacetanilid : ADINTIIROL LWi’]m’]Smd’lf:ﬁé'u@lega

4. Particle Size : JNAADIATITINTAZANY WALNTUTILALTA

5.  219dNITNHKA Microbiological Test Lﬁam Total viable microbial count LLaz Yeast
and mold

6. ANYBIDAIINITAZANY TNHNALNLHINULLGTLNUTZLANENIN

. Related Substance Waz Decomposition Product Ntnadinaziiuainyin ¥ Appearance 284

~

a o ¢ d a ' o
Na@ﬂmGVILﬂﬂquLﬂ LLRSUNRNADAITNAINT

Y [ (Y v a ' v a < A
8. NﬂWUﬂmuﬁﬂ Dissolution 2a381L4A mlmmqﬂumaa Paracetamol ﬁ]’]ﬂmogwa@mﬁwamiu

UszinaaeIni
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PENICILLIN V POTASSIUM

Spec.No : P-02 Rev.No.: Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance White crystalline powder, almost odorless.

Solubility Very soluble in water, slightly soluble in alcohol, practically insoluble

Identification

Specific Optical
Rotation

pH

Loss on Drying

Phenoxyacetic Acid

Absorbance

Limit of p-hydroxy
penicillin V (HPLC)

Phenoxyacetic Acid

in ether, in fatty oils and in liquid paraffin, insoluble in acetone.
IR, TLC, Colour Reaction Test, Reaction of Potassium

+215 to +230 °

5.5-7.5 (0.5 % solution)
NMT 1.0 %

NMT 0.5 %

Asos 0.33 (0.1 % wlv)
A7, > 0.50 (0.02 % wiv)
NMT 5.0 %

IA

\

TLC : Conforms

Assay

95.0 - 100.5 % d.b.”

IN - HOUSE SPECIFICATION

Test / Method

Specification

Clarity and Color of
Solution

Related Substances
(by HPLC)

Tapped Density

Mesh Analysis

Shelf Life

Clear and colorless.
NMT 0.1 %

0.6-0.8 g/cm3 (depends on formulation and dosage form)
Retains on sieve No. 16 : 0-6 % or No. 25 : 20-50 %
Pass No. 40 : NMT 55 %

(depends on formulation and dosage form)

NLT 3.5 years from time of arrival at the factory.

* d.b. = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PENICILLIN V POTASSIUM (Cont.)

Spec.No : P-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

Remark : A13392Li4N13A13988L
1. Appearance : @39WAINILLABADUNLAIBINAIFIN

. Assay: IWUSinmdiedaynuriais

2

3. Stability : Lﬁamsﬁmu@mqmﬂ%&nﬁuﬁﬁa

4. Related Substances : gnitilomaiinasdwilawldwaesiio
5

. Particle Size : UNa¢a 9AILIINTAZANY LAENIUITUAUTA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PENICILLIN G POTASSIUM

Spec.No: P-03 Rev.No. : Date :
Reference(s) : USP / BP98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White or nearly white fine crystalline powder, characteristic odor or
almost odorless.
Solubility Very soluble in water, practically insoluble in fatty oils and in liquid

Identification

pH

Specific Optical
Rotation

Loss on Drying

Related Substances

Impurities (as BP)

Light Absorption

Potency

Assay (HPLC)

paraffin.
IR, TLC, K Test
5575
+270 ° to +300 °

NMT 1.0 %

NMT 1.0 %

A. 6-Aminopenicillanic acid

B. Phenylacetic acid

C. (25,5R,6R)-6-[[(4-hydroxyphenyl)acetyl]-amino]-3,3-dimethyl-7-oxo-
4-thia-1-azabicyclo[3.2.0]heptane-2-carboxylic acid

D. Penillic acid of benzylpenicillin

E. Penicilloic acids of benzylpenicillin

F. Penilloic acids of benzylpenicillin

At 325 nm : NMT 0.10

At 280 nm : NMT 0.10

At 264 nm : 0.80-0.88

1530-1670 IU/mg

96.0-101.0 % d.b *

*d.b = dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
PENICILLIN G POTASSIUM (Cont.)

Spec.No: P-03 Rev.No. : Date :
Reference(s) : USP / BP / COA No.of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

For Injection :
Pyrogen Test Conform

Sterile Sterile

Bacterial Endotoxin | NMT 0.01 EU/100 Penicillin G Unit

Shelf Life NLT 2.5 years from time of arrival at the factory
Packaging and Packed in LDPE bag, twisted and tied with plastic fastener in airtight
Storage containers temperature not exceeding 25 °C.

Remark : 723920430 72988L

o o v A A o & = @ &
1. Appearance : ANBALHIENGDIIN AFAROITNIW LFAITINTFAUAIVBILININT
Assay : IW3USinmdiendayuriais

Stability : LNan It MuALMIlTEN eI

A @ N

Organic Volatile Impurities : 1Wal#uulainlidiansdu 9 ands
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PENICILLIN G SODIUM

Spec.No : P-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance Colorless or white crystals or white to slightly yellow crystalline

Identification
Crystallinity

pH

Loss on Drying
Assay

powder. Is odorless or practically odorless, and is moderately
hygroscopic. Its solutions are detrorotatory. Is relatively stable in air,
but is inactivated by prolonged heating at about 100°, especially in the
presence of moisture. Its solution lose potency fairly rapidly at room
temperature. but ramain substantially full potency for several days at
temperatures below 15° Its solutions are rapidly inactivated by acids,
by alkali hydroxides, by oxidizing agents, and by penicillinase.

IR, Tests for Sodium

Conforms

5.0 — 7.5 (60 mg/ml)

NMT 1.5 %

1500 — 1750 Penicillin G Units per mg

¥ @
Yaddlnm

s [ a = dl L L 1] o L Aw a n:l.
ﬂlﬁ&lﬂd@l’]%ﬂd')@lf}@ﬂﬂ’]’%il}@ L:uammm"[wmm%umuaumq ﬁ"llﬂdNGU"l@']’%Lﬂﬂﬂ%LLﬂﬂdvlﬂ
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

PHENOBARBITAL
Spec.No : P-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance A white, crystalline powder or colourless crystals.
Solubility Very slightly soluble in water, freely soluble in alcohol, soluble in ether.

Identification

Appearance of
Solution

Acidity

Related Substance

Loss on Drying

Sulphated Ash

It forms water-soluble compounds with alkali hydroxides and
carbonates and with ammonia.
First Identification
M.P. 176 — 178 °C, IR
Second Identification
M.P., TLC
Reaction of non-nitregen substituted

Clear and not more intensely coloured than reference solution Yy

NMT 0.1 ml of 0.1 M NaOH
By TLC : conforms

NMT 0.5 %

NMT 0.1 %

Assay 99.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification

Clarity of Solution

Volatile Organic

Conforms

Passes test

Impurity
Residue on Ignition NMT 0.15 %
Phenylbarbituric Conforms
Acid
FaFILNA

1. Phenolorbital §1ansauaas)asaut@Llu Polymorphism
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
PHENYLBUTAZONE
Spec.No : P-06 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance A white or almost white, crystalline powder.
Solubility Practically insoluble in water, soluble in ether, sparingly soluble in

Identification

Appearance of
Solution

Acidity or Alkalinity

Absorbance

Related Substance

Heavy Metals

Sulphated Ash

Loss on Drying

alcohol. It dissolves in alkaline solutions.
First Identification
MP. 104° - 107°C, IR.
Second ldentification
MP., UV Absorption, Chemical Reaction Test

Clear

Conforms

Conforms : 420 nm NMT 0.20
TLC : Conforms NMT 0.5 %
NMT 20 ppm Pb. (USP 0.001 %)
NMT 0.1 %

NMT 0.5 %

Chloride NMT 0.007 %
Sulphate NMT 0.01 %
Assay 99.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification

Acidity or Alkalinity

Assay

Acidity NMT 1.0 ml NaOH/g
Basicity NMT 1.2 ml HCl/g
Titration assay 99.0 — 101.0 %
HPLC assay 98.0 —100.5 %
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

PHENYLEPHRINE HYDROCHLORIDE

Spec.No : P-07 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance A white or almost white, crystalline powder.

Solubility Freely soluble in water and in alcohol.

Identification

Appearance of

Solution

Acidity or Alkalinity

Specific Optical

Rotation

Related Substances

Ketones
Sulphates
Loss on drying
Sulphated Ash

First Identification

1. Specific optical rotation

2. IR

3. Reaction of Chlorides

Second ldentification

1. Specific optical rotation

2. Recrystallisation , m.p. 171 — 176 °c
3. Colour reaction

4. Reaction of Chlorides

Clear and colourless

Conforms

-43° to -47°

By TLC, Conforms
Conforms

NMT 500 ppm
NMT 1.0 %

NMT 0.1 %

Assay 98.5 % — 101.0 % to dried substance
IN — HOUSE SPECTFICATION
Test / Method Specification

Melting Range

ATUTAINNNAY
140° - 145°
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PHENYLEPHRINE HYDROCHLORIDE (Cont.)

Spec.No : P-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2
IN - HOUSE SPECTFICATION (Cont.)
Test / Method

Specification

Residue on Ignition

Chloride Content

NMT 0.2 %
17.0 - 17.7 % of Cl on d.b.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PHENYLPROPANOLAMINE HYDROCHLORIDE

Spec.No : P-08 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white or almost white, crystalline powder.

Solubility Freely soluble in water and in alcohol, practically insoluble in

Identification

Appearance of
Solution
Acidity or Alkalinity

Related Substanees

Heavy Metals
Loss on Drying
Sulphated Ash
Assay

methylene chloride.
First Identification
IR, Reaction of chlorides
Second ldentification
M.P. 194 - 197 °C
TLC, Chemical Reaction Test, Reaction of chlorides

Clear and colourless

Conforms

1. 1ag3% TLC sinumInasavlasil norpseudoephedrine HCI Luany
91989

2. Phenylpropanolamine

NMT 20 ppm Pb

NMT 0.5 %

NMT 0.1 %

99.0 % — 101.5 % a.b.

IN - HOUSE SPECTFICATION

Test / Method

Specification

Related Substances

Organic Volatile

Impurities

InIneseu
1.  a-Aminopropiophenone HCI
2. Amphetamine HCI

Conforms

321




Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

PIROXICAM
Spec.No : P-09 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance A white or slightly yellow, crystalline powder.
Solubility Practically insoluble in water, soluble in methylene chloride, sparingly

Identification

Related Substance

Heavy Metals

soluble in ethanol.
First Identification
IR
Second ldentification
UV absorption, TLC,
TLC Conforms
NMT 20 ppm Pb.

Loss on Drying NMT 0.5 %
Sulphated Ash NMT 0.1 %
Residue on Ignition NMT 0.3 %
Organic Volatile Conforms
Impurities
Assay 980 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance Off-white to light tan or light yellow, odourless powder. Forms a

Particle Size

Melting Point

monohydrate that is yellow It shows polymorphism
[ 20 pm, 100 %
200°C
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

POTASSIUM CHLORIDE

Spec.No : P-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance A white, crystalline powder or colourless crystals.
Solubility Freely soluble in water, practically insoluble in ethanol.
Identification Reactions of Chlorides and Potassium
Appearance of Clear and colourless

Solution
Acidity or Alkalinity Conforms
Bromides Conforms
lodides Conforms
Sulphates NMT 300 ppm
Barium Conforms
Heavy Metals NMT 1 ppm Pb.
Iron NMT 20 ppm
Magnesium and NMT 200 ppm

Alkaline-Earth

Metals
Loss on Drying NMT 1.0 %
Sodium NMT 0.1 %
Aluminium NMT 1 ppm
Assay 99.0 % — 100.5 % to the dried substance

IN - HOUSE SPECTFICATION
Test / Method Specification

Organic Volatile
Impurities
Calcium

Arsenic

Conforms

NMT 75 ppm
NMT 2 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
POTASSIUM CHLORIDE (Cont.)

Spec.No : P-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Zinc NMT 3 ppm
Zinc and Copper NMT 30 ppm
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Research :

POTASSIUM GUAIACOLSULFONATE

Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No : P-11 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance -

Solubility -

Identification
Water
Selenium
Sulfate

Heavy Metals

IR, UV. Absorption

3.0-6.0%

NMT 0.003 %

No turbidity is produced in 1 minute : Conforms

NMT 0.002 %

Assay 98.0 % - 102 % on the a.b.
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance Crystalline powder or colourless or white crystals
Solubility Freely soluble in water, slightly soluble in methanol, practically

Identification

Appearance of
Solution
Alkalinity
Guaicol Content
Sulphates

Particle Size

insoluble in alcohol and methylene chloride

Potassium reaction, Colour Reaction (Iron chloride) : Conforms
TLC : Conforms

Clear, NMT YBg

NMT 3.50 ml of 0.1 N HCI : Conform
NMT 0.5 %

NMT 200 ppm

100 % NMT 100 Lm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

POTASSIUM NITRATE

Spec.No : P-12 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance Colourless crystals or a white, crystalline powder.

Solubility Freely soluble in water.

Identification

1. Reaction characteristic of potassium and of nitrates

2. Chemical reaction test

Arsenic NMT 2 ppm

Heavy metals NMT 20 ppm

Sodium NMT 0.1 %

Ammonium No odour of ammonia is detectable

Compounds

Chloride NMT 330 ppm

Sulphate NMT 0.12 %

Assay 99.0 % — 100.5 % to the dried substance
IN - HOUSE SPECTFICATION

Test / Method Specification
Solulility Practically insoluble in absolute alcohol

Chlorats and
Perchlorate
Calcium

Magnesium

Approx 0.007%

Approx 0.005 %
Approx 0.002 %
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

POVIDONE
Spec.No : P-13 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance White or yellowish-white powder or flakes, hygroscopic.
Solubility Freely soluble in water, in alcohol and in methanol, slightly soluble in

Identification

Appearance of
Solution

pH

Aldehydes

Peroxides

Hydrazine

Limit of Monobasic

or Tribasic Salt

acetone, practically insoluble in ether.
First Identification
IR, m3azansluiin freely soluble
Second ldentification
Chemical Reaction Test
:-with Potassium dichromate
:-with Dimethylaminobenzaldehyde
:-with lodine
Clear and not more intensely coloured than reference solution Bg, BYj
or Rg
3.0 — 5.0 (K-value 30)
NMT 500 ppm
NMT 400 ppm (as H,0,)
By TLC conforms (NMT 1 ppm)
NMT 0.4 ml of 1 N HCI

Assay 11.5 % - 12.86 of nitrogen a.b.
IN - HOUSE SPECTFICATION
Test / Method Specification

Vinylpyrrolidone
Monomer

Heavy Metal

Sulphated Ash

Conforms (NMT 5 ppm)

NMT 10 ppm Pb.
NMT 0.1 %

327




Research : Specification of Active Pharmaceutical Chemicals for Quality Control
POVIDONE (Cont.)

Spec.No : P-13 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Water NMT 5.0 %
Acetaldehyde NMT 0.05 %

Total Aerobic Plate NMT 100 CFU/g

Count
Mold / Yeast Conforms : (NMT 100 CFU/qg)
S. Aureus Negatives
PJadIna

Povidone ﬁagmmmﬁﬂﬁuﬁum K-Value (%aﬁmmim Viscosity 2848138281884 Povidone)
Aldtuann

K30 fia K-Value 27.0 to 32.4

K25 fa K-Value 22.5 to 27
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

POVIDONE - IODINE (IODINATED POVIDONE)

Spec.No : P-14 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A yellowish-brown or reddish-brown amorphous powder.

Solubility It is soluble in water and in alcohol. It is practically insoluble in

Identification

pH

lodide

Loss on Drying
Sulphated Ash

acetone.

IR

Colour reaction test with Starch Solution
Chemical reaction Test

pH of the solution 1.5 - 5.0

NMT 6.0 %

NMT 3.0 %

NMT 0.1 %

Assay 9.0 % - 12.0 % of available iodine, to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification

Residue on Ignition
K-Value of Povidone
Stability Test

pH

NMT 0.025 %

26 - 32

Loss NMT 6.0 % of lodine
1.5 - 2.5 (10 % solution)

¥ @
Yaddlnm

1. luana3g 189 USP fmuadianasgiusal
Heavy metal NMT 0.002 %
Nitrogen content 9.5 % - 11.5 % on the dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

POVIDONE K-90

Spec.No : P -15 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance White or yellowish-white powder or flakes, hygroscopic.

Solubility Freely soluble in water, in alcohol and in methanol, slightly soluble in

Identification

Appearance of
Solution

pH

Aldehydes

Peroxides

Hydrazine

Vinylpyrrolidone

Heavy Metals

Water

Viscosity, expressed

acetone, practically insoluble in ether.

IR, Colour Reaction, It is freely soluble in water R.
Clear solution and not more intensely coloured than reference solution
Bg, BYg or Rg

40-7.0

NMT 500 ppm

400 ppm H,0,

TLC

10 ppm

10 ppm Pb

NMT 5.0%

as K-value
Assay 11.5-12.8% N, a.b. ; povidone ﬁfl K-value > 15 : 90.0 — 108.0% of
stated range average
IN - HOUSE SPECTFICATION FOR OVIDONE K-90
Test / Method Specification

European Colour
Test

% Ash

Vinyl Pyrrolidone
Monomer

Aldehydes

% Nitrogen

Bg Minimum and Byg Minimum

NMT 0.1 %
NMT 10.0 ppm

NMT 0.05 % (as Acetaldehyde)
12.0 % - 12.8 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
POVIDONE K-90 (Cont.)

Spec.No : P -15 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN — HOUSE SPECTFICATION For Povidone K-90

Test / Method Specification

K-Value 85 — 95 1138 81 — 97.2

Salmonella Negative

Pseudomonas Negative

Aeruginosa

E coli Negative

% on 20 Mesh NMT 10 %

% on 200 Mesh NMT 80 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PRAZIQUANTEL
Spec.No : P-16 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or practically white crystalline powder odorless or having a faint

characteristic odor.

Solubility Very slightly soluble in water, freely soluble in alcohol and in
chloroform.

Identification IR

Melting Range 136 - 142°

Loss on Drying NMT 0.5 %

Residue on Igntion NMT 0.1 %
Heavy Metal NMT 0.002 %
Related Compound Conforms

Assay 98.5 % — 101.0 % to the dried substance

U %]
YadILNG
1. 1 HINNRIENNRLIUNIN9zINAsad Dissolution LWsINIINNTUA L maﬁﬁ'@]qaumﬁ’m’]s

NARAILFUNAW
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Specification of Active Pharmaceutical Chemicals for Quality Control

PREDNISOLONE

Spec.No : P-17 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white or almost white, crystalline powder, hygroscopic.

Solubility Very slightly soluble in water, soluble in alcohol and in methanol,

Identification

Specific Optical
Rotation

Related Substance

sparingly soluble in acetone, slightly soluble in methylene chloride.
First Identification
IR, TLC
Second Identification
TLC, Chemical Reaction Test
+96" to +102°

LC : conforms

Loss on Drying NMT 1.0 %
Impurities Hydrocortisone
Assay 97.0 % — 103.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Melting Point About 230
U.V. Absorption A% 400- 430 At the Max.

1cm
At 240 nm in Ethanol

¥ o
YadIlnNG

1. NANNINARALOAIINITALANY WUINDAIINIAcauUNadad Dissolultion

2. Particle Size JHNaGANINAALNUIZLANATY
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Specification of Active Pharmaceutical Chemicals for Quality Control

PRILOCAINE
Spec.No : P-18 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white crystalline substance or pellets or crystal
aggregates. At storage the crystals may cake into more or less solid
mass.
Solubility Slightly soluble in water, very soluble in ethanol.

Identification

Melting Point

Turbidity in ethanol
(96 vol %)

Color in ethanol (96
vol %)

Chromatographic
Purity (GC)

o-Toluidine

Heavy Metals

Sulphate

Residual on Ignition

Assay

IR
36 -39 ° C.
A (10 % 5 cm) at 650 nm NMT 0.150

A (10 % 5 cm) at 405 nm NMT 0.150
A (10 % 5 cm) at 436 nm NMT 0.100

Total Impurities NMT 0.5 %

NMT 100 microgram / g

NMT 20 microgram / g

Purity test in accordance with USP (Lidocaine)
NMT 0.1 %

99.0 — 101.0 %

Remark : A17392LUUNI0TI98AU

1. Appearance : ATIFILANBULRILIALAZUIINAILINNAIZIN

2. Assay: MWUSunnmdenddynuriais

3. Related Substances and Impurities : ADINTIIFAUANT DA AUA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PRIMAQUINE PHOSPHATE

Spec.No : P-19 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance An orange, crystalline powder.

Solubility Soluble in water, practically insoluble in alcohol and in ether.

Identification

Related Substances

Loss on Drying

Organic Volatile

First Identification
IR, Reaction of Phosphates
Second ldentification
UV absorption, TLC, Reaction of Phosphates
: Conforms
NMT 0.5 %
Conforms (USP)

Impurities
Assay 98.5 % - 101.5 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance An orange-red crystalline powder ; odorless
Acidity Conforms

Tapping Volume

Melting Point

5.0 g occupies not less than 10.0 ml and not more than 15.0 ml when
tapped down 20 times
About 200, with decomposition
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PROPOFOL

Spec.No : P-20 Rev.No. : Date :

Reference(s) : Specification No.of Page : 1/1

IN - HOUSE SPECIFICATION

Test / Method Specification
Appearance A clear, colorless to pale straw liquid.
Identification Comply with the approved test.

Water Content (KF) NMT 0.1 % wiv

Total Impurities NMT 3000 ppm
(HPLC)

2,6-Diethylaniline NMT 100 ppm

2,6-Diisopropyl NMT 100 ppm
quinone

3,3,5,5’-Tetraisopro NMT 250 ppm
pyl-4,4’-dihydroxy
biphenyl

Assay 98.5 — 101.5 % w/w

Remark : A1732144N13031988L
1. Appearance : A3IIROUANBMHZVAILANIVIAILT NIFUANEUlALLTABLIINAIWIATZIN
2. Assay: WAUSundmdayiuriais

3. Related Substances and Impurities : @84039F0UANTINRUA
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PROPRANOLOL HYDROCHLORIDE

Spec.No : P-21 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white or almost white powder.

Solubility Soluble in water and in alcohol.

Identification

Appearance of
Solution

Acidity or Alkalinity

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

First Identification

IR, Reaction of Chlorides
Second ldentification

M.P. 163 — 166 C, TLC, Reaction of Chlorides
Clear and not more intensely coloured than intensity 6 of the range of
reference solutions of the most appropriate colour.
Conforms
LC. : Conforms
NMT 20 ppm Pb.
NMT 0.5 %
NMT 0.1 %

Impurities A.3-(1-naphthyloxy) propane-1,2-diol (diol),
B. 4-isopropyl-1,7-bis (1-naphthyloxy)-4-azaheptane-2,6-diol (tertiary
amine)
Assay 99.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance White, crystalline powder; odorless

Optical Rotation
Melting Range

1.0°to + 1.0°
163 - 166 C
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PROPYLENE GLYCOL
Spec.No : P-22 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance Clear, colourless, viscous liquid having a slight characteristic taste. Is
practically odourless. Absorbs moisture when exposed to moist air.
Solubility Miscible with water, with acetone and with chloroform. Soluble in ether

Identification
Specific Gravity
Acidity

Water

Residue on Ignition

and will dissolve many essential oils, but is immiscible with fixed oils.
IR

1.035 — 1.037

NMT 0.20 ml of 0.1 N NaOH

NMT 0.2 %

NMT 0.005 wt%

Chlorides NMT 0.007 %
Sulphate NMT 0.006 %
Heavy Metal NMT 5 ppm (Pb)
Organic Volatile Conforms
Impurities
Assay NLT 99.5 %
IN - HOUSE SPECTFICATION
Test / Method Specification
Acidity NMT 0.002 % as Acetic acid (wt %)
Chlorides 1 ppm as CI (max.)
Iron NMT 0.5 ppm
Arsenic NMT 1 ppm (As)
Odour Practically odourless
Taste Slight, characteristic
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PROPYLENE GLYCOL (Cont.)

Spec.No : P-22 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Refractive Index 11 | 1.4329
20°C
Pour Point -60°C
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PROPYLTHIOURACIL

Spec.No : P-23 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance White or almost white, crystalline powder or crystals.
Solubility Very slightly soluble in water, sparingly soluble in alcohol, very slightly

Identification

Thiourea and Related

Substance
Heavy Metals
Loss on Drying
Sulphated Ash

Residue on Ignition

soluble in ether. It dissolves in solutions of the alkali hydroxides.
First Identification
M.P. 217 - 221°C, IR
Second ldentification
M.P., TLC, Colour Reaction Test
TLC : Conforms

NMT 20 ppm Pb.
NMT 0.5 %
NMT 0.1 %
NMT 0.1 %

Selenium NMT 0.003%
Ordinary Impurities Conforms
Organic Volatile Conforms
Impurities
Assay 98.0 % - 100.5 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance White crystalline powder, odorless

Tapping Volume
Ordinary Impurities
Organic Volatile

Impurities

5g occupies not less than 180 ml when tapped down 20 times
NMT 2.0 %
Absent
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PSEUDOEPHEDRINE HYDROCHLORIDE

Spec.No : P-24 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white, crystalline powder, odourless or almost odourless.

Solubility Freely soluble in water and in ethanol (96 %) sparingly soluble in

Identification

Acidity or Alkalinity

Clarity and Colour of
Solution

Melting point

Specific Optical
Rotation

Related Substance

Loss on drying

Sulphated Ash

chloroform.

IR, UV absorption
Reaction of chlorides
Conforms

Conforms

183° - 186~
+61.0° to +62.5°

Liquid chromatography :- Conforms
NMT 0.5 %
NMT 0.1 %

Assay 99.0 % — 101.0 % to the dried substance
IN — HOUSE SPECTFICATION
Test / Method Specification

pH of the Solution

Residue on Ignition

Organic Volatile
Impurities

(-)- Ephedrine

Hydrodrloride

46 -6.0
NMT 0.1 % Pb

Solvent listed in the USP are not used.

NMT 0.5 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PYRAZINAMIDE

Spec.No : P-25 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance A white, crystalline powder.

Solubility Sparingly soluble in water, slightly soluble in alcohol and in methylene

Identification

Appearance of
Solution

Acidity or Alkalinity

Related Substance

Heavy Metals

Water

Sulphated Ash

chloride, very slightly soluble in ether.
First Identification
IR
Second ldentification
M.P. 188°C - 191°C, UV absorption
Colour Reaction Test

Clear and colourless

Conforms

TLC : Conforms
NMT 10 ppm Pb.
NMT 0.5 %

NMT 0.1 %

Impurities Pyrazine-2-carboxylic acid
Melting Range 188° - 191°
Residue on Ignition NMT 0.1 %
Organic Volatile Conforms
Impurities
Assay 99.0 % - 100.5 % to the a.b.
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance Odorless
Heavy Metals NMT 20 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
PYRAZINAMIDE (Cont.)

Spec.No : P-25 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Fineness Passes through sieve no.60-not less than 90.0 %
Tapping Volume 5.0 g occupies not less than 8.0 ml and not more than 16.0 ml when
tapped down 20 times.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

PYRIDOXINE HYDROCHLORIDE

Spec.No : P-26 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white or almost white, crystalline powder.

Solubility Freely soluble in water, slightly soluble in alcohol, practically insoluble

Identification

Appearance of
Solution

pH

M.P.

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

Organic Volatile
Impurities

Chloride Content

in ether.
First Identification

IR, Reaction of Chlorides

UV absorption, TLC, Reaction of Chlorides

Clear and not more intensely coloured than reference solution Y

24-30

About 205°C with decomposition
TLC : Conforms

NMT 20 ppm Pb.

NMT 0.5 %

NMT 0.1 %

Conforms

16.9 % - 17.6 % on the dried basis

Assay 99.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance A white crystalline powder, odorless

Particle Size Data

Retains on sieve no.60; NMT 10.0 %
Passes through sieve no 100; NLT 70.0 %

¥
Yaddtne

ARITENATEIIANAIAT LT
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Research :

QUATIAPINE FUMARATE

Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No: Q-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance Fine white to off-white powder practically free from visible impurities.
Solubility

Identification

Appearance of a 5%
w/v Solution in
Aqueous
Acetonitrile

Water content

Sulfated ash

Heavy Metals

Specific Surface
Area

Related Subastances

by HPLC

Residual Solvents

Assay

IR, HPLC

Clear solution, practically free from extraneous matter not more colored

than Ph Eur standard Y6

NMT 0.5 % wiw
NMT 0.1 % wiw
NMT 10 ppm
04-13mlg

Des Ethanol : NMT 0.1 %
ArP : NMT 0.1 %
Other Individual : NMT 0.1 %

Total Others (= 0.05% w/w) : NMT 0.3 %

Total of All Related Substances (= 0.05 w/w)
Ethanol : NMT 0.2 %

Toluene : 250 ppm

98.0 — 102.0 % (water and solvent free)

:NMT 0.5 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

QUININE HYDROCHLORIDE

Spec.No: Q-02 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance Fine, silky needles, often in cluster, colourless

Solubility Soluble in water, freely soluble in alcohol, very slightly soluble in ether.

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Other Cinchona
Alkaloids

Sulphates

Barium

Loss on Drying

Sulphated Ash

TLC Conforms, Colour Reaction Test (1)
Colour Reaction Test (2) , Reaction of Chlorides

Clear and not more intensely coloured than reference solution Yy

6.0 — 6.8 (1 % solution)
-245° to 258°

LC : Conforms (NMT 2.5 %)

NMT 500 ppm
Conforms

6.0 % - 10.0 %
NMT 0.1 %

Assay 99.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification

Dihydroquinnine
Lead

Zinc

Arsenic

Particle Size

Distribution

219UNMIMIAUA NIAIFINGN 9 1TU
NMT 10 %

Conforms

Conforms

Conforms

Conforms
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

QUININE SULPHATE

Spec.No: Q-03 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance A white or almost white, crystalline powder, or fine, colourless needles.

Solubility Slightly soluble in water, sparingly soluble in boiling water and in

Identification

Appearance of
Solution

pH

Specific Optical
Rotation

Other Cinchona
Alkaloids

Loss on Drying

Sulphated Ash

Residue on Ignition

Heavy Metal

Chloroform —
Alcohol - Insoluble
Substances

Chromatographic
Purity

Limit of
Dihydroquinine
Sulfate

Organic Volatile

Impurities

alcohol, practically insoluble in ether.
TLC, Colour Reaction Test, Reaction of Sulphates

Clear and not more intensely coloured than reference solution GYg

5.7 — 6.6 (1 % solution)
-237° to 245°

LC : Conforms
30%-50%
NMT 0.1 %
NMT 0.1 %

NMT 0.001 %
NMT 0.1 %

Conforms

NMT 10.0 %

Conforms
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

QUININE SULPHATE (Cont.)

Spec.No: Q-03 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2
Test / Method Specification (Cont.)

Assay 99.0 % - 101.0 % to the dried basis

IN - HOUSE SPECTFICATION

Test / Method Specification
Appearance White, crystalline powder, Odourless
Tapping Volume 5 g occupies not less than 12.0 ml and not more than 20.0 ml when

tapped down 20 times
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Specification of Active Pharmaceutical Chemicals for Quality Control

RANITIDINE HYDROCHLORIDE

Spec.No : R-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification

Appearance A white or pale yellow, crystalline powder.

Solubility Freely soluble in water and in methanol, sparingly soluble in ethanol,

Identification

Appearance of
Solution

pH

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

Impurities

very slightly soluble in methylene chloride.
First Identification

IR, Reaction of Chlorides
Second ldentification

UV absorption, TLC, Reaction of Chlorides

Clear and not more intensely coloured than reference solution BY5

45-6.0

TLC : Conforms

NMT 20 ppm Pb.
NMT 0.75 %
NMT 0.1 %

A. N,N-bis[2[[[5][(dimethylamino)methyl]-furan-2-yllmethyl]thio]ethyl]-2-

nitroethene-1,1-diamine,

B. [[5-[[(2-aminoethyl)thiolmethyl]furan-2-yllmethyl]dimethylamine,

C. N-[2-[[[5-(dimethylamino)methyl]furan-2yl]methyl]sulphinyillethyl]-N*-
methyl-2-nitroethene-1,1-diamine,

D. N-[2-[[[5-(dimethylamino)methyl]furan-2-yljmethyl]thiolethyl]-2-
nitroacetamide,

E. N-[2-[[[5-[(dimethylamino)methyl]furan-2-ylImethyl]thio]ethyl]-N*-
methyl-2-nitroethene-1,1-diamine N-oxide,

F. [5-[(dimethylamino)methyljfuran-2-yljmethanol,

G. 3-(methylamino)-5,6-dihydro-2H-1,4-thiazin-2-one oxime,

H. N-methyl-2-nitroacetamide.
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

RANITIDINE HYDROCHLORIDE (Cont.)

Spec.No : R-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2
Test / Method Specification
Organic Volatile Conforms
Impurities
Chromatographic Conforms
Purity
Assay 98.5 % - 101.0 % to the dried substance

IN - HOUSE SPECTFICATION

Test / Method Specification
Appearance White crystalline powder, practically odourless It shows polymorphism
v [
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

RESERPINE
Spec.No : R-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification
Appearance A crystalline powder or small, white to slightly yellow crystals
darkening slowly on exposure to light
Solubility Practically insoluble in water and in ether, very slightly soluble in

Identification

Specific Optical
Rotation
Oxidation Products
Loss on Drying
Sulphated Ash

alcohol.
First Identification
IR
Second Identification
UV absorption Colour Reaction Test (1)
Colour Reaction Test (2) Colour Reaction Test (3)

-116° to —128° (1 % solution)

By UV absorption : Conforms
NMT 0.5 %
NMT 0.1 %

Assay 98.0 % - 102.0 % of Reserpine
99.0 % - 101.0 % of total alkaloids; to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance A white crystalline powder, Odourless
Expiry Date NLT three and a half years from time of arrival at the warehouse
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

RIBOFLAVIN
Spec.No : R-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Specification
Appearance A yellow or orange-yellow, crystalline powder.
Solutions deteriorate on exposure to light, especially in the presence of
alkali.
Solubility Very slightly soluble in water, practically insoluble in alcohol and in

Identification

Acidity or Alkalinity

ether. It is more soluble in a 9 g/l solution of sodium chloride than in
water.
First Identification
IR
Second Identification
Specific optical rotation, Colour Reaction Test

Conforms

Specific Optical -115° to —135° (0.5 % solution)
Rotation
Absorbance Conforms
Lumiflavine Conforms
Loss on Drying NMT 1.5 %
Sulphated Ash NMT 0.1 %
Organic Volatile Conforms
Impurities
Assay 98.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance A yellow to orange-yellow, crystalline powder, Odor, slight.

Heavy Metals
Arsenic

Mercury

NMT 0.1 %
NMT 3 ppm
NMT 1 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

RIBOFLAVIN (Cont.)

Spec.No : R-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Primary Aromatic NMT 100 ppm (as Aniline)
Amine
Organic Volatile Conforms
Impurities
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

RIBOFLAVIN SODIUM PHOSPHATE

Spec.No : R-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A yellow or orange-yellow, crystalline powder, hygroscopic.

Solubility Soluble in water, very slightly soluble in alcohol, practically insoluble in

Identification

pH

Specific Optical
Rotation

Lumiflavine

Related Substance

Inorganic Phosphate

Heavy Metal

Loss on Drying

ether.

UV. absorption, LC., Colour Reaction Test
Reaction of phosphates

5.5 - 6.5 (1 % solution)

+38.0° to 43.0° (1.2 % solution)

Conforms
Conforms
Confroms

NMT 10 ppm Pb.
NMT 8.0 %

Impurities Riboflavine 3’,4’ - diphosphate
Riboflavine 3’,5' - diphosphate
Riboflavine 4’, 5 . diphosphate
Riboflavine
Lumiflavine

Assay 73.0 % - 79.0 % of Riboflavine , to the dried substance

IN - HOUSE SPECTFICATION
Test / Method Specification

Sulphated Ash
Arsenic

Free Phosphate
Riboflavin

Diphosphate

NMT 25.0 %

NMT 3 ppm

NMT 0.5 % (on dried substance)
NMT 6.0 %
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

RIFAMPICIN
Spec.No : R-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 1/2
Test / Method Specification
Appearance Reddish-brown or brownish red crystalline powder, practically odorless.
Solubility Slightly soluble in water, acetone, alcohol and in ether, soluble in

Identification

pH

Water / Loss on
Drying

Heavy Metal

Sulfate Ash

Impurities (BP)

Related Substances
Crystallinity
Assay

methanol.

IR, UV, color reaction .
4.5-6.5 (1 g /100)

NMT 0.5 % at 80 ° C 4 hours

NMT 20 ppm Pb.

NMT 0.05 %

A. Rifampicin quinone

B. Rifampicin N-oxide

NMT reference solution (LC Conforms)
Conforms

97.0 — 102.0% d.b.*
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

RIFAMPICIN (Cont.)

Spec.No : R-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 2/2

IN - HOUSE SPECIFICATION

Test / Method Specification

Bulk Density 0.78-0.850 g / ml (Tapped) (depends on formulation and dosage form)
Related Substance RMP — quinone NMT 1.5 %

Other impurity NMT 1.0 %

Total impurities other than RMP-quinone NMT 3.5 %

Rifampicin Appearance : Brick-red to reddish brown granules; odourless or
Compacted practically odourless.
Fineness

Retained on sieve no 40 : NOT less than 20.0 %
Passed through sieve no 100 : Not more than 55.0 %
Tapping volume : 5.0 g-portion occupies not more than 8.0 ml when

tapped down 20 times.

Rifampicin Powder Appearance : Brick-red to reddish brown powder; odourless or
practically odourless.
Tapping volume : 5.0 g-portion occupies not more than 7.5 ml when

tapped down 20 times.

Shelf Life NLT 3.5 years from time of arrival at the factory.

* d.b. = dried basis

Remark : A1732144N13037713988L

1. Appearance : avaRHanIslasLiUAUAILINIAIZIN
2. Assay: lW3Smnmdimidyiuiess

3. Stability : Lﬁamsﬁmuﬂmqmﬂ"ﬁmﬁuﬁﬁa

4

. Organic Volatile Impurities : Lal@dinlainlidiasdu 9 ans
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Research :

ROPIVACAINE HYDROCHLORIDE

Specification of Active Pharmaceutical Chemicals for Quality Control

Spec.No: R-06 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White crystalline powder, odorless.
Solubility Soluble in water (about 50 mg / ml)

Identification

Melting Point

pH

Water

Specific Optical
Rotation

Clarity of Solution

Color of Solution

Achiral
Chromatoghraphic
Purity (HPLC)

Enantiomeric Purity

Residaul Solvent

Heavy Metals
Total Impurities
2,6-Xylidine
Microbiological
Condition

Assay

IR, CI Test

About 250 ° C. with decomposition
4.5 - 6.0 (1 % solution in water)
50-6.0%

-210 ° to —255 °

2 % solution is clear.

The absorbance (2 % in water, 5 cm) at 405 nm
The absorbance (2 % in water, 5 cm) at 436 nm
Total Impurities : NMT 0.5 %

Bupivacaine Hydrochloride : NMT 0.2 %

Any other single impurity less than 0.1 %

NMT 0.5 % of the (R)-enantiomer

Total : NMT 0.20 %

Methyl isobutylketone (MIBK) : NMT 0.05 %
Acetone

NMT 10 microgram Pb / g

: NMT 0.030
: NMT 0.025

Total Impurities (Sum of impurities of items 5,6,11) : NMT 1.0 %

NMT 10 microgram / g
NMT 101 micro-organism / g
No detectable pathogenic micro-organism.

98.5-101.0% a.b.*

* a.b. = anhydrous basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

ROPIVACAINE HYDROCHLORIDE (Cont.)

Spec.No: R-06 Rev.No. : Date :

Reference(s) : Specification No.of Page: 2/2

Remark : A17321h4N1307388L

1. Appearance: @3IFIUANBALHNILILABLABUIIMNAILINAIZIN

2. Assay: WWilsunmdn pdAAurase

3. Clarity and Color of Solution : sasasasauawle uazdasssazans wialiiulainlid
f1IANA

4. Related Substances : gniiiimsiisitosldnanssfiadasasragaunslagy TLC uas HPLC

5. Residaul Solvent : sasasrasaumslnilananndrrnazans tilosannilumsie

6. Microbiological Condition : fdaTIIROUANNYIIFINLTE
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Research : Specification of Active Pharmaceutical Chemicals for Quality

Control

ROXITHROMYCIN

Spec.No : R -07 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Specification

Appearance A white, crystalline powder, It shows polymorphism.

Solubility Very slightly soluble in water, freely soluble in acetone, in alcohol and

in methylene chloride. It is slightly soluble in dilute hydrochloric acid.

Identification IR, HPLC
Specific Optical -93° to -96°
Rotation

Related Substances L.C.

Water 3.0%
Assay 97.0 — 101.0% Cu; Hyg N,Oys ON a.b.
AaRILNG

1. mir‘hﬁu@Lﬂuﬁamﬁ:i‘ﬂu’éaﬂuﬂaEmma‘wumﬁ@‘hﬂummﬂi‘mqaumw6] unasaas
GadLIInIRdaannan
2. Impurities
1. erythromycin A,
2. 4-0O-de(2,6-didesoxy-3-C, 3-O-dimethyl-a-ribo-hexopyranosyl)erythromycin 10-(E)-[O-
[(2-methoxyethoxy)methylJoxime],
3. erythromycin 10-(E)-oxime,
4. erythromycin 10-(Z)-[[(2-Methoxyethoxy)-methylJoxime],
5. 3-O-demethylerythromycin (roxithromycin C) 10-(E)-[O-[(2-methoxyethoxy)methyl]
oximel],
6. N-demethylerythromycin 10-(E)-[[O-(2-methoxyethoxy)methylloxime],
7. Erythromycin 10-(E)-[O-[[2-methoxyethoxy)methoxy]methyl]oxime],
8. 13-desoxyerythromycin (roxithromycin B)10-(E)-[O-[(2-methoxyethoxy)methyl]-oxime],
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SALICYLIC ACID

Spec.No : S-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance A white, crystalline powder or white or colourless, acicular crystals.

Solubility Slightly soluble in water, freely soluble in alcohol an in ether, sparingly

Identification

Appearance of
Solution

Related Substance

Chlorides

Sulphates

Heavy Metals

Loss on Drying

Sulphated Ash

Impurities

Melting Range

soluble in methylene chloride.
First Identification
M.P. 158" - 161°C , IR
M.P., Reaction of salicylates

Clear and colourless

LC : Conforms

NMT 100 ppm

NMT 200 ppm

NMT 20 ppm

NMT 0.5 %

NMT 0.1 %
4-Hydroxybenzoic acid
4-Hydroxyisophthalic Acid
Phenol

158” - 161°

Assay 99.0 % - 100.5 % to the dried substance
IN — HOUSE SPECTFICATION
Test / Method Specification

4-Hydroxybenzoic
Acid

4-Hydroxyisophthalic
Acid

Phenol

NMT 0.1 %

NMT 0.05 %

NMT 0.05 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SALICYLIC ACID (Cont.)

Spec.No : S-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
IN — HOUSE SPECTFICATION (Cont.)
Test / Method Specification

Sum of Related

Substance

NMT 0.20 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SILVER SULPHADIAZINE

Spec.No : S-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White to creamy-white, crystalline powder, odorless to having a slight
odor. Is stable in air, but turns yellow on exposure to light.
Solubility Slightly soluble in acetone, practically insoluble in alcohol, in

Identification

Particle Size

chloroform and in ether; freely soluble in 30 % ammonium solution;
decomposes in moderately strong mineral acids.

IR, TLC, Test for Silver : Conforms

Average particle size : not greater than 10 Im, particle is greater than

40 Um : NMT 10 %

Loss on Drying NMT 0.5 %
Limit of Nitrate NMT 0.1 %
Chromatographic Conforms
Purity
Assay 98.0 % - 102.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification

Appearance Free
Sulphadiazine

TLC Purity

Silver Content

White microcrystalline powder NMT 0.4 %

Total impurities NMT 2 %
Individual impurities NMT 1 %
29.3 % - 30.5 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SIMETHICONE
Spec.No : S-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance Translucent, gray, viscous fluid.
Solubility Insoluble in water and in alcohol. The liquid phase is soluble in

Identification
Defoaming Activity

Loss on Heating

chloroform. In ether, and in benzene. but silicon dioxide remains as a
residue in these solvents.

IR

The defoaming activity time. NMT 15 seconds

NMT 18.0 %

Heavy Metal Conforms NMT 0.001 %
Organic Volatile Conforms

Impurities
Content of Silicon Conforms

Dioxide
Assay 90.5 % - 99.0 % of polydimethylsiloxane and NLT 4.0 and NMT 7.0 %

of silicone dioxide
IN - HOUSE SPECTFICATION
Test / Method Specification

Appearance Slight, characteristic odour, Homogeneous opalescent liquid

Silicon QOil Content
Acidity
Phenyl Compound

Mineral Oils

90.5 -99.0 %

NMT 3 ml of 0.01 N NaOH
NMT 0.2

NMT 0.1 mg/kg
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM ASCORBATE

Spec.No : S-04 Rev.No. : Date :
Reference(s) : USP24 / COA No.of Page: 1/1
Test / Method Specification

Appearance White to yellowish white or almost white crystalline powder, odorless or
practically odorless. It relatively stable in air. On exposure to light it
gradually darken.

Solubility Freely soluble in water, very slightly soluble in alcohol, insoluble in
ether and in chloroform.

Identification IR

pH 7.0-8.0

Specific Optical +103 to +108 °

Rotation

Loss on Drying NMT 0.25 %

Heavy Metal NMT 10 ppm

Lead NMT 10 ppm

Zinc NMT 25 ppm

Copper NMT 25 ppm

Arsenic NMT 3 ppm

Assay 99.0 - 101.0 % d.b.*

IN - HOUSE SPECIFICATION
Test / Method Specification
Shelf Life NLT 1.5 years from time of arrival at the factory.

* d.b. = dried basis

Remark : A7792LUUNI0TI98AU

1. Appearance : a79R%INIINlAULTIBUALAILINIATFIN

2. Assay: Wisnnmdmddgiuiad

3. Stability : tNamyfnuaagnslFeiuiaie
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM BICARBONATE

Spec.No : S-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance White, crystalline powder, Is stable in dry air, but slowly decomposes
in moist air. Its solution, when freshly prepared with cold water, without
shaking, are alkaline to litmus. The alkalinity increases as the solutions
stand, as they are agitated, or as they are heated.

Solubility Soluble in water, insoluble in alcohol.

Identification

Loss on Drying

Isoluble Substance

Carbonate

Normal Carbonate

Chloride

Limit of Sulfur
Compounds

Aluminium

Arsenic

Calcium and
Magnesium

Copper

Iron

Heavy Metals

Limit of Organics

Organic Volatile
Impurities

Assay

Tests for Sodium and for Bicarbonate : Conforms
NMT 0.25 %

Conforms

NMT 0.23 %

Conforms

NMT 0.015 %

0.015 %

NMT 2 [g per g.
NMT 2 [g per g.
Ca NMT 0.01 %
Mg NMT 0.004 %
NMT 1 [Ug per g.
NMT 5 [lg per g.
NMT 5 [g per g.
NMT 0.01 %

Conforms

99.0 % - 101.0 % , on the dried basis
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM BICARBONATE (Cont.)

Spec.No : S-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
IN - HOUSE SPECTFICATION
Test / Method Specification
C7arbonate NMT pH 8.6 (5 % solution)

Loss of Drying
Sulphate
Ammonium

Color of Powder

Particle Size

Phosphate and
Silicate (as SiO,)

Potassium

lodine Reducing

Matter (as 1)

NMT 0.25 %

NMT 150 mg/kg

NMT 20 mg/kg NH4

The CIE Whiteness of powder is not less than 80 , when determine
the color of powder by using data color/spectraflash 600 (D65 10 Deg).
Retained on 125 microns NMT 10 % w/w

NMT 0.005 %

NMT 0.001 %
NMT 0.0065 %
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Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM CHLORIDE

Spec.No : S-06 Rev.No.: Date :

Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method Specification

Appearance White crystalline powder or colorless crystal, odorless, saline taste.

Solubility Freely soluble in water, slightly more soluble in boiling water, soluble

Identification
Appearance of
Solution

Acidity or Alkalinity

Loss on Drying
Bromide
Aluminium
Magnesium and
Alkali-earth Metals

lodides

Arsenic
Iron
Barium

Ferrocyanides

Sulfate
Nitrite
Phosphate
Potassium

Heavy Metal

in glycerine, slightly soluble in alcohol.
Na , CI Test

Clear and colorless.

NMT 0.5 ml of 0.01 N HCI or 0.01 N NaOH is required to change
color.

NMT 0.5 %

NMT 50 ppm

NMT 0.2 ppm

NMT 100 ppm

No blue color when test with sodium nitrite, sulfuric acid and iodide-
free starch TS.

NMT 1 ppm

NMT 2 ppm

Clear solution when test with sulfuric acid and water

No blue color in 10 minutes when test with ferric ammonium sulfate
and ferrous sulfate solution

NMT 200 ppm

Absorbance NMT 0.01

NMT 25 ppm

NMT 500 ppm

NMT 5 ppm
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM CHLORIDE (Cont.)

Spec.No : S-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2
Test / Method Specification (Cont.)

Bacterial Endotoxins | NMT 5 1.U./g
Assay 99.0 - 100.5 % d.b.*

IN - HOUSE SPECIFICATION

Test / Method Specification

Filtration Rate NLT 300 ml/min
(After 2 liters of 20.15

% wi/v brine solution)

* d.b. = dried basis

Remark : A23921UN13AT2988L
1. Appearance : MHIENIANNTHINN ANzATNITad Pyrogen
2. Assay: Wisnnmdmddgiuiai

3. Pyrogen Test : naui lUia3ousnfinnl3aagay Pyrogen Test
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM CITRATE

Spec.No : S-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method Specification
Appearance White crystalline powder or white granular crystal, odorless, slightly
deliquescent in moist air.
Solubility Freely soluble in water, practically insoluble in alcohol.
Identification Na' and Citrate ion Test.
Appearance of Clear and colorless.
Solution
Stability In moist air slightly deliquescent.
Acidity or Alkalinity Conforms
Readily Carbonisable | Conforms
Substances
Water 11.0 % - 13.0 %
Heavy Metal NMT 10 ppm Pb
Chloride NMT 50 ppm
Oxalate NMT 300 ppm
Sulfate NMT 150 ppm
Pyrogens Conforms (for parenteral use)
Assay 99.0 - 101.0 % a.b.*
IN - HOUSE SPECIFICATION
Test / Method Specification
Arsenic NMT 1 ppm
Iron NMT 5 ppm
Calcium NMT 0.005 %
Ammonium NMT 0.003 %
Phosphate NMT 0.002 %
Insoluble Matter NMT 0.005 %
pH (1%) 75-9.0
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
SODIUM CITRATE (Cont.)

Spec.No : S-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2

Remark : 1332041309881
1. Appearance : a79R%INIDNlAUTIHUALAIINIATFIN
2. Assay: Wisnnmdmddgiuiad

3. Stability : L‘ﬁE]ﬂ’]iﬁ’m%@mQﬂ’]ﬂ“ﬁﬂ’lﬁuﬁﬁﬁd
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE

Spec.No : S-08 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance A white powder or colourless crystals

Solubility Very soluble in water, very slightly soluble in alcohol

Identification

Appearance of
Solution

pH

Reducing Substance

Chlorides

Sulphates

Arsenic

Heavy Metals

Iron

Loss on Drying

Solution is faintly acid, Reaction of phosphates
Reaction of sodium

Clear and colourles

4.2 — 4.5 : Conforms
Conforms

NMT 200 ppm

NMT 300 ppm

NMT 2 ppm

NMT 10 ppm Pb.
NMT 10 ppm
21.5% -24.0 %

Assay 98.0 % - 100.5 % to the dried substance
IN — HOUSE SPECTFICATION
Test / Method Specification

In Water Insoluble
Matter

Chloride (CI)

Fluoride

Hydrogen Phosphate
(HPO,)

Sulphate

Heavy Metals

Lead (Pb)

NMT 0.15 %

NMT 0.005 %
NMT 0.001 %
NMT 0.5 %

NMT 0.01 %
NMT 0.0005 %
NMT 0.0005 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE (Cont.)

Spec.No : S-08 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Mercury (Hg) NMT 0.0001 %
Organic Volatile Conforms
Impurities
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Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM FLUORIDE

Spec.No : S-09 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white powder or colourless crystals.

Solubility Soluble in water, practically insoluble in alcohol.

Identification
Appearance of
Solution

Acidity or Alkalinity

Chlorides
Fluorosilicates
Sulphates
Loss on Drying

Chemical Reaction Test, Color Reaction Test, Reaction of Sodium

Clear and colourless

NMT 0.25 ml of 0.1 M HCI is required to change the colour of the
indicator

NMT 200 ppm

Conforms

NMT 200 ppm

NMT 0.5 %

Assay 98.5 % - 100.5 % , of the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Alkaline NMT 0.1 %
Reacting Substance
(as NaOH)
Acidity (as HF) NMT 0.2 %
Hexafluorosilicate NMT 0.1 %

(SiF)
Heavy Metal
Fe
Organic Volatile

Impurities

NNT 0.003 % Pb.
NMT 0.005 %

Conforms
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Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM FORMALDEHYDE SULFOXYLATE (NF 19,2517)

Spec.No : S-10 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance White crystals or hard, white masses, having the characteristic odor of
garlic.
Solubility Freely soluble in water, slightly soluble in alcohol, in ether, in

Identification

Clarity and Colour of
Solution

Alkalinity

pH

Loss on Drying

Sulfide

Iron

Sodium Sulfite

chloroform, and in benzene
Chemical Reaction Test, Colour Reaction Test

Conforms

NMT 3.5 ml of 0.1 N H,SO, : Conforms
9.5 - 10.5 (2 % solution)

NMT 27.0 %

Conforms

NMT 0.0025 %

NMT 5.0 % of Na,SO,

Organic Volatile Conforms
Impurities
Assay 455 % - 54.5 % as of SO, to the dried substance
v [
PadILlNG

1. M7 Identification 8131 IR

2. BI1AWA Minimum shelf life Uszauas 1 1
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SODIUM LACTATE SOLUTION

Spec.No : S-11 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A clear, colourless, slightly syrupy liquid.

Solubility Miscible with water and with alcohol.

Identification

Appearance of
Solution

pH

Reducing Sugars
and Sucrose

Residual Solvents

Chlorides

Oxalates and
Phosphates

Sulphates

Aluminium

Barium

Heavy Metals

Iron

Bacterial Endotoxins

Reaction of lactates., Reaction of sodium

Not more intensely coloured than reference solution BY;

6.5 — 9.0 (20 % solution)

Conforms

GC, Conforms
NMT 50 ppm

Conforms

NMT 100 ppm

NMT 0.1 ppm

Conforms

NMT 10 ppm

NMT 10 ppm

NMT 5 IU. of endotoxin per gram

Assay 96.0 % - 104.0 % of the declared content of Sodium lactate
NLT 50 % m/m of sodium 2-hydroxypropinate
IN - HOUSE SPECTFICATION
Test / Method Specification

Refractive index

Citrate or Tartrate

1.409
Not detectable
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Specification of Active Pharmaceutical Chemicals for Quality Control

SULFAMETHOXAZOLE
Spec.No : S-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance A white or almost white, crystalline powder.
Solubility Practically insoluble in water, freely soluble in acetone, sparingly

Identification

Appearance of
Solution

Acidity

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

Selenium

Sulfanilamide and
Sulfanilic Acid

Organic Volatile
Impurities

Assay

soluble in alcohol, slightly soluble in ether. It dissolves in dilute
solutions of sodium hydroxide.
First Identification
M.P. 169° - 172°C , IR
Second ldentification
M.P., TLC , Chemical Reaction Test.
The solution is not more intensely coloured than reference solution Y,
BYs5 or GY;5
NMT 0.3 ml of 0.1 M NaOH is required
TLC : Conforms NMT 0.5 %
NMT 20 ppm Pb.
NMT 0.5 %
NMT 0.1 %
NMT 0.003 %
Conforms : 0.2 %

Conforms

99.0 % - 101.0 % , to the dried substance
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

SULFAMETHOXAZOLE (Cont.)

Spec.No : S-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECTFICATION

Test / Method Specification
Appearance White to off-white, practically odorless crystalline powder
Pasticle Size NLT 95.0 % by number of the particles are less than 37 microns on
size.

About 99.7 % particles pass through 90 micron sieve

About 100 % particles pass through 106 micron Sieve

¥ @
PadILN@

a a = a A =
1. WHIP1IDNAIWLNRIENTAR LU TITNHNAGDRVUDILLTA

2. YWNAVBINRLNLUNINER 8da , Suspension TANAGENTHAN
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Specification of Active Pharmaceutical Chemicals for Quality Control

TERBUTALINE SULPHATE

Spec.No : T-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white or almost white, crystalline powder.

Solubility Freely soluble in water, slightly soluble in alcohol, practically insoluble

Identification

Appearance of
Solution

Acidity

Related Substance

2-(1,1-

dimethylethylamino)-
1-(3,5-dihydroxy-
phenyl) ethanone

Heavy Metals

Loss on Drying

in ether.
First Identification
IR. , Reaction of Sulphates
Second Identification
UV. absorption , TLC. , Reaction of Sulphates
Clear. The absorbance of solution S measured at 400 nm in a 2 cm
cell is not greater than 0.11.
NMT 1.2 ml of 0.1 M NaOH is required
TLC : Conforms

Conforms

NMT 25 ppm Pb.
NMT 0.5 %

Assay 98.0 % - 101.0 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
2-(1,1- NMT 0.5 at 330 nm

dimethylethylamino)-
1-(3,5-dihydroxy-

phenyl) ethanone
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TERBUTALINE SULPHATE (Micronized)

Spec.No : T-02 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/1
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white crystalline powder, without odor or with a faint odor
of acetic acid, slightly bitter taste.
Solubility 1:4 in water, 1 : 500 in ethanol, 1 :370 in methanol, 1 : 10, 000 in

Identification

pKa

Melting Point

Water

Chloride

Particle Size (Coulter)
Counter

Assay

acetone, ether, chloroform.

IR, UV, SO, Test

8.8, 10.1 (for Amine and Phenolic) 11.2
About 250 ° C. with decomposition.
NMT 1.2 %

NMT 100 microgram/g

50 % particle of sphere of 4 micrometer or less

98.0 — 101.0 % a.b*

*a.b= anhydrous basis

Remark : A17392LUUWNI0TI98AU

1. Appearance : ATIFILANBULRILIABATUIINAILINNAIZIN

2. Assay: MWUSunmdenddynuriais

3. Particle Size: JHAAADAIINIIAZANAIVAIAILN
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TERBUTALINE SULPHATE (for Injection)

Spec.No : T-03 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/2
IN - HOUSE SPECIFICATION
Test / Method Specification
Appearance White to off-white crystalline powder, without odor or with a faint odor
of acetic acid, slightly bitter taste.
Solubility 1:4 in water, 1 : 500 in ethanol, 1 :370 in methanol, 1 : 10, 000 in

Identification

pKa

Melting Point
Clarity of Solution

Color of Solution

Acetic Acid
Water
Chloride
Metals
Sulphated Ash

0.070
0.100
0.150
0.270

NMTO0.3 %
NMT 0.5 %

at
at
at

at

acetone, ether, chloroform.
IR, UV, SO, Test
8.8, 10.1 (for Amine and Phenolic) 11.2
About 250 ° C. with decomposition.

2 % water solution is clear (Ph.Eur)

550 nm
500 nm
450 nm
400 nm

NMT 100 microgram/g
NMT 25 microgram / g
NMT 0.2 %

The absorbance of a 2 % water solution in 5 cm cell is NMT

Loss on Drying

NMT 0.5 % (105 ° C)

Absorbance of
Extractable

Impurities

The absorbance of 1 % solution in 1 cm cell between 250 and 360 nm

is NMT 0.1

3,5-Dihydroxy-w-t-
butyl-aminoaceto

phenone sulphate

The absorbance of 2 % solution in 0.1 M HCI in 1 cm cell at 330 nm

is NMT 0.47 (= 3 mg/ g)
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TERBUTALINE SULPHATE (for Injection) (Cont.)

Spec.No : T-03 Rev.No. : Date :
Reference(s) : Specification No.of Page: 2/2
IN - HOUSE SPECIFICATION (Cont.)
Test / Method Specification

Microbiological
condition

Assay

Storage

NMT 10 1 microorganisms / g

No detectable pathogenic microorganisms.

98.0 — 101.0 % a.b*

In tight containers protected from light at temperatures not exceeding

room temperature.

*a.b= anhydrous basis

Remark : 2732 UUNNIATIITOL

1. Appearance : A3IFIUANBULNILILALADUIINAILINIAIZIN

2. Assay: IWiUTunmdenddynuriais

3. Appearance of Solution : NIAZANULASRVBIRITAZAUNNAAENITLAILNENAA

4. Related Substances and Impurities : GInTIAIRALINTENNAGaANLaaaN B8N
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TERPIN HYDRATE

Spec.No : T-04 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance Colorless lustrous crystals or white powder. Has a slight odor, and

effloresces in dry air.

Solubility Slightly soluble in water, in chloroform, and in ether, very soluble in
boiling alcohol; soluble in alcohol; sparingly soluble in boiling water.
Identification IR, Chemical Reaction Test.

Water 9.0 % - 10.0 %

Residue on Ignition NMT 0.1 %

Residual Turpentine | No odor of Turpentine oil

Melting Point When dried in vacuum at 60° for 2 hours, it melt at about 103°
pH Neutral to litmus (1 % solution)
Assay 98.0 % - 100.5 % on a.b.

IN - HOUSE SPECTFICATION

Test / Method Specification

Appearance Colorless glistening rhombic prism, odor slightly aromatic.

Acidity or Alkalinity Conforms to BPC 1963
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TETRACYCLINE HYDROCHLORIDE

Spec.No : T-05 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance A yellow, crystalline powder.

Solubility Soluble in water, slightly soluble in alcohol, practically insoluble in

Identification

PH

Specific Optical
Rotation

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

Sterility

Bacterial Endotoxin

acetone and in ether. It dissolves in solutions of alkali hydroxides and

carbonates. Solutions in water become turbid on standing, owing to the

precipitation of tetracycline.

TLC : Conforms, Colour Reaction Test.
Reaction of Chlorides

1.8 — 2.8 (10 % solution)

-240° to -255° (1 % solution)

LC : Conforms
NMT 10 ppm Pb.
NMT 2.0 %

NMT 0.5 %
Conforms

NMT 0.5 IU of endotoxin per mg.

Impurities 4-Epitetracyline NMT 3 %
2 Acetyl-2 dicarboxamidotetracycline
Anhydrotetracyline NMT 0.5 %
4-Epianhydrotetracyline NMT 0.5 %
Assay 95.0 % - 100.5 % to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Assay Microbiological assay NLT 900 L{g per mg.
Expiry Date NLT three and a half years form time of arrival at the warehouse
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TETRACYCLINE HYDROCHLORIDE (Cont.)

Spec.No : T-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification

Related Substance 4-Epianhydrotetracyline : Conforms
Anhydrotetracyline : Conforms
4-Epitetracycline : Conforms

Chlortetracycline : Conforms
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

THEOPHYLLINE

Spec.No : T-06 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white, crystalline powder.

Solubility Slightly soluble in water, sparingly soluble in ethanol. It dissolves in

Identification

Appearance of
Solution

Acidity

Related Substance

Heavy Metal

Loss on Drying

Sulphated Ash

solutions of alkali hydroxides, in ammonia and in mineral acids.
First Identification
MP. 270° - 274°C, IR, Test for Loss on drying
Second ldentification
MP. , Colour Reaction Test, Test for Loss on drying and Reaction of
xanthines

Clear and colourless

NMT 1.0 ml of 0.01 M NaOH
By TLC NMT 0.5 %

NMT 10 ppm Pb.

NMT 0.5 %

NMT 0.1 %

Assay 99.0 % - 101.0 % , to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance pradanmeidu granules, Odourless

Organic Volatile
Impurities

Residue on Ignition

Conforms

NMT 0.15 %
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Specification of Active Pharmaceutical Chemicals for Quality Control

THIAMINE HYDROCHLORIDE

Spec.No : T-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance White or almost white, crystalline powder or colourless crystals.
Solubility Freely soluble in water, soluble in glycerol, slightly soluble in alcohol,

Identification

Appearance of
Solution

pH

Sulphated Ash

Organic Volatile
Impurities

Chromatographic
Purity

Nitrates

Sulphates

Water

Heavy Metals

Residue on Ignition

Assay

practically insoluble in ether.
First Identification
IR, Reaction of chlorides
Second Identification
UV (fluorescence), Reaction of chlorides
Clear and not more intensely coloured than reference solution Y, or
GY;
27-33
NMT 0.1%

KABNIINaRaU

KIBNIINOROU

No brown ring

NMT 300 ppm

NMT 5.0 %

NMT 2 ppm Pb

NMT 0.1 %

98.5 % — 101.5 % a.b.

IN - HOUSE SPECTFICATION

Test /| Method

Specification

Particle Size Data
Thru U.S.No 100

NLT 95 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

THIAMINE HYDROCHLORIDE (Cont.)

Spec.No : T-07 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
Remasks : ANILUUNIIATIVFOL

1. Stability : A13329138IMIRANLAL
2. Identification: N13A3IIROUTRAVEILNRBVY Thiamine

3. Labeling, Packaging and Storage
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

THIAMINE MONONITRATE

Spec.No : T-08 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance A white or almost white, crystalline powder or small, colourless
crystals.
Solubility Sparingly soluble in water, slightly soluble in alcohol and in methanol,

Identification

Appearance of
Solution

pH

Chlorides

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

freely soluble in boiling water.
First Identification
IR, Reaction of nitrates Test
Second Identification
UV (Fluorescence), Reaction of nitrates Test

Clear and not more intensely coloured than reference solution Y7

6.8-7.6

NMT 300 ppm

NMT 20 ppm Pb.
NMT 1.0 %

NMT 0.1 %

98.0 % — 102.0 % a.b.

IN - HOUSE SPECTFICATION

Test /| Method

Specification

271adnItrue
1. ¢89U3721n Organic volatile impurity
2. Chromatographic purity Gadthanin 1.0 %
3. Residue on ignition NMT 0.2 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

THYROID
Spec.No : T-09 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance Yellowish to buff-coloured, amorphous powder.
Solubility Having a slight characteristic, meat-like odour and a saline taste.

Identification

Microbial Limits

Microscopic method :- Conforms

Samonella spp. and Escherichia coli - Negative

Loss on Drying NMT 6.0 %
Limit of Inorganic Conforms
lodides
Assay 90.0 % - 110.0 % of the labeled amounts of Levothyroxine and
Liothyronine, on the dried basis
PadIna

1. moLma'a"uaa;jwaﬂvlﬁﬁmuwﬁaﬂaﬁﬁmau LT

1.1 YIu1nupad Lipid Total

1.2 YSunwpad Nitrogen

1.3 YIuwwed Ash

1.4 pH Y83Iv1IRERY

2. WUNFLRZIWIAAINNAZLDEAVRINIENUNAGE Appearance UaILNa
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Specification of Active Pharmaceutical Chemicals for Quality Control

TIMOLOL MALEATE

Spec.No : T-10 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white or almost white, crystalline powder or colourless crystals.

Solubility Soluble in water and in alcohol, practically insoluble in ether.

Identification

Appearance of
Solution

Related Substance

First Identification
Specific optical rotation , IR
Second Identification
Specific optical rotation, TLC, Colour Reaction Test

Clear and not more intensely coloured than reference solution Bg

TLC : Conforms

Loss on Drying NMT 0.5 %
Sulphated Ash NMT 0.1 %
pH 3.8-43
Specific Optical 5.7 t0 -6.2° , 10 % wi/v solution in 1 M HCL
Rotation
Melting Point 199°C , with decomposition
Assay 98.5 % - 101.0 % to the dried substance.
IN - HOUSE SPECTFICATION
Test / Method Specification

Identification

Organic Volatile
Impurities

Residue on Ignition

Heavy Metal

UV absorption : Conforms

USP Conforms

USP Conforms
USP Conforms
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TRIAMCINOLONE ACETONIDE

Spec.No : T-11 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance A white or almost white, crystalline powder.

Solubility Practically insoluble in water, sparingly soluble in alcohol, very slightly

soluble in ether.
Identification First Identification
IR., TLC : Conforms
Second Identification
TLC. , Color Reaction Test
Specific Optical +100° to +107° (1% solution)
Rotation

Related Substance By LC Conforms

Water NMT 2.0 %
Impurities Triamcinolone
Assay 97.0 % - 103.0 % to the a.b.

IN - HOUSE SPECTFICATION (Triamcindone Acetonide, Micronized)

Test / Method Specification
Identification UV (Methanol), HPLC : Conforms
Melting Point 285°C — 295°C
Loss o Drying NMT 1.5 %
Heavy Metals NMT 25 ppm

Residue on Ignition NMT 0.20 %

Purity HPLC NLT 99.5
Chromatographic Each Impurity NMT 0.25%

Purity Total Impurity NMT 0.50%
Other Steroids NMT 0.5 %
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TRIAMCINOLONE ACETONIDE (Cont.)

Spec.No : T-11 Rev.No. :

Reference(s) : USP24 / BP 98 / COA

Date :
No.of Page: 2/2

IN - HOUSE SPECTFICATION (Triamcindone Acetonide, Micronized) (Cont.)

Test /| Method

Specification

Residual Solvents Methanol NMT 500 ppm
Acetone NMT 700 ppm

Dichloromethane NMT 50 ppm

PaFINGA
1. Partide Size
1.1 <10 4 m NLT 99 %
1.2 <5 UUmNLT 70 %
2. Bulk Density 0.20 g/ml

3. ALALVWIAVDINIUNNHNAGDNITHANLIUSTIANATN

4. Related Substance (HPLC method)
Triamcinolone
Triamcindone Acetonide Acetate
9 Chloro Derived
1,2 Dihydrotriamcinolone Acetonide
Single Unknown

Total
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TRIFLUOPERAZINE HYDROCHLORIDE

Spec.No : T-12 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white to pale yellow, crystalline powder, hygroscopic.

Solubility Freely soluble in water, soluble in alcohol, practically insoluble in ether.

Identification

pH

Related Substance
Loss on Drying
Sulphated Ash

UV absorption maximum : Conforms
TLC for Phenothiazine : Conforms
Chemical Reaction Test : Conforms
Reaction of Chlorides

1.6 — 2.5 (10 % solution)

TLC : Conforms

NMT 1.5 %

NMT 0.1 %

Assay 99.0 % - 101.0 % to the dried substance.
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance White to pale yellow, practically odourless crystalline powder

Identification
MP
Residue on Ignition

Ordinary Impurities

IR

About 242°C with decomposition
NMT 0.1 %

NMT 1.5 % (Sum of all impurities)
NMT 0.5 % (Each impurity)
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TRIMETHOPRIM
Spec.No : T-13 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification
Appearance A white or yellowish-white powder.
Solubility Very slightly soluble in water, slightly soluble in alcohol, practically

Identification

Appearance of
Solution

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

insoluble in ether.
First Identification
MP. 199° - 203°C , IR
Second ldentification
MP. , UV. Spectophotometry, Colour Reaction Test.
The solution is not more intensely coloured than reference solution
BY;
TLC : conforms NMT 0.2 %
NMT 10 ppm Pb.
NMT 1.0 %
NMT 0.1 %

Assay 98.5 % - 101.0 % , to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Seiving N1 Seive no 40 NLT 95 % by wt.
N1 Seive no 80 NLT 75 % by wt.
Odour Odourless or almost odourless
Heavy Metal NMT 20 ppm Pb.

Volatile Impurities

pH at 20°C

NMT 2 ppm
7.5 to 8.5 (1 % solution)
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TRIPROLIDINE HYDROCHLORIDE

Spec.No : T-14 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance A white, crystalline powder : odourless or almost odourless.

Solubility Freely soluble in water, very soluble in chloroform; freely soluble in

Identification
Related Substance

Sulphated Ash

ethanol (96%); practically insoluble in ether.
IR , Reaction of Chlorides
TLC : Conforms (Z — isomer)

NMT 0.1 %

Water 4.5 % - 6.0 % wiw
Assay 98.5 % - 101.0 % to the a.b.
IN - HOUSE SPECTFICATION
Test / Method Specification

Identification
Heavy Metal

Impurities

Residual Solvents

IR , UV Spectrum : Conforms

NMT 20 ppm

TLC % Z-isomer NMT 2.0
Total NMT 3.0
% Ethyl acetate NMT 0.5

% Acetone NMT 0.5
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

TYROTHRICIN

Spec.No : T-15 Rev.No. : Date :
Reference(s) : USP22 / BP 98 / COA No.of Page: 1/1

Test / Method Specification
Identification Colour Reaction Test
Loss on Drying NMT 5.0 %
Assay 900 tlg - 1400 Llg of tyrothricin per mg

IN - HOUSE SPECTFICATION

Test / Method Specification
Description Beige powder
Fatty Substances Conforms
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

VITAMIN E (DL - X Tocopherol)

Spec.No : V-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance Viscous, yellow to reddish, almost odorless, clear oil.

Solubility Insoluble in water ; slightly soluble in alkaline solutions ; soluble in

Identification
Acidity

Organic Volatile

alcohol, in ether, in acetone.

Chemical Test, Optical Rotation, HPLC

18.0 — 19.3 ml. 0.10 N NaOH for alpha tocopheryl acid succinate
Benzene 2 mcg/g, Chloroform 60 mcg/g, 1,4-Dioxane 380 mcg/g

Impurities Methylene Chloride 600 mcg/g, Trichloroethylene 80 mcg/g
Assay 96.0 — 102.0 %
IN — HOUSE SPECIFICATION
Test / Method Specification

Refractive Index
Density
Sulphated Ash
Light Absorption

1.503 — 1.507

0.947 — 0.958

NMT 0.1%

E1%, 1cm atA max (292 nm) = 72.0 — 76.0 and
E1%, 1cm atA max (255 nm) = 6.0 — 8.0

397




Research : Specification of Active Pharmaceutical Chemicals for Quality Control

DRY Vitamin E 50 %, TYPE SD

Spec.No : V-02 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Specification

Appearance White, free-flowing powder ; odorless.

Identification Chemical Test, Optical Rotation, HPLC

Assay NLT 50.0 %

IN - HOUSE SPECIFICATION

Test / Method Specification
Loss on Drying NMT 6.0 % (105°C, 4 hours.)
Shelf Life NLT 2.5 years from time of arrival at the factory
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

XANTHAN GUM

Spec.No : X-01 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification

Appearance A white or yellowish-white, free-flowing powder.

Solubility Soluble in water giving a highly viscous solution, practically insoluble in

Identification

pH

Viscosity

2-Propanol

Other
Polysaccharides

Loss on Drying

Total Ash

Microbial

Contamination

organic solvents.

1. Chemical Reaction Test
2. Chemical Reaction Test
6.0 -8.0

At 24 £ 1°C NLT 600 cp.
NMT 750 ppm

TLC : Conforms

NMT 15.0 %
6.5%-16.0 %

Conforms

Heavy Metal NMT 20 ppm Pb.
Nitrogen NMT 1.5 %
Arsenic NMT 2 ppm
Mercury NMT 1 ppm
Cadmium NMT 1 ppm
Assay NLT 1.5 % of Pyrovoyl groups , to the dried substance
IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance Creamy crystalline powder

Bacteriological

Total plate count NMT 2000 per gram
Yeasts and Molds NMT 200 per gram

Pathogenic bacteria (Ecoli, Salmonella) : Negative
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

XANTHAN GUM (Cont.)

Spec.No : X-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
IN — HOUSE SPECTFICATION (Cont.)
Test / Method Specification

Particle Size

Through 80 mesh 100 %

Through 200 mesh NLT 92 %

¥ o
YaddLlnm

1. QWNIW2IIRITUNAN Particle size LTwNmUA 15w NMT 75 L= 98% 2z6ni

NMT 175 £1= 95 %

2. FaMNAIAINI UFAINATALRZAN
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ZIDOVUDINE
Spec.No : Z-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test / Method Specification
Appearance A white or brownish powder.
Solubility Sparingly soluble in water, soluble in ethanol.

Identification

Appearance

Specific Optical
Rotation

Related Substance

Heavy Metals

Loss on Drying

Organic Volatile
Impurities

Sulphated Ash

IR

The solution is not more intensely coloured than reference solution
BYs

+60.5° to +63° (1 % solution at 25 C)

TLC : Conforms
HPLC : Conforms
NMT 20 ppm
NMT 1.0 %

Conforms

NMT 0.25 %

Impurities A. 1-[(2R,5S)-5-hydoxymethyl-2-5-dihydro-2-furyl]-5methylpyrimidine-
2,4(1H,3H)-dione,
B. 1-(3-ch|oro-2,3-dideoxy-B -D-ribofuranosyl)-5-methylpyrimidine-2,4
(1H,3H)-dione,
C. thymine
D. triphenylmethanol

Others It melts at about 124°C and show polymorphism

Assay 97.0 % - 102.0 % to the dried substance

IN - HOUSE SPECTFICATION
Test / Method Specification
Appearance White to yellowish powder

Identification

US Spectrum ; HPLC method
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control
ZIDOVUDINE (Cont.)

Spec.No : Z-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2

IN - HOUSE SPECTFICATION (Cont.)

Test / Method Specification
Melting Point 118°C - 126°C
Bulk Density 0.48 — 0.70 g/ml
Tapped Density 0.74 — 1.02 g/ml
Particle Size NLT 80 % below 25 Lmin size
Residual Solvent GC - Acetone NMT 0.25 %
Isopropyl alcohol NMT 0.2 %
Methyl Isobutyl Ketone NMT 0.025 %
Expiry Date NLT two years form time of arrival at the warehouse
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Research :

Specification of Active Pharmaceutical Chemicals for Quality Control

ZOLMITRIPTAN
Spec.No : Z-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method IN — HOUSE SPECIFICATION
Appearance White to almost white powder.

Identification

Water Content
Sulphated Ash
Heavy Metals
Related Substances

- by CE

-by GC
- by HPLC

- Total

Particle Size

Assay

IR, HPLC
NMT 0.5 %
NMT 0.1 %
NMT 10 ppm

1765W92 : NMT 1.5 %

439C90 : NMT 0.2 %

276C91 : NMT 0.1 %

Each other impurity : NMT 0.1 %
4010W92 : NMT 0.1 %

420C90 : NMT 0.1 %

1652W92 : NMT 0.2 %

Each other impurity : NMT 0.1 %
NMT 0.5 %

Undersize at 180 Microns : NMT 85 %
97.0 — 102.0 % (Water and volatiles free)
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ACETYLCYSTEINE

Spec.No :

Reference(s) :

A-01

Rev.No. :

USP24 / BP98 / COA

Date :
No. of Page : 1/1

Test / Method swm | Swawlssomiindy LRANA
Tseow | wanzan | lamanzas q
fimau
Appearance 6 6 -
Solubility 6 6 -
Identification 6 5 1 ldauanasaulaae IR wald HPLC
Specific Optical 6 4 2 | lifieesie
Rotation
pH 6 6 -
Residual on Ignition 6 6 -
Heavy Metal 6 6 -
Zinc 6 6 -
Iron 6 6 -
Sulphated Ash 6 6 -
Loss on Drying 6 6 -
Related Substances 6 3 3 vl,&iﬁmimmgﬁu LNTIZINALLNG
(HPLC) (BP)
Sterility Test 6 4 2 ([@orauaunz) msdmdefidwiunsnaas
3Uuuy Dosage form sl Solution was
Inhalation
Assay 6 6 -
IN - HOUSE SPECIFICATION
Tapping Volume 4 2 2
Shelf-Life 4 2 2 MAUATNAMNLRUITTY %%amwaaﬁwﬁm
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ACTIVATED CHARCOAL

Spec.No : A-02 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 1/2
Test / Method e e IAAHA
Ts;amu wianzan | lamanzas )
faay
Appearance 4 4
Solubility 4 4
Acidity or Alkalinity 4 4
Reaction 4 4
Microbial Limit 4 4
Acid Soluble 4 3
Substances
Alkali-soluble 4 3
colored Substances
Alcohol Soluble 4 3
Substances
Fluorescent 4 - 4 lifieSasile
Substances
Loss on Drying 4 4
Sulphated Ash 4 3
Residue on Ignition 4 3
Potency/chemical 4 4
Assay
Heavy Metal 4 3
Chloride 4 3
Sulfide 4 3
Copper 4 3
Lead 4 3
Zinc 4 3
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ACTIVATED CHARCOAL (Cont.)

Spec.No : A-02 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 2/2
Test / Method Fwan | Smaulssauiiiui -
Tseow | wanzan | lamanzas q
fiao
Cyanogen 4 4 -
Compounds
Uncarbonized 4 4 -
Constituent
Adsorption Power 4 4 -
IN - HOUSE SPECIFICATION
Shelf Life 4 3 1 AITMARAANAMULANIZRY
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ACYCLOVIR (or ACICLOVIR)

Spec.No : A-03 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 1/2
Test / Method S | SmemTsarmiliiui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
faau
Appearance 9 9 -
Solubility 9 9 -
Identification 9 8 1 1% UV unu IR Spectrophotometry
Water (K.F) 9 8 1
Appearance of 9 7 2 laf'ledvinmsneseau
Solution
Heavy Metal 9 6 3 lsififviualu Pharmacopoeia
Sulfated Ash 9 7 2
Limit of Guanine 9 9 -
Related Substances 9 4 5 | 'lif std., :n@gunsal, 619899710 COA
(by HPLC) VOIHNAR
Ordinary Impurities 9 9 -
Assay 9 9 -
IN - HOUSE SPECIFICATION
Shelf Life 5 3 2 MARAANAMULRNIERY, supplier weinei
AABALANGIINT
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Spec.No :

Reference(s) :

A-04

ALBENDAZOLE

Rev.No. :

USP24 / COA

Date :
No. of Page : 1/1

Test / Method

UIN

Tso0u

4
naay

o A &
’\l'l%’l%[i\‘l\i'l%ﬂkﬂu'ﬂ

wianzan | lawnnzas

LANA

9

Appearance

5

Solubility

Identification

Loss on Drying

storage

Residue on Ignition

Heavy Metal

laivzylu UsP 24

Chromatographic

Purity

aj o oo o O,

O | DAl OO O] O
N

Assay

5 -

IN - HOUSE SPECIFICATION

Particle size

distribution

2 3

Wudaiauauneinnasi wazlweanusan

=

LAUNILAIEI bl LaTada, aslrldazi

NRUALDY

pH/Acidity/Alkalinity

Color Test

Y1AINLURLLDLA

Particle Size

Shelf Life

B I N I S

Supplier LARENTRUALANAING
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ALLOPURINOL
Spec.No : A-05 Rev.No.: Date :
Reference(s) : USP24 / BP98 / Ph.Eur 97/ COA No. of Page : 1/1
Test / Method Swm | Swaudsermiiui ARKA
Tseom | wanzan | lamanzas
faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 4 -
Solution
Loss on Drying 4 4 -
Heavy Metal 4 4 -
Sulphated Ash 4 4 -
Assay 4 4 -
Related Substances 4 2 2 ligens std, Svlufiiedasiioinmedt
IN - HOUSE SPECIFICATION
Impurities Profile 4 - 4 ":J’Etjomﬂ, 1aifl standard, &9kl HPLC
Solvent Residual 4 2 2 si§l standard
Particle Size 4 3 1 | lifieSesdie
Bulk Density 4 3 1| LifeSasile
Tapped Density 4 3 1 lifiinsosiia
Shelf-Life 4 2 2 MAUAANANR
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Spec.No: A 06

ALPHA TOCOPHEROL

Rev.No. :

Date :

Reference(s) : USP24 / BP 98 / COA No. of Page : 1/1
Test / Method S | SmemTsarmiliui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 1 1 -
Solubility 1 1 -

Identification

Acid Value

Heavy Metals

Sulphated Ash

Assay

1 -

IN - HOUSE SPECTFICATION

Description

1 -

Refractive Index

Density

Light Absorption
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Spec.No :

Reference(s) :

A-07

ALUMINUM HYDROXIDE GEL

Rev.No. :

USP24 / BP98 / COA

Date :
No. of Page : 1/1

Test /| Method

N

Tso0m

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

Wanzan | lamangas

LAGIAR

Appearance

5

Solubility

Identification

pH

Acid Neutralizing

Capacity

[ I B &) B @) BN IS |

a| ool oo
1

Chloride

Heavy Metal

taanu COA VBILHAA

Sulphate

Arsenic

Iron

1

Assay

(@2 I &) I @) BN S B @) B IS |

(@] ~ Al OO | W | O
1

IN - HOUSE SPECIFICATION

Foreign Particle

2 2

AUV AMULRAE T

Microbial Limit

2 2

TMAUATUAMULRAE T

Shelf-Life

TMAUATUAMULRAE T
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AMBROXOL HYDROCHLORIDE

Spec.No : A-08 Rev.No.: Date :
Reference(s) : Ph.Eur / COA No. of Page : 1/1
Test / Method S | SmemTsarmiliui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
Melting Point 6 6 -
pH 6 5 1
Appearance of 6 4 2
Solution
Clarity of Solution 6 6 -
Residue on Ignition 6 4 2
Loss on Drying 6 6 -
Heavy Metal 6 4 2
Arsenic 6 6 -
Related Substances 6 3 3 813 std. UW9, 81989010 COA 1BINNAR
Assay 6 6 -
IN - HOUSE SPECIFICATION
Impurities (HPLC) 5 3 2 148 std. WIsuifisy
Residual Solvent 5 2 3 69148 std daevinmsAnsnan
Shelf Life 5 2 3 MABAANANMULANIERY
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AMILORIDE HYDROCHLORIDE

Spec.No : A-09 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 1/1
Test / Method S | SmemTsarmiliui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Acidity 4 4 -
Water (by KF) 4 4 -
Residue on Ignition 4 4 -
Heavy Metal 4 2 2
Loss on Drying 4 3 1
Chromatographic 4 1 3 USP reference standard m%‘bamﬂ, A

Purity (TLC)
Related Substances 4 2 2 g9lalalt HPLC Tumsdiasnzs

(HPLC)
Assay 4 4 -

IN - HOUSE SPECIFICATION

Free acid 1 1 -
Storage 2 2 -
Sulfated Ash 1 1 -
Residual Solvent 4 2 2 minelfiSoudoumlden, maun
Organic Volatile 4 2 2 gafazlfidSuuiaumldnnn, srenuns

Impurities
Bulk Density 4 4 -
Shelf Life 4 3 1 Wz nuaaulssnn
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Research : Specification of Active Pharmaceutical Chemicals for Quality Control

AMINOPHYLLINE

Spec.No : A-10 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No. of Page : 1/1
Test / Method swow | Swanlssomiiins IBANA

T:saa'm wianzan | lamanzas )

finay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Water 2 2 -
Clarity of Solution 2 1 1
Color of Solution - - -
Sulfated Ash 2 1 1 §198997N COA BaIHHAR
Heavy Metal 2 1 1 §7198997N COA BaIHHAR
Related Substances 2 1 1 §198997N COA BaIHHAR
(TLC)
Assay - - -

IN - HOUSE SPECIFICATION

Shelf Life 2 1 1 INAUAANAIULRNIZRY
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AMITRIPTYLINE HYDROCHLORIDE

Spec.No : A-11 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No. of Page : 1/1
Test / Method S | SmemTsarmiliui IAAHA
T.iaa'm wanzan | Tawanzaa q
flaay
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Melting Point 3 3 -
Clarity and Color of 3 2 1 laifidnualu BP 1999
Solution
Loss on Drying 3 3 -
Sulfated Ash 3 3 -
Heavy Metal 3 3 -
Related Substances 3 2 1
(TLC)
Assay 3 3 -
IN - HOUSE SPECIFICATION
Residual Solvent 3 2 1| ldsnsnasas
Shelf Life 3 2 1| 'la stock RM
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AMOXICILLIN TRIHYDRATE (Compacted)

Spec.No : A-12 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Swam | Swaudsesmiiiui ARKA
Tseom | wanzan | lamanzas
fimay
Appearance 10 10 -
Solubility 10 9 1 laiassany BP 1998 u19tlszlan
Identification 10 9 1 ldmansaamamavlame IR
Appearance of 10 8 2
Solution
pH 10 10 -
Specific Optical 10 8 2 Vl,aiﬁm‘%aoﬁa, 148 std.
Rotation
Water (by K.F.) 10 10 -
Sulphated Ash 10 9 1
Related Substances 10 8 2
N,N-Dimethylaniline 10 8 2 lsifl cC
Impurities (as BP) 10 10 -
Assay (HPLC) 10 9 1 Limit w84 BP, USP ¢n41%
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AMOXICILLIN TRIHYDRATE (Compacted) (Cont.)

Spec.No : A-12 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
Test / Method S | Swaulsseuiiini AGHE

Tsoomw | wanean | lawmanzas

]
naay

IN - HOUSE SPECIFICATION

Heavy Metal 7 6 1 lailszylu USP 24 uaz BP 1998
Impurity Profile 7 5 2
Solvent Residual (by 7 4 3
GC)
Bulk Density 7 6 1
Tapped Density 7 5 1
Sieve Test 7 5 2
Shelf Life 7 6 1
Packaging and 7 6 1

Storage
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AMOXICILLIN TRIHYDRATE (micronized)

Spec.No : A-13 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method Swam | Swawbsormiiiui LG
Tso0m | wanzan | lamanzan )
finay
Appearance 8 8
Solubility 8 7 lsiaseny BP 1998 luunstlszlan
Identification 8 7 ldaunmnasamevldens IR
Appearance of 8 7
Solution
pH 8 8
Specific Optical 8 6 2 lifingosiia
Rotation
Water (by K.F.) 8 8
Sulphated Ash 8 7 1%fa§a%ﬁﬂ COA 284 Manufacturer
Related Substances 8 5 3 148 standard
Impurities (as BP) 8 8
N,N-Dimethylaniline 8 5 3 MWRILUTBUBUEIN, IAWNI
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AMOXICILLIN TRIHYDRATE (micronized) (Cont.)

Spec.No : A-13 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
Test / Method swow | Swwanlssomiiiins IBANA
T:Na'm wianzan | lamanzas )
finay
Assay (HPLC) 8 7 1 Limit 289 BP uaz USP @14ni
N — HOUSE SPECIFICATION
Heavy Metal 6 4 2
Impurity Profile 6 2 4 w1 stardard 'la'lel fhdlfimangeann
Solvent Residual (by | 6 2 4 wiansUIouisulale 1ad 6o
GC)
Bulk Density 6 4 2
Tapped Density 6 4 2
Sieve Test 6 4 2
Shelf Life 6 3 3 AAUAAINAMULANNZEN ®ID¥IN
Manufacturer
Packaging and 6 5 1
storage

File : QA-13-Amoxicillin Tri Micronize
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AMPICILLIN SODIUM (Sterile)

Spec.No : A-14 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method swow | Swwanlssomiiiins IBANA
T:Na'm wianzan | lamanzas )
finay
Appearance 8 8 -
Solubility 8 8 -
Identification 8 7 1 ldaansnanaseuldals IR
Clarity 8 8 -
pH 8 8 -
Specific Optical 8 8 -
Rotation
Water (by K.F.) 8 8 -
Heavy Metal 8 8 -
N,N-Dimethylaniline 8 4 4 W std. 810, 1AW, L1 ba Ll process
nMILaIBN ampicillin sod.
Methylene Chloride 8 5 3 std. 187N, INALLN
2-Ethylhexanoic Acid 8 8 1 std. B8N, AN
Bacterial Endotoxins 8 8 -
Sterility 8 8 -
Assay 8 8 -
Related Substances / 8 6 2 143 standard, std. wws
Impurity
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AMPICILLIN SODIUM (Sterile) (Cont.)

Spec.No : A-14 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
Test / Method S | SmemTsarmiliiui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
IN - HOUSE SPECIFICATION
Color of Solution 6 6 -
lodine-Absorbing 6 6 -
Substance
Particulate Matter 5 5 -
Solubility Test 6 6 -
Packaging and 6 6 -
Storage
Shelf Life 6 5 1 LA VIR LR FTAARL
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AMPICILLIN TRIHYDRATE (Compact)

Spec.No : A-15 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test / Method Swam | Swaudsesmiiiui ARKA
Tso0m | wanzan | lamanzan
finay

Appearance 8 8 -
Solubility 8 8 -
Identification 8 7 1 ldmansaamasavlame IR
Appearance of 8 7 1 LRONHINUIRITD

Solution
pH 8 7 1 Limit 289 USP W&z BP @19n%
Specific Optical 8 4 4 lifiinsosiia

Rotation
Water (by K.F.) 8 7 1 AITLTIDANN 1998
Sulphated Ash 8 6 2
Related Substances 8 5 3 ldsansnanaseule
N,N-Dimethylaniline 8 4 4 masdToufiou e
Assay (HPLC) 8 7 1 Limit 089 USP 24 n319n31 BP 1998

IN - HOUSE SPECIFICATION

Heavy Metal 8 6 2 laifiszylu BP 1998 uaz USP 24
Transmittance at 430 8 6 2 Vl,&iﬁsziﬂu reference

nm.
Impurities Profile 8 4 4 laifians standard, 1 related substance

uaa 39 laiasvingn

Bulk Density 8 6 2 Limit Auiundazu3un
Tapped Density 8 6 2
Shelf Life 8 6 2
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AMPICILLIN TRIHYDRATE (powder)

Spec.No : A-16 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test / Method S | SmemTsarmiliiui IAAHA
T‘i\‘ld'l% winnzan | lalmanzas )
finou

Appearance 5 5 -
Solubility 5 5 -
Identification 5 4 1 ldaansaamamavlame IR
Appearance of 5 5 -

Solution
pH 5 4 1 Limit USP uaz BP @19N
Specific Optical 5 3 2 | lifiesesie

Rotation
Water (by K.F.) 5 4 1 MWUAaIN BP 98
Sulphated Ash 5 5 -
Related Substances 5 4 1 ldsansnanaseu’le
N,N-Dimethylaniline 5 3 2 laisunsaasiaseule
Assay (HPLC) 5 4 1 Limit USP 24 2zn319n11

IN - HOUSE SPECIFICATION

Heavy Metal 3 2 1 laivzylu USP 24 uaz BP 1998
Transmittance at 430 3 3 -

nm
Impurity Profile 3 1 2 1aifl std.
Particle size 3 2 1 waszuIEndugimue
Bulk Density 3 2 1 waszuIEndugimue
Tapped Density 3 2 1 waszuIEndugimue
Storage 3 3 -
Shelf Life 3 2 1 MARAAN supplier

424




ﬁ‘aym’faﬁmuﬂwm5§1uﬁ?m”a1nzzuuaaun1waﬂnfsamunﬁmm

ANASTROZOLE
Spec.No : A-17 Rev.No.: Date :
Reference(s) : Specification No.of Page: 1/1
Test / Method Fwan | Smaulssauiini -
Tli\‘l\‘i'l% wianzan | lamanzas )
faau
IN - HOUSE SPECIFICATION

Appearance 2 2 -
Identification 2 2 -
Clarity of Solution 2 2 -
Sulphated Ash 2 2 -
Water Content (K.F) 2 2 -
Specific Related 2 2 -

Substances (HPLC)
Other Related 2 2 -

Substances
Heavy Metal 2 2 -
Residual Solvent 2 2 -

(GC)
Specific Surface Area 2 2 -
Microscopy 2 2 -
Assay 2 2 -
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ASCORBIC ACID (Coated)

Spec.No : A-18 Rev.No.: Date :
Reference(s) : COA No.of Page: 1/1
Test / Method S | SmemTsarmiliui IAAHA

T‘i\‘ld'l% wianzan | lamanzas )

finau
Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Loss on Drying 5 5 -
Residual on Ignition 5 4 1 §198997N COA 8IKHAR
Heavy Metal 5 4 1 198991N COA UaIKHAR
Assay 5 5 -

IN - HOUSE SPECIFICATION

Shelf Life 5 3 2 g@n&lmmmmzﬁm
Particle Size 5 4 1
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Research :

Spec.No :

Reference(s) :

Specification of Active Pharmaceutical Chemicals for Quality Control

A-19

Rev.No. :

USP24 / BP 98 /COA

ASCORBIC ACID (Fine Powder)

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0u

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

LANA

Appearance

9

Solubility

Identification

Water

Clarity

Specific Optical

Rotation

© | © | ©| | ©

~ © ||| | o
1

A oA A
LaideIasiia

Residual on Ignition

Heavy Metal

Iron

A oA A
Laida3asiia

Copper

A A A
LaideIasiia

Lead

A oA A
Laida3asiia

Arsenic

A oA A
Laida3asiia

Zinc

A oA A
Laida3asiia

Oxalic Acid

A A A
LaideIasiia

Sieve Test

A oA A
LaidaIasiia

Packaging and

Storage

O ©| 0| ©| V| O O] | ©

© |00 | 0| 0| || ]| |, o

Assay

9 -

IN - HOUSE SPECIFICATION

Melting Point

Shelf Life

Particle Size

A oA A
LaideIasiia
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ASCORBIC ACID (Injection)

Spec.No : A-20 Rev.No.: Date :
Reference(s) : USP24 / COA No.of Page: 1/1
Test / Method dmaw | Swoulsomdidiui L‘VW!N’G]
Tsoom | waanzan | Tamanzan
faay
Appearance 1 1 -
Solubility 1 1 -
Identification 1 1 -
Clarity 1 1 -
Specific Optical 1 1 -
Rotation
Residual on Ignition 1 1 -
Heavy Metal 1 1 -
Iron 1 1 -
Copper 1 1 -
Oxalic Acid 1 1 -
Bacterial Endotoxins 1 1 -
Packaging and 1 1 -
Storage
Sieve Test 1 1 -
Assay 1 1 -
IN - HOUSE SPECIFICATION
Shelf Life 1 1 -
Particle Size 1 1 -
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Spec.No :

Reference(s) :

ASPIRIN

A-21
USP24 / BP98 /COA

Rev.No. :

Date :
No.of Page: 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

Tsoom | wanzaw

4
neay

Talwmanzan

tRAHA

Appearance

Solubility

Identification

lLisunInaragauldeny IR

Melting Point

Clarity and color of

solution

N NN~
N NN NN

Heavy Metal

Loss on Drying

Related Substances

aifd Acetylsalicylgalicylic acid (ASSA)

Salicylic Acid Free

Sulfated Ash

Assay

NN NN NN
N[ N[NV

IN - HOUSE SPECIFICATION

Screen Test

3

A oA A
LaidaIasiia

Shelf Life

1

1ai'lé" stock raw material
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ATENOLOL
Spec.No : A-22 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method S | SmemTsarmiliui IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Melting Point 5 5 -
Clarity and Color of 5 5 -

Solution
Specific Optical 5 4 1

Rotation
Chloride 5 4 1
Sulphated Ash 5 4 1
Loss on Drying 5 5 -
Related Substances | 5 3 2 | lalgwadelwnsiaszd

(by HPLC)
Impurities Detail (BP) 5 4 1
Assay 5 5 -
Storage 5 5 -

IN - HOUSE SPECIFICATION

Shelf Life 5 4 1 Tastwuaiduanasgiunas
Bulk Density 5 4 1 Tiarsimuaiduanasgiunany
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Spec.No :

Reference(s) :

ATROPINE SULFATE

A-23
USP24 / BP98 /COA

Rev.No. :

Date :
No.of Page: 1/2

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

Tsoom | wanzaw

4
neay

Talwmanzan

tRAHA

Appearance

Solubility

Identification

Melting Point

pH

Specific Optical

Rotation

A DD
B T T I I N

Clarity of Solution

Color of Solution

Acidity

Water (by KF)

Residue on Ignition

Loss on Drying

Heavy Metal

Apoatropine

1315817 standard

Assay

L I A L R
AN O WIW|W || |

IN - HOUSE SPECIFICATION

Oxidizable Impurity

Impurity easily

carbonized

Unknown Alkaloid
and Decomposition

Products

431




ﬁ’ayaﬁ‘aﬁﬂwuﬂmmsg"iun"?m"’mnuﬂﬂaaumwmnfsamuwﬁmm

Spec.No :

Reference(s) :

A-23

ATROPINE SULFATE (Cont.)

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 2/2

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

IN — HOUSE SPECIFICATION

Other Alkaloid 3 3 -

Chromatographic 3 2 1 Tifissunasgn
Purity (HPLC)

Residual Solvent 3 3 -

Shelf Life 3 3 -
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Spec.No: B-01

Reference(s) :

BACAMPICILLIN HYDROCHLORIDE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method Fwan | Smaulssauiini -
T‘i\‘ld'l% wianzan | lamanzas )
faau

Appearance 2 2 -

Solubility 2 2 -

Identification 2 2 -

Appearance of 2 2 -
Solution

pH 2 2 -

Specific optical 2 2 -
Rotation

Dimethylaniline 2 2 -

Other Organic 2 2 -
Solvents

Degradation 2 2 -
Products

Water 2 2 -

Sulphated Ash 2 2 -

Storage 2 2 -

Assay 2 2 -

IN - HOUSE SPECIFICATION

Microbiological 2 2 -

Condition
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Spec.No :

Reference(s) :

B-02

BACITRACIN ZINC

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
pH 2 2 -
Bacitracin F and 2 1 1
Related Substances
Zinc 2 1 1
Loss on Drying 2 2 -
Potency - - -
IN - HOUSE SPECIFICATION
Shelf Life 2 1 1 MARAATNAMULRNIERY
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Spec.No :

Reference(s) :

BAMBUTEROL HYDROCHLORIDE

B-03

Rev.No. :

Specification

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wisnzan | lawnnzas

IN - HOUSE SPECIFICATION

Appearance

Solubility

Identification

pKa

Clarity of Solution

Color of Solution

Water

Sulphated Ash

Residual Solvent

N N N N N N N N N
1

Chromatographic

Purities (LC)

NINIDNIDNIDNIDNI NN IDNDDN

-
-

WIARIINIAIFNN

Assay
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Spec.No :

Reference(s) :

B-04

Rev.No. :

USP24 / BP98 /COA

BETAMETHASONE VALERATE (Micronized)

Date :
No.of Page: 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“1&%'3'1

T‘i\‘ld'l% winnzan | lalmanzas

fimou
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Meting Point 4 4 -
Specific Optical 4 3 1 [ lufe3esile

Rotation
Loss on Drying 4 4 -
Sulfated Ash 4 3 1 §198997N COA 8IKHAR
Residual on Ignition 4 3 1 198991N COA UaIKHAR
Related Substances 4 2 1 g9l4lald HPLC Tuniiaes 81989370
COA 184HNE%
Assay 4 4 -
IN - HOUSE SPECIFICATION

Storage 1 1 -
Particle size 4 2 2 lifeSasile, 1989310 COA
Methylene chloride 4 3 1 198997N COA 8IKHAR
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BICALUTAMIDE

Spec.No : B-05 Rev.No.: Date :
Reference(s) : Specification No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
Tli\‘l\‘i'l% wianzan | lamanzas )
faau
IN - HOUSE SPECIFICATION

Appearance 2 2 -
Identification 2 2 -
Appearance of 2 2 -

Solution
Water Content 2 2 -
Sulphated Ash 2 2 -
Heavy Metals 2 2 -
Related Impurities 2 2 -

(HPLC)
Residual Solvent 2 2 -

(GC)
Specific Surface Area | 2 1 1 aLa3asdiadin e
Sulphate 2 2 -
Residual on Ignition 2 2 -
Assay 2 2 -
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BISACODYL
Spec.No : B-06 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method $wan | Swaulssomiiiin -
T‘iamu wanzan | Tawanzaa q
finey
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 1 ldaunsnanameuldais IR
Melting Point 4 4 -
Loss on Drying 4 4 -
Residue on Ignition 4 4 -
Heavy Metal 4 4 -
Acidity or Alkalinity 4 4 -
Related Substances 4 4 -
(TLC)
Assay 4 4 -
IN - HOUSE SPECIFICATION
Related Substance 3 2 1
(HPLC)
Residual Solvent 3 2 1
Particle Size 3 3 -
Shelf Life 3 3 -
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Spec.No :

Reference(s) :

B-07

BP98 / COA

Rev.No

BORAX

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANITEN

Talwmanzan

Appearance

2

Solubility

Identification

Appearance of

Solution

2
2
2

N NN DN

pH

Heavy Metal

Sulphate

Ammonium

Calcium

Arsenic

Assay

NN [IDNIDN|IDN|IDN|DN

NI NIDNIDNIDN NN

IN-HO

USE SPECIFICATION

Shelf Life
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Spec.No :

Reference(s) :

BROMHEXINE HYDROCHLORIDE

B-08

Rev.No. :

USP24 / BP 98 /COA

Date :
No.of Page : 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“1&%'3'1

T‘i\‘ld'l% winnzan | lalmanzas
faay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 6 1 ldaansaamamavlame IR
Loss on Drying 7 7 -
Sulfated Ash 7 5 2 §198997N COA 8IKHAR
Related Substances 7 3 4 std. wignn euws, Tufiedesdalums
BIGraE
Assay 7 7 -
IN - HOUSE SPECIFICATION
Storage 2 2 -
Particle size 4 2 2 | lifeesiie
Shelf Life 4 1 3 13i8n17 stock raw material, ﬁ’mu@@l’m@r
NRA KIDUAMULRNZTN
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Spec.No :

Reference(s) :

BROMPHENIRAMINE MALEATE

B-09

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 1/1

Test / Method

IUIN

o A &
’\l'l%’l%[i\‘l\i'l%ﬂkﬂu'ﬂ

LANA

T‘i\‘l\‘i'l% wianzan | lamanzas
fimou
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Melting Point 7 7 -
pH 7 7 -
Loss on Drying 7 7 -
Residue on Ignition 7 6 1
Heavy Metal 7 6 1
Related Substances 7 3 4 | ac, solalgdnwnand, gun3nflluns
(GC) nageuMAgY, il standard
Impurities (BP) 7 7 -
Assay 7 7 -
IN-HOUSE SPECIFICATION
Optical rotation 1 1 - wTafiasaneLig
Reference standard 1 1 - ﬁ"sﬁaﬁmiﬁﬂﬂnﬁu
Storage and 2 2 - vatanesanwLy
Packaging
Shelf-Life 6 4 2 | lald stock RM, sihazimuaana
Manufacturer
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Spec.No: B-10

Reference(s) :

Rev.No. :

USP24 / BP 98 / COA

BUDESONIDE

Date :

No.of Page: 1/1

Test / Method

IUIN

o A &
i)'l%’l%[i\‘i\i'l%ﬂkﬂu'ﬂ

LANA

T‘i\‘l\‘ﬂ% wianzan | lamanzas

faau
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Related Substances 2 2 -
Epimer A 2 2 -
Methanol 2 2 -
Loss on Drying 2 2 -
Impurities 2 2 -
Assay 2 2 -

IN — HOUSE SPECIFICATION

Particle Size 2 2 -
(Coulter Counter)
Particle Size 2 2 -
(microscopy)
Organic Solvents 2 2 -
Related Substances 2 2 -

(LC)

442




ﬁ’ayaﬁ‘aﬁﬂwuﬂmmsg"iun"?m"’mnuﬂﬂaaumwmnfsamuwﬁmm

CALCIUM GLUCONATE

Spec.No : C-01 Rev.No.: Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
Organic Impurity and 2 2 -
Boric Acid
Sucrose and 2 2 -
Reducing Sugars
Chloride 2 2 -
Sulfate 2 2 -
Magnesium and 2 2 -
Alkali Metals
Residue on Ignition 2 2 -
Loss on Drying 2 2 -
Heavy Metal 2 2 -
Arsenic 2 2 -
Limit of Iron 2 2 -
Microbial 2 2 -
Contamination
Limit of Oxalate 2 2 -
Limit of Phosphate 2 2 -
Assay 2 2 -
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CALCIUM GLUCONATE (Cont.)

Spec.No : C-01 Rev.No.: Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 2/2
Test / Method S | swawlssowiifinda LAGANA

Ti\id'l% WANITEN V‘,NIWIN'IKEVN

4
naay

IN - HOUSE SPECIFICATION

Shelf Life 2 2 -

File : QC-01-Calcium Gluconate
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Spec.No :

Reference(s) :

C-02

CALCIUM CARBONATE

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 1/1

Test / Method

MUIN

Tso0m

P
naay

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

5

Solubility

Identification

Substances Insoluble

in Acetic Acid

5
5
5

Chloride

Sulphate

Arsenic

Barium

Heavy Metal

Iron

Lead

Mercury

Limit of Fluoride

Loss on Drying

Magnesium and

Alkali Salts

(@2 I & ) I I ) BN I &) [ I ) I I &) [ (@ ) I I &) [N @ ) IS I &) B @3 |

B S ) B I O B A R T I U I - R - B -
—_—

Assay

5 -

IN - HOUSE SPECIFICATION

Whiteness

2 2

A 6 s 1 ada
Vl,uuqﬂmmmnmimma, T3insuas

Nnagay

Particle Size

Vl,;xiﬁqﬂmni

Sieve Residue (45

micrometer)

pH
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CARBOCYSTEINE

Spec.No : C-03 Rev.No.: Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
fimou
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
pH 4 3 1
Specific Optical 4 1 3 lLifie3asiiadaszes
Rotation
Appearance of 4 2 2 ¥ luwag aanuns
Solution
Ninhydrine-positive 4 2 2 £198997N COA 8IKHAR
Substances
Chloride 4 4 -
Sulphate 4 4 -
Heavy Metal 4 2 2 198997N COA 8IKHAR
Loss on Drying 4 4 -
Sulphated Ash 4 2 2 198997N COA 8IKHAR
Assay 4 4 -
IN - HOUSE SPECIFIATION
Related Substances 3 1 2 ldnmuitnesey 1-cysteine NARAY purity
test Uni
Shelf Life 3 2 1 MAUAGTNAMNULRUE T
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CARISOPRODOL
Spec.No : C-04 Rev.No.: Date :
Reference(s) : USP24 / COA No.of Page: 1/1
Test / Method Swm | Swaudsermiiui ARKA
Tsoom | waanzan | Tamanzan
faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Point 4 4 -
Residue on Ignition 4 3 1
Loss on Drying 4 4 -
Sulphated Ash - - -
Heavy Metal 4 3 1
Limit of 4 3 1
Meprobamate
(TLC)
Assay 4 4 -
IN - HOUSE SPECIFICATION
Clarity of Solution 3 3 -
Related Substances 3 2 1 zdnsnawsiun g
(TLC)
Residual Solvent 3 1 2 LifieSasile, avfnwnawianld
Particle Size 3 3 -
Bulk Density 3 3 -
Shelf Life 3 3 -
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Spec.No :

Reference(s) :

CEFAMANDOL NAFATE (For Injection )

C-05

Rev.No

USP24 / BP 98 /COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANITEN

Talwmanzan

Appearance

1

Solubility

1

Identification

1

pH

Water

Particulate Matter

Related Substances

Bacterial Endotoxins

Sterility

Toxicity

Potency

Assay (HPLC)

USE SPECIFICATION

Buffer Content

(Sodium Carbonate)

Packaging and

Storage

Shelf Life
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CEFTRIAXONE SODIUM

Spec.No : C-06 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Appearance of 3 3 -

Solution
pH 3 3 -
Specific Optical 3 3 -

Rotation
Water (by KF) 3 3 -
Related Substances 3 3 -

(TLC)
Bacterial Endotoxins 3 3 -
Sterile 3 3 -
Assay 3 3 -

IN - HOUSE SPECIFICATION

Crystallinity 1 1 - Uuadan1Iazans
Rale of solution 1 1 - mwm’mﬁ’ﬂummza’m
Bulk density 1 1 -
Particulate matter 1 1 - mwg}émﬂaﬂﬂaau
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CEPHALEXIN

Spec.No : C-07 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA

T‘i\‘ld'l% wianzan | lamanzas )
fimou
Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
pH 6 5 1 Limit USP 24 n319n71 BP 1998
Specific Optical 6 3 2 | lifieseede
Rotation
Water 6 6 -
Light Absorption 6 6 -
Sulphated Ash 6 5 1
N,N Dimethylaniline 6 4 2 wiansSouioulild wazsaiunwe
Related Substances 6 3 3 FIVIATZIURILIN QTN
Assay 6 5 1 Limit USP 24 n319n71 BP 1998
IN - HOUSE SPECIFICATION
Bulk Density 6 5 1 Limit A3 wALLARZL319N
Tapped Volume 6 5 1 Limit A58 %A ULAR L3N
Particle Size 6 6 -
Packaging and 6 6 -
Storage

Shelf Life 6 4 1 U1TMAUAAIN manufacturer
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CEPHAZOLIN SODIUM (Sterile, Lyophilized )

Spec.No : C-08 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 6 6 -
Solubility 6 6 -
Identification 6 5 1 ldaunsnasiaevldeie IR
pH 6 6 -
Specific Optical 6 5 1 lLifie3asiiadaszes
Rotation
Water 6 6 -
Clarity 6 6 -
Sterility 6 6 -
Bacterial Endotoxins 6 6 -
N,N Dimethylaniline 6 5 2 Supplier Hugwinlaif
Related Substances 6 4 2 Standard impurity LWW3IX1N
Impurities 6 6 -
Assay 6 6 -
IN - HOUSE SPECIFICATION
Color of Solution 4 4 -
Foreign Particle 4 3 1 sansanasavldud limit Agslsdmnn
Packaging and 4 4 -
Storage
Rate of Solution 1 1 -
Particulate matter 1 1 -
Shelf Life 4 2 2 #1TMAUAAIN Manufacturer
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Spec.No :

Reference(s) :

CETIRIZINE DIHYDROCHLORIDE

C-09

Rev.No

BP98 /COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

Solubility

Identification

pH

Appearance of

Solution

N

Wl wWw |~ D

Related Substances

(HPLC)

= =
GaRISIRHITINZ T IR 7 g1n, i’lﬂ’]gd

Heavy Metal

Loss on Drying

Sulphated Ash

Residue on Ignition

1331w BP 98

Impurities

Assay

N N R NE

A D IDN|DDN

IN-HO

USE SPECIFICATION

Melting point

spec LANLANVRILNILTI9U

Storage

spec LANLANVRILNILTI9U

Shelf Life

$1LANWAAIN Manufacturer
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Spec.No :

Reference(s) :

CETRIMIDE

C-10 Rev.No.:

BP98 /COA

Date :
No.of Page: 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

T‘i\‘ld'l% wianzan | lamanzas
finay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 4 -
Solution
Acidity or Alkalinity 4 4 -
Amines and Amine 4 3 1 ﬁ]z?lm:}’nl,a:l,ﬁ&llu spec. galy
Salts
Loss on Drying 4 4 -
Sulphated Ash 4 4 -
Assay 4 4 -
IN - HOUSE SPECIFICATION
Shelf Life 4 2 2 | lai'ld stock, laiarsminviua

453




ﬁ’ayaﬁ‘aﬁﬂwuﬂmmsg"iun"?m"’mnuﬂﬂaaumwmnfsamuwﬁmm

CHLORAMPHENICOL

Spec.No : C-11 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
Melting Point 6 6 -
pH 6 6 -
Specific Optical 6 5 1 nagaule ud limit lias9a% reference 1

Rotation BP 8z USP
Loss on Drying 6 6 -
Residual on Ignition 6 6 -
Chromatographic 6 6 -

Purity
Related Substances 6 5 1 sadSpufisumlden sengs
Assay 6 6 -

IN - HOUSE SPECIFICATION

Heavy Metal 5 4 1 laifszylu USP uaz BP
Arsenic 5 4 1 lifinsoeia
Lead 5 5 -
Copper 5 4 1 lifie3asila
Chloride 5 5 -
Degraded Product 5 2 3 lsifians standard
By Product (Total) 5 5 -
Shelf Life 5 3 2 UI1TMAUAAIN manufacturer
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CHLORAMPHENICOL SODIUM SUCCINATE (Sterile)

Spec.No : C-12 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 1 ldaunsnasiaevldeie IR
pH 3 3 -
Specific Optical 3 3 -
Rotation
Water (K.F) 3 3 -
Bacterial Endotoxins 3 3 -
Sterility 3 3 -
Assay 3 3 -
IN - HOUSE SPECIFICATION
Free 2 1 1 wsasfialinsan

Chloramphenicol

Chloramphenicol 2 1 1 w3asilalainau
Disodium
Disuccinate
Solubility Test (1 2 2 -
g/3.5 ml)
Degraded Product 3 1 2 lsifians standard
By Product (Total) 2 2 -
Shelf Life 2 2 -
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CHLOROQUINE PHOSPHATE

Spec.No : C-13 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T.iamu wanzan | Tawanzaa q
finey

Appearance 2 2 -

Solubility 2 2 -

Identification 2 2 -

Melting Point 2 2 -

Appearance of 2 2 -

Solution

pH 2 2 -

Water 2 2 -

Heavy Metal 2 2 -

Loss on Drying 2 2 -

Related Substances 2 2 -

(TLC)
Assay 2 2 -
IN - HOUSE SPECIFICATION
Tapping Volume 2 2 -
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Spec.No :

Reference(s) :

CHLORPHENIRAMINE MALEATE

C-14

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 1/1

Test / Method

N

Tso0m

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

ANEEN

Tawmanzan

LAGIAR

Appearance

Solubility

Identification

Melting Point

Appearance of

Solution

© | | | 0

~N |0 | 00| 0|

Loss on Drying

Residue on Ignition

Heavy Metal

Sulfated Ash

Related Substances

(TLC)

@ | 0| O | OO | O

N| o | NN o®

Assay

IN - HO

USE SPECIFICATION

Organic Volatile

Impurities

4 Laidiasasia, lusnuale referent

Particle Size

- fnasia stability

Reference Standard

Distinction from
Sulfuric Acid

Chromogens

Pakaging and
Storage

Shelf Life

1 13183 stock raw. material
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Spec.No :

Reference(s) :

CHLORPROMAZINE HYDROCHLORIDE

C-15

Rev.No. :

BP98 /COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 & 1
mwmfiaa‘mnmwn

wanzan | laangas

tRAHA

Appearance

2

Solubility

Identification

Melting Point

pH

Heavy Metal

Loss on Drying

Sulphated Ash

Related Substances

(TLC)

NINIDNIDNIDN|IDN|IDN|DN

NINIDNIDNIDNIDNIDNIDN|DN
1

Assay

2 -

IN - HOUSE SPECIFICATION

Tapping Volume

2 -

Particle Size

Shelf Life
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CHLORPROPAMIDE

Spec.No : C-16 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/1
Test / Method swow | Swwanlssomiiiins IANA
T:Na'm wianzan | lamanzas )
finay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Point 4 4 -
Loss on Drying 4 4 -
Sulfated Ash 4 3 1
Heavy Metal 4 3 1
Related Substances 4 3 1
(TLC)
Assay 4 4 -
IN - HOUSE SPECIFICATION
Clarity and Color of 3 3 -
Solution
Residual Solvent 3 2 1
Tapping Volume 3 2 1 i GERGER TR
Particle Size 1 1 - Anadia dissolution Va9 tablet
Storage 1 1 -
Shelf Life 3 2 1 Tdaasinua
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Spec.No :

Reference(s) :

CIMETIDINE

C-17 Rev.No.:

USP24 / BP 98 /COA

Date :
No.of Page: 1/2

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% winnzan | lalmanzas )
faou

Appearance 8 8 -

Solubility 8 8 -

Identification 8 6 1 ldaansaamamavlame IR

Melting Point 8 8 -

Clarity 8 6 2 azvmaiinlu spec do'll

Loss on Drying 8 8 -

Residual on Ignition 8 7 1

Heavy Metal 8 7 1

Chromatographic 8 5 3 lailalt HPLC Tumsasiasay RW, a3

Purity wasgnlaid

Packaging and 8 8 -

Storage

Assay 8 8 -

IN - HOUSE SPECIFICATION

Reference standard 1 1 -

Specific rotation 1 1 - ﬁ'ﬁaﬁﬁuﬁ'aﬁgﬁ]ﬁwamaa polymorphism
waztuduldldeenliinda (Manufacturer)
Y polymorphism lu COA éne

Polymorph 7 5 2 fiesas IR ua'laiwiledn wavenumber latis
van form 1udu A %38 B, lainuit
NORBUKN polymorph

Selenium 7 5 2 f9141a 1 HPLC Twnsdnmn
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CIMETIDINE

Spec.No : C-17 Rev.No.:

Reference(s) :

USP24 / BP 98 /COA

Date :
No.of Page: 2/2

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“1&%'3'1

T‘i\‘ld'l% winnzan | lalmanzas

fnou
Individual Impurity 7 6 1 914 lélg HPLC Tunsdnmn
Total Impurity 7 6 1 f9bal'la bt HPLC Tuns@nm
Organic Volatile 7 4 3 galalednen, golsfiesasiie
Impurity
Shelf Life 7 5 2 1sifinng stock RW, laimsinua
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Spec.No :

Reference(s) :

C-18

CIMETIDINE (For Injection)

Rev.No. :

USP24 / BP 98 /COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o A & 1
mwmfsaa‘mnmwn

LANITEN

Taiimanzan

tRAHA

Appearance

2

Solubility

Identification

Melting Point

Clarity

Loss on Drying

Residual on Ignition

Heavy Metal

Chromatographic

Purity

NINININIDN|IDN|IDN|DN

NININIDNIDNIDNIDNIDN|DN

Bacterial Endotoxins

Packaging and
Storage

Assay

USE SPECIFICATION

Polymorph

Selenium

Vlsjﬁqﬂmzﬁ

Individual Impurity

Total Impurity

Organic Volatile

Impurities

NINIDNIDN|DN

Specific Optical

Rotation

1Na15ew1 Polymorph

Total Imputity

Shelf Life

laia1sinnue
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Spec.No :

Reference(s) :

CIPROFLOXACIN HYDROCHLORIDE

C-19
USP24 / BP98 /COA

Rev.No. :

Date :
No.of Page: 1/2

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘l\‘i'l% winnzan | lalmanzas )
finau
Appearance 5 5
Solubility 5 5
Identification 5 5
pH 5 5
Water 5 5
Residue on Ignition 5 4 1#taa1n COA wad Manufacturer ALAEINE
Heavy Metals 5 4 lfaa1n COA w89 Manufacturer ALAEINE
Fluoroquinolonic 5 2 3 | amanasgwnengs, 59lilals HPLC u
Acid (Impurity A) MINATITH RW
Sulfate 5 5
Chromatographic 5 2 3 141614 HPLC TumsAazid RW, &g
Purity Wisuipumldonn, mangs, 1duaann
COA 83 Manufacturer
Impurities 5 3 2 f9bal'la bt HPLC Tumsdeaesd, lduawes
COA 83 Manufacturer
Assay 5 5
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Spec.No :

Reference(s) :

CIPROFLOXACIN HYDROCHLORIDE

C-19

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page: 2/2

Test / Method

MU

Tso0m

P
neay

o a4 &
%’]%’]%Ti\‘i\i’]%ﬂl‘iﬂ%']’]

LANTEN

Taimanzan

tRAHA

IN - HO

USE SPECIFICATION

Reference standard

1

Packaging and

1

storage

Shelf Life 5 2 3 RW 1aild stock, myfnuaazgainainu
LANISRY vﬁaﬁmmmn COA 283
Manufacturer

Particle size 5 1 4 n1Ig particle size UBJIN PNUNAADNITHAR

1<
gILUG
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CISAPRIDE
Spec.No : C-20 Rev.No.: Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test / Method S | swawlssowiifinda LAGANA

Ti\id'l% WANITEN V‘,NIWIN'IKEVN

4
neay

Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Appearance of 5 4 1
Solution
Specific Optical 5 4 1
Rotation
Water (by KF) 5 4 1
Heavy Metal 5 4 1
Sulphated Ash 5 4 1
Related Substances 5 3 2 | ll@ld HPLC et
(HPLC)
Assay 5 5 -
IN - HOUSE SPECIFICATION
Storage 2 2 -
Shelf Life 4 2 2 | la stock &1, lainasivue
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CLIOQUINOL
Spec.No: C-21 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method 3w | swanlsesmiifind

tRAHA

Tsoomw | wanean | lawanzas

]
naay

Appearance 3 3 -

Solubility 3 3 -

Identification 3 3 -

Acidity or Alkalinity 3 3 -

Free lodine 3 2 1

Halide lons 3 2 1

Related Substances 3 1 2 lifie3es GC
Loss on Drying - - -

Sulphated Ash 3 2 1

Assay 3 3 -

IN — HOUSE SPECIFICATION
Storage condition 1 1 - LAY, A5¥N
Absorbance (5%; 1 3 3 -
cm)in

dimethylformamide

Sieving 3 3 -
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CLOBETASOL PROPIONATE (Micronized)

Spec.No : C-22 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test / Method Swm | Swaudsermiiui ARKA
Tsoom | waanzan | Tamanzan
faay

Appearance 2 2 -

Solubility 2 2 -

Identification 2 2 -

Melting Point 2 1 -

Specific Optical 2 1 1

Rotation

Residue on Ignition 2 1 1

Loss on Drying 2 2 -

Heavy Metal 2 1 1

Chromatographic 2 1 1

Purity
Impurities 2 1 1
Assay - - -
IN - HOUSE SPECIFICATION

Impurity profile 1 1 -

Residual Solvent 1 1 -

Particle Size 1 1 -

Bulk Density 1 1 -

Shelf Life 1 1 -
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CLORAZEPATE DIPOTASSIUM

Spec.No : C-23 Rev.No.: Date :
Reference(s) : USP24 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Related Substances 4 2 2 as¥mItanlu spec.
(TLC)
Loss on Drying 4 4 -
Heavy Metal 4 3 1 as¥mItanlu spec.
Assay 4 4 -
IN - HOUSE SPECIFICATION
Appearance of 1 1 -
Solution
Storage Conditions 3 3 -
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Spec.No :

Reference(s) :

C-24

CLOTRIMAZOLE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Appearance of 8 5 3
Solution
Residue on Ignition 8 6 2
Loss on Drying 8 8 -
Heavy Metal 8 5 3
Imidazole (TLC) 8 5 3 148 standard
(o-Chlorophenyl) 8 3 5 14i§l standard, 9%ilens@nm
diphenylmethanol
Assay 8 8 -
IN - HOUSE SPECIFICATION
Melting Point 6 6 -
Particle Size 6 3 3 lifin3asiie, %ua%iﬁ‘ugmmam@iaw%ﬁﬂ
Storage Condition 1 1 -
Shelf Life 6 4 2 AAUAMUANUANNZEN, AT
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CLOXACILLIN SODIUM (Compact)

Spec.No : C-25 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test / Method dwan | Smonlssemdivini mqwa
Tseom | wanzan | lamanzas
faay

Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Clarity of Solution 8 8 -
pH 8 8 -
Specific Optical 8 6 2 laifie3asilo, Ronviadoawunn

Rotation
Water (by K.F.) 8 8 -
N,N-Dimethylaniline 8 5 3 mim‘%mmﬁﬂmﬁmgo, lifie3as GC
2-Ethylhexanoic Acid | 8 6 2 aIIsugumeIn, Mag
Related Substances / 8 6 2
Impurities
Assay 8 8 -

IN - HOUSE SPECIFICATION

Crystallinity 1 1 asmzaziinadamaazaeiaiduem
Disolution 1 1 ﬁ’lL%ﬁlEﬂ
Impurities HPLC 7 5 2 wianUTouiieuldon wazadniniudaz
Main Impurities 7 5 2 L3091 3L AN MWAN IR
Bulk Density 7 5 2 813l Naa1n COA 289 Manufacturer
Tapped Density 7 5 2 8713l THa31N COA 2849 Manufacturer
Packaging and 7 7 -

Storage
Shelf Life 7 4 3 A2IMNRUAAN Manufacturer %38a14ANH

LANISRA
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CLOXACILLIN SODIUM (Sterile)

Spec.No : C-26 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/2
Test / Method swm | Sy LAANE
Tso0m | wanzan | lamanzas
oy
Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Clarity of Solution 5 5 -
pH 5 5 -
Specific Optical 5 5 -
Rotation
Water (by K.F.) 5 5 -
N,N-Dimethylaniline 5 3 2 mafSauisumlden mengs
2-Ethylhexanoic Acid | 5 3 2 mafSauisumlden mengs
Bacterial Endotoxins 5 5 -
Sterility 5 5 -
Assay 5 5 -
Related Substances/ | 5 3 2 mafSauisumlden mengs
Impurities
IN - HOUSE SPECIFICATION
Impurities HPLC 4 3 1 M USsuisum ldein qﬂmtﬁm’%aaﬁa‘lﬁ
UszENDIAIWE9IN
Main Impurities 4 3 1 M USsuisum ldenn qﬂmtﬁm’%aaﬁa‘lﬁ
UszENDIAIWENINT
Color of Solution 4 4 -
Particulate Matter 4 4 -
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Spec.No :

Reference(s) :

C-26 Rev.No. :
USP24 / BP98 / COA

CLOXACILLIN SODIUM (Sterile) (Cont.)

Date :
No.of Page: 2/2

Test / Method

° o a4 &
ATNIN Q’]%’!%‘[ﬁ\‘i\i’]%ﬂl‘ﬂ%?’]

Tsoomw | wanzan | lamanzan

P
naay

tRAHA

IN - HOUSE SPECIFICATION

Solubility Test 4 4 -
Packaging and 4 4 -

Storage
Shelf Life 4 3 1 #1921UIAN Manufacturer
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Spec.No :

Reference(s) :

C-27

CODEINE PHOSPHATE

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wisnzan | lawnnzas

Appearance

5

Solubility

Identification

Acidity

Water (by KF)

Appearance of

Solution

a|lo| | o O,

A~ | O ()] (&) (@) (&)
1

Specific Optical

Rotation

A oA A
Laide3asiia

pH

Sulphate

Chloride

Morphine

Loss on Drying

1

Assay

a oo o 01| O

(2B I~ I A S L B
—

IN - HOUSE SPECIFICATION

Storage

1 -

Shelf Life

4 1

#1LANWAAIN Manufacturer
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COLCHICINE
Spec.No : C-28 Rev.No. : Date :
Reference(s) : USP24 / BP98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Specific Optical 2 2 -

Rotation
Appearance of 2 1 1

Solution
Acidity or Alkalinity 2 1 1
Water (KF) - -
Residue on Ignition - - -
Loss on Drying 2 1 1
Sulphated Ash 2 1 1
Heavy Metal 2 1 1
Limit of Colchicine 2 1 1
Limit of Ethyl Acetate 2 1 1
Chromatographic 2 1 1

Purity
Organic Volatile - - 1

Impurities
Assay 2 2 -

IN - HOUSE SPECIFICATION

Impurities 1 1 1
Residual Solvent 1 1 1
Storage 1 1 -
Shelf-Life 1 - 1
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Spec.No :

Reference(s) :

CYANOCOBALAMINE (Vitamin B,, )

C-29

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page : 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“1&%'3'1

T‘iaa'm wianzan | lamanzas
fimay

Appearance 10 10 -
Solubility 10 10 -
Identification 10 10 -
Loss on Drying 10 9 1
Related Substance 10 7 3 | il column, laifigsiadl

(by HPLC)
Pseudocyanocobala 10 9 1

mine
Assay 10 10 -

IN - HOUSE SPECIFICATION

Particle size 6 3 3 asfiienndasiia
UV-Absorption in 6 6 -

water
Organic Volatile 7 4 3 wn3osiioliniow, laiszylu BP 1998 uaz

Impurities USP 24
Foreign Pigment 7 4 3 | laszylu BP 1998 uaz USP 24, Laifiis

Aanziuszgnint

Tab density/Bulk 1 1 - MINeTIUNARsa
density
Storage 1 1 -
Shelf Life 6 5 1 Tidaasinua
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Spec.No :

Reference(s) :

CYPROHEPTADINE HYDROCHLORIDE

C-30

Rev.No. :

USP24 / BP98 /COA

Date :
No.of Page : 1/1

Test / Method

IUIN

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

T‘i\‘ld'l% wianzan | lamanzas

fiaou
Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Acidity or Alkalinity 5 5 -
Loss on Drying 5 5 -
Sulphated Ash 5 4 1
Heavy Metal 5 4 1 8198937n COA
Related Substances 5 2 3 wandToufsuldonn, e, 15

(TLC) 31N COA
Impurities 5 5 -
Assay 5 5 -
IN - HOUSE SPECIFICATION

Particle Size 4 3 1 4uaa1n COA
Tapping Volume 4 3 1 l%na1n COA
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DEQUALINIUM CHLORIDE

Spec.No : D-01 Rev.No.: Date :
Reference(s) : USP24 /COA No.of Page: 1/1
Test / Method Fwan | Smaulssauiini -
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 1 1 -
Solubility 1 1 -
Identification 1 1 -
Acidity or Alkalinity 1 1 -
Appearance of 1 1 -
Solution
Non-Quaternised 1 1 -
Amines
Loss on Drying 1 1 -
Sulphated Ash 1 1 -
Related Substances 1 1 -
(TLC)
Assay 1 1 -
IN - HOUSE SPECIFICATION
Reaction with 1 1 -
Sulfuric Acid
Residual Solvent 1 1 -
Packaging and 1 1 -
Storage

477




ﬁ’a(yaﬁ‘aﬁmuﬂwm5§1uﬁ‘lﬂ”mmwﬂaaumwmnTsamuwﬁmm

Spec.No :

Reference(s) :

DEXAMETHASONE SODIUM PHOSPHATE

D-02

Rev.No. :

USP24 / BP 98 /COA

Date :
No.of Page: 1/1

Test / Method Fwan | Swaulssamiifin -
Tliaa'm wanzan | lamanzas q
finay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
pH 4 4 -
Specific Optical 4 4 -

Rotation
Appearance of 4 4 -

Solution
Water (by KF) 4 4 -
Alcohol 4 3 1
Chromatographic 4 3 1

Purity
Inorganic Phosphate 4 3 1
Free Dexamethasone 4 4 -
Assay 4 4 -

IN - HOUSE SPECIFICATION

Reassay 3 3 -
Impurities 3 2 1
Particle Size 1 1 - lifie3osia, limit %uﬁ'uqm@‘h%’u
Shelf Life 3 2 1| Tiesfvue
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DEXTROMETHORPHAN HYDROBROMIDE

Spec.No : D-03 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/1
Test / Method S | swawlssowiifinda LAGANA

Ti\id'l% WANITEN V‘,NIWIN'IKEVN

4
neay

Appearance 10 10 -
Solubility 10 10 -
Identification 10 10 -
Melting Point 10 10 -
pH 10 8 2
Specific Optical 10 7 3 | lifhesasdie
Rotation
Tapping volume 10 10 -
Appearance of 10 8 2
Solution
Acidity or Alkalinity 10 10 -
Water (by KF) 10 9 1
Residue on Ignition 10 8 2
Heavy Metal 10 8 2 laifiszylu USP 24 uaz BP 1998
N,N Dimethylaniline 10 5 5 M USouisuw leein
Phenolic Compound 10 8 2
Related Substances 10 6 4 aIoufisun laenn euws
(TLC)
Assay 10 10 -
IN - HOUSE SPECIFICATION
Particle Size lifia3asiia, limit ﬁuﬁugm@‘h%‘u
Shelf Life laiaasinua
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Spec.No :

Reference(s) :

DEXTROSE ANHYDROUS (Oral Grade)

D-04

Rev.No. :

USP24 /COA

Date :
No.of Page: 1/2

Test / Method

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

Appearance

Solubility

Identification

Specific Optical

Rotation

(@) » » »
1

A oA A
LaideIasiia

Clarity and Color of

Solution

Residual on Ignition

Heavy Metal

Lead

Acidity

Water

Chloride

Sulfate

Sulfite

Arsenic

Barium

Calcium

Sulfated Ash

Foreign sugar,
Soluble Starch,

Dextrins, Sulfite

Ol ojlo/lojlojlojlojo|oo|o oo | o

(o)) » » » » » » » » » » » (o))
1

Particle Size

Assay
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DEXTROSE ANHYDROUS (Oral Grade) (Cont.)

Spec.No : D-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2
Test / Method swwm | swaulsesuifini LAGANA

Tsoomw | wanean | lawmsnzan

=
naay

IN - HOUSE SPECIFICATION

Microbiology 5 5 -
(After 10 Days of
Storage)

5-Hydroxymethyl 5 3 2 linuasienzv

furfural and Related

Substances
Glucose Content 5 5 -
Flow Rate 5 5 -

481




ﬁ‘ayaﬁari"muﬂmm537uﬁ?m”avmwyaaumalmnfsaamwa‘mm
DEXTROSE MONOHYDRATE (Pyrogen Free Grade)

Spec.No : D-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2

Test / Method 3w | swanlsesuiifinia m@;wa

Ti\id'l% WANIEEN V‘,NIWIN'IKEVN

Appearance 6

Solubility

| OO O | O

6
Identification 6
Specific Optical 6

Rotation

Clarity and Color of 6 6 -

Solution

Residual on Ignition

Heavy Metal

Lead

Acidity

Water

Chloride

Sulfate

Sulfite

Arsenic

Barium

Calcium

Sulfated Ash

(o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2} (o2}
(o] » ()] » » » » ()] » » ()] ()] »
1

Foreign sugar,
Soluble Starch,

dextrins, Sulfite

Particle Size 6 4 2 LWI1£91 grade 289 raw material mfa%il“ﬁ'

louan, lTudieIasiia

Endotoxin 6 6 -
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DEXTROSE MONOHYDRATE (Pyrogen Free Grade) (Cont.)

Spec.No: D-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2
Test / Method $wm | Swoulsesmigini mqwa

Tsoomw | wanzan | lamanzan

P
naay

IN - HOUSE SPECIFICATION

Glucose Content 4 3 1

5-Hydroxymethyl 4 3 1
furfural and Related

Substances
Bulk Density 5 2 3 Juenfa snvazans, hiliaTasile
Flow Rate 5 3 2
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DIAZEPAM
Spec.No : D-06 Rev.No.: Date :
Reference(s) : USP24/ BP 98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
Melting Point 6 6 -
Heavy Metal 6 5 1
Loss on Drying 6 6 -
Related Substances 6 4 1 lu spec. ¥inlag HPLC wauSuEnyinlasds

and Decomposition TLC

Product (by HPLC)
Assay 6 6 -

IN - HOUSE SPECIFICATION

Impurities 5 3 2 mﬁﬂﬂ'aﬁlmmx reference
Organic Volatile 6 4 2

Impurities
UV-Absorption 5 4 1
Particle Size 5 4 1 lfWaa1n COA a9 Manufacturer
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DICLOFENAC DIETHYLAMINE

Spec.No : D-07 Rev.No. : Date :
Reference(s) : BP 98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T.iaa'm wanzan | Tawanzaa q
flaay
Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
Melting Point 6 6 -
pH 6 6 -
Clarity and Color of 6 6 -
Solution
Water (by KF) 6 6 -
Heavy Metal 6 6 -
Sulfated Ash 6 6 -
Loss on drying 6 6 -
Related Substances 6 4 2 | laidilu BP 1998
(TLC)
Assay 6 6 -
IN - HOUSE SPECIFICATION
Shelf Life 5 2 3 W1azinuaany Manufacturer, ‘lainas
ANAUa
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DICLOFENAC SODIUM

Spec.No : D-08 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Melting Point 8 7 -
pH 8 8 -
Clarity and Color of 8 7 1
Solution
Water (by KF) 8 8 -
Heavy Metal 8 7 1
Loss on drying 8 7 1
Related Substances 8 7 1
(TLC)
Assay 8 8 -
IN - HOUSE SPECIFICATION
Impurities 5 1 4 adSoufsum ldenn
Storage 1 1 - L BLBELALAY
Shelf Life 4 1 3 WILAINNUANN Manufacture
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Spec.No :

Reference(s) :

DICLOXACILLIN SODIUM (Compacted)

D-09
USP24 / BP98 / COA

Rev.No. :

Date :
No.of Page: 1/1

Test / Method S | Swawbasomiviuy LAGIKNE
Tso0 | wanzan | lamanzas )
finou
Appearance 6 6 -
Solubility 6 6 -
Identification 6 5 1 ldmansaamasavldme IR
Appearance of 6 6 -
Solution
pH 6 6 -
Specific Optical 6 6 -
Rotation
Water (by K.F.) 6 6 -
Sulphated Ash 6 4 1 laifszylu USP uaz BP
Related Substances 6 4 1 wanasouifisuldsn
(HPLC)
N,N-Dimethylaniline 6 4 1 wiansUIouisulesn limit liasiany BP
1998
Impurities (as BP) 6 6 -
2-Ethylhexanoic Acid | 6 3 1 waasoufisuldnn limit ldassann BP
1998
Assay (HPLC) 6 6 -
IN -4 HOUSE SPECIFICATION
Bulk Density 5 4 1 UERZUTENAIITNUA Limit VaIAKLES
Tapped Density 5 4 1 UERZUTENAIITNUA Limit VaIAKLES
Shelf Life 5 3 2 WLARUAAN Manufacturer
Packaging and 5 5 -
storage
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DIGOXIN
Spec.No : D-10 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Fwan | Smaulssauiini -
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 1 1 -
Solubility 1 1 -
Identification 1 1 -
Specific Optical 1 1 -

Rotation
Appearance of 1 1 -

Solution
Loss on Drying 1 1 -
Residue on Ignition 1 1 -
Related Substances 1 1 -

(HPLC)
Assay 1 1 -

IN-HOUSE SPECIFICATION

Retest 1 1 -
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DILTIAZEM HYDROCHLORIDE

Spec.No : D-11 Rev.No.: Date :
Reference(s) : USP24 / BP98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘iamu wanzan | Tawanzaa q
finey
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Melting Point 2 2 -
Specific Optical 2 2 -
Rotation
pH 2 2 -
Appearance of 2 1 1
Solution
Loss on Drying 2 2 -
Residue on Ignition 2 2 -
Heavy Metal 2 1 1
Related Substances 2 1 1
(TLC)
Assay 2 2 -
IN - HOUSE SPECIFICATION
Storage 1 1 -
Particle size 1 - 1 inasia dissolution
Shelf Life 1 - 1
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DIMENHYDRINATE

Spec.No : D-12 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Point 4 4 -
pH 4 3 1
Loss on Drying 4 3 1
Residue on Ignition 4 2 2
Appearance of 4 3 1
Solution
Heavy Metal 4 2 2
Related Substances 4 2 2
(TLC)
Assay 4 4 -
IN - HOUSE SPECIFICATION
Particle Size 2 1 1 AUAINVULANICRY
Shelf-Life 2 1 1 AUAINVULANICRY
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DOMPERIDONE
Spec.No : D-13 Rev.No. : Date :
Reference(s) : BP98 /COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T.iamu wanzan | Tawanzaa q
finey

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Point 4 4 -
Appearance of 4 4 -

Solution
Heavy Metal 4 3 1
Loss on Drying 4 4 -
Sulphated Ash 4 3 1
Related Substances 4 3 1

(HPLC)
Assay 4 4 -

IN - HOUSE SPECIFICATION
Particle size 3 3 - q Particle size 1%IUNINAALT
suspension

Transmittance at 400 3 3 -

nm (C=2.5 in DMF)
Photosensitive 3 3 -
Clarity 1 1 -
Storage 1 1 -
Shelf Life 3 3 -
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DOXYCYCLINE HYCLATE

Spec.No : D-14 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method S | swawlssowiifinda LAGANA

Ti\id'l% WANITEN V‘,NILVIN'IK'&VN

4
neay

Appearance 1 1 -

Solubility 1 1 -

Identification 1 1 -

pH 1 1 -

Specific Optical 1 1 -
Rotation

Appearance of 1 1 -
Solution

Absorbance 1 1 -

Light Absorbing 1 1 -
Impurities

Heavy Metal 1 1 -

Acidity or Alkalinity

Water (by KF) 1 1 -

Residue on Ignition 1 1 -

Sulfated Ash - - -

Related Substances 1 1 -
(TLC)
Assay 1 1 -

IN - HOUSE SPECIFICATION

Residaul Solvent 1 1 -

Shelf Life 1 1 -

492




ﬁ’a(yaﬁ‘aﬁmuﬂwm5§1uﬁ‘lﬂ”mmwﬂaaumwmnTsamuwﬁmm

Spec.No :

Reference(s) :

DRIED ALUMINUM HYDROXIDE GEL

D-15

Rev.No. :

USP24 / BP98 / COA

Date :
No.of Page: 1/1

N

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

Test / Method LHANA
Tliaa'm winnzan | lalmanzaa )
Aoy
Appearance 5 5 -
Solubility 5 5 -
Identification 5 3 2 Falafiedasie IR, weriluiiadnlu spec.
dialy
pH 5 5 -
Acid Neutralizing 5 4 1
Capacity
Chloride 5 5 -
Heavy Metal 5 5 -
Sulphate 5 5
Arsenic 5 4 1 g9 lalddnwiTmIaTiamey
Assay 5 5 -
IN - HOUSE SPECIFICATION
Tapped Density 5 4 1 sz Uil spec. da'ly
Microbial Limit 5 3 2 | Dried udlifitfymiSoate
Shelf-Life 5 3 2 4 stock raw material

493




ﬁ’a(yaﬁ‘aﬁ”muﬂmm53’1uﬁ?m”mnuﬂuaaumwmnfsamuwﬁmm

EPHEDRINE HYDROCHLORIDE For Injection

Spec.No : E-01

Reference(s) :

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

AU

JEXRETY

=
naau

o S @
Furulsenuiiuan

wanzan | ldwnnzan

\BNA

Appearance

1

Solubility

1

Identification

Melting Point

Specific Rotation

Acidity or Alkalinity

Loss on Drying

Residue on Ignition

Sulfate

Ordinary Impurities

Organic Volatile

Impurities

Assay

1 -

IN — HOUSE SPECIFICATION

Bacterial Endotoxins

1 -

494




ﬁ’ayaﬁ‘aﬁﬂwuﬂmmsg"iun"?m"’mnuﬂﬂaaumwmnfsamuwﬁmm

Spec.No :

Reference(s) :

EPINEPHRINE HYDROGENTARTRATE

E-02

Rev.No. : Date :

USP24 / BP 645 / COA

No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
PH. 2 2 -
Melting Range 2 2 -
Norepinephrine 2 1 1 FUIBUNIUTIAUN
Hydrogentartrate
Adrenalone 2 2 -
Hydrogentartrate
Loss on Drying 2 2 -
Sulphated Ash 2 2 -
Assay 2 2 -
IN - HOUSE SPECIFICATION
Color of Solution 2 2 -
Clarity of Solution 2 2 -
Palladium 2 1 1 NUILN BV LN
Residual Solvents 2 1 1 NUILN BV LN
(GC)
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ERYTHROMYCIN ESTOLATE

Spec.No: E-03 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finau
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
PH 3 3 -
Related Substances 3 1 2 saSeuisunn laenn
Dodecyl Sulphate 3 3 -
Water 3 3 -
Sulphated Ash 3 3 -
Assay 3 3 -
IN — HOUSE SPECIFICATION
Particle size 1 1 - é’m%‘umsﬁpmﬂ?a LR tablet
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Spec.No :

Reference(s) :

E-04

Rev.No. :

USP24 / BP 98 / COA

ERYTHROMYCIN STEARATE

Date :
No.of Page: 1/2

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

Solubility

Identification

Az sLRNLan L spec. da bl

pH

Water

Sulphated Ash

Erythromycin

Stearate

a| oo o 01| O

13, T O I NG S T I NG S I S

Erythromycin
Stearate and Free

Stearic Acid

Storage

1

Assay (meicro)

IN — HOUSE SPECIFICATION

Particle size

ﬁ’]ﬁ%ﬂﬂiiﬁ; uALlga

Crystallinity

Particle Size (1) or (2)

Free Stearic Acid

= = v
ﬁ’]iL‘].JiEl‘]JW]UU%WVL@Eﬂﬂ

Erythromycin A Enol

Ether

a| o oo N

NI N O WwW|DN

= = v
ﬁ’]iL‘].JiEl‘]JW]UU%WVL@Eﬂﬂ

Erythromycin B

= = v
ﬁ’]iL‘].JiEl‘]JW]UU%WVL@Eﬂﬂ

Erythromycin C

= = v
ﬁ’]iL‘].JiEl‘]JW]UU%WVL@Eﬂﬂ
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ERYTHROMYCIN STEARATE (cont.)

Spec.No: E-04 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
ey
IN - HOUSE SPECIFICATION
Bulk volume 5 1 4 fNIVUITUAUTS
Shelf Life 5 2 3 fNIVUITUAUTS
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Spec.No :

Reference(s) :

E-05

EUGENOL

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

MU

Tso0m

P
naay

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

Odor

Solubility in 70 parent alcohol

Solubility

Solubility in 70

Percent Alcohol

| 0| O

o | O A | O
1

Specific Gravity

Distilling Range

Refractive Index

Heavy Metals

Hydrocarbons

Limit of Phenol

Packaging and
Storage

(S I & I @) B &) B @) I &) B @) |

i O I NG O R O I N I R N
—

IN - HOUSE SPECIFICATION

Assay (GC)

4 -

Acidity/Alkalinity

1 -

Weight per ml

Dimeric and
Oligomeric

Compounds

Sulphated Ash

Storage
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Spec.No :

Reference(s) :

FAMOTIDINE

F-01
USP24 / BP 98 / COA

Rev.No. :

Date :
No.of Page : 1/1

Test / Method Fwan | Smaulssauiini HARE
T‘i\‘l\‘i'l% wianzan | lamanzas )
faau

Appearance 3 3 -

Solubility 3 3 -

Identification 3 3 -

Loss on Drying 3 2 1

(at 8012°C under

vacuum)

Residue on Ignition 3 2 1

Heavy Metals 3 2 1

Chromatographic 3 2 1
Purity

Organic Volatile 3 2 1
Impurities

Assay 3 3 -

IN - HOUSE SPECIFICATION
Melting Range 2 2 -
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FELODIPINE
Spec.No : F-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsermiiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 1 1 -

Solubility 1 1 -

Identification 1 1 -

Appearance of 1 1 -

Solution

Absorbance 1 1 -

Related Substances 1 1 -

Loss on Drying 1 1 -

Sulphated Ash 1 1 -

Impurities 1 1 -

Storage 1 1 -

Assay 1 1 -

IN - HOUSE SPECIFICATION

Melting point 1 1 -

Heavy metals 1 1 -

Isopropanol 1 1 -
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Spec.No :

Reference(s) :

F-03

FERROUS GLUCONATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/2

Test / Method Swam | Swawbsormiiiui LG
Tsoom | wanzan | lamanzaw )
fimoy

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 4 -
Solution
pH 4 4 -
Sucrose and 4 2 2
Reducing Sugars
Chlorides 4 4 -
Oxalates 4 4 -
Sulphates 4 4 -
Arsenic 4 2 2
Barium 4 4 -
Ferric lon 4 4 -
Heavy Metals 4 2 2 Alaldvmanasey lasanlduadneds
NINagauvey Manufacturer (COA) %dﬁ@
Fezwausr lunraazula
Loss on Drying 4 4 -
Microbial 4 4 -
Contamination
Assay 4 4 -
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FERROUS GLUCONATE

Spec.No : F-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method swwm | swaulsesuifinia LAGANA

Tsoomw | wanean | lamsnzan

=
naay

IN - HOUSE SPECIFICATION

Shelf Life 3 1 2 Taidvua QMNANVIANIEN, %4192

NNRUAAN Manufacturer

File : QF-03
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FLAVOXATE HYDROCHLORIDE

Spec.No : F-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Fwan | Swaulssamiifin -
Tliaaﬂu wanzan | lamanzas q
fimau
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Heavy Metals 2 1 1
Related Substances 2 1 1
3-Methylflavone-8- 2 1 1
Carboxylic Acid
Loss on Drying 2 2 -
Sulphated Ash 2 1 1
Organic Volatile 2 1 1
Impurities
Assay 2 2 -
IN - HOUSE SPECIFICATION
Organic Residual 1 1 -
Solvents
Particle Size 2 2 -
Bulk Density (g/ml) 1 1 -
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FLUMETHASONE PIVALATE

Spec.No : F-05 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method S | Swaulsseuiiini AGHE

Tsoomw | wanean | lawmanzas

]
naay

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Specific Rotation 2 2 -
Loss on Drying 2 2 -
Chromatographic 2 1 1
Purity
Assay 2 2 -
IN — HOUSE SPECIFICATION
Melting Point 2 2 -
Residue on Ignition 2 2 -
Specific Absorbance 2 2 -

(237 nm) A (1%, 1cm.)

Related Substances 2 2 -
Residual Solvent 2 2 -
Particle Size 2 2 -
Storage Condition 2 1 1 Hndalauounsiinrsazin
Type of Container 2 1 1 Hudalauounsiinrsazin
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Spec.No : F-06

Reference(s) :

FLUNARIZINE DIHYDROCHLORIDE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method Fwan | Smaulssauiini HARE
T‘i\‘ld'l% wianzan | lamanzas )
finau

Appearance 3 3 -

Solubility 3 3 -

Identification 3 3 -

Melting Point 3 2 1

Loss on Drying 3 3 -

Sulphated Ash 3 1 2

Heavy Metals 3 1 2 198997N COA 8IKHAR
Chromatographic 3 1 2

Purity
Assay - - -
IN — HOUSE SPECIFICATION

Color (1% in 2 1 1

methanol)

Residual Solvents 2 1 1
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FLUNARIZINE HYDROCHLORIDE

Spec.No : F-07 Rev.No.: Date :
Reference(s) : USP 24 / BP 98/ COA No.of Page : 1/1
Test / Method Swm | Swawbsormiini LG
Tsoom | wanzan | lamanzaw )
fimoy
Appearance 5 5 -
Solubility 5 5 -
Identification 5 4 1
Appearance of 5 5 -
Solution
Transmittance 5 5 -
PH 5 4 1
Related Substances 5 3 2 g9lala s HPLC lunsdaseh
Heavy Metals 5 4 1
Loss on Drying 5 5 -
Sulphated Ash 5 5 -
Assay 5 5 -
IN - HOUSE SPECIFICATION
Bulk Density 1 1 - §nTUUTI3LU capsule
Tap Density 1 1 - §nTUUTI3 LU capsule
Residual Solvent 1 - - 1
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FLUOXETINE HYDROCHLORID

Spec.No : F-08 Rev.No. : Date :
Reference(s) : USP 24/ BP 98 / COA No.of Page : 1/1
Test / Method swwm | swaulsesuifinia LAGANA

Tsoomw | wanean | lamsnzan

=
naay

Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Water 5 4 1
Heavy Metals 5 4 1
Related Compounds 5 3 2 Falsifiesasile
Organic Volatile 5 3 2 Falafiesasila
Impurities
Assay 5 5 -
IN - HOUSE SPECIFICATION
pH 1 1 -
Melting Range 4 4 -
Specific Rotation 1 1 -
Sulphated Ash 1 1 -
Appearance of 1 1 -
Solution
Storage Condition 1 1 -
Residual Solvents 4 2 2 59liHAAn T4, vnavate laifnuale

USP %3a BP
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FORMALDEHYDE SOLUTION

Spec.No : F-09 Rev.No. : Date :
Reference(s) : USP 24/ BP 98 / COA No.of Page : 1/1
Test / Method Fwan | Swaulssamiifin -
‘L"lsaam wanzan | lamanzas q
finay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
Acidity 2 2 -
Methanol 2 1 1 lFmeuan
Sulphated Ash 2 2 -
Assay 2 2 -
IN - HOUSE SPECIFICATION
Free Acid (as Formic 2 1 1 lEaeunan
Acid)
Iron 2 1 1 lFmeuan
Specific Gravity,25°C 2 2 -
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Spec.No : F-10

Reference(s) :

FORMOTEROL FUMARATE DIHYDRATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wisnzan | lawnnzas

Appearance

2

Solubility

Identification

Chromatographic

Impurities

2
2
2

N NN DN

Isopropyl alcohol

Diastereomers

Water

Fumarate

Assay

NINIDN|IDN|DN

N N N N N
1
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FUROSEMIDE (FRUSEMIDE)

Spec.No : F-11 Rev.No. : Date :
Reference(s) : USP 24 / BP 98/ COA No.of Page : 1/1
Test / Method Swm | Swaudsermiiui ARKA

Tseom | wanz4 Tawmanzan

fNinay GEY
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Related substances 4 3 1 54 14l lann
Chlorides 4 4 -
Sulphates 4 4 -
Heavy Metals 4 4 -
Loss on Drying 4 4 -
Sulphated Ash 4 4 -
Storage 4 4 -
Impurities 4 4 -
Assay 4 4 -

IN - HOUSE SPECIFICATION

Particle Size 4 2 2 FalaifiaSasile, laitnualu limit
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FUROSEMIDE (FRUSEMIDE) For Injection

Spec.No : F-12 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method swow | Swanlssomiiiinia IANA
T:Na'm wanzaa | lamsnzas q
fimau

Appearance 1 1 -

Solubility 1 1 -

Identification 1 1 -

Related substances 1 1 -

Chlorides 1 1 -

Sulphates 1 1 -

Heavy Metals 1 1 -

Loss on Drying 1 1 -

Sulphated Ash 1 1 -

Storage 1 1 -

Impurities - - -

Assay 1 1 -

IN — HOUSE SPECIFICATION
Bacterial Endotoxins 1 1 -
(USP)
Microbial Limit Test 1 1 -
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GEMFIBROZIL
Spec.No : G-01 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1

Test / Method Swon | Smaulsenwitiiui LAGIHE
Tso0m | wanzan | lamanzas )
finou
Appearance * 7 7 -
Solubility 7 7 -
Identification 7 7 -
Melting Range 7 7 -
Water 7 6 1
Heavy Metals 7 5 2 §198997N COA BaIHHA®
Chromatographic 7 3 4 lifingosiia
Purity
Organic Volatile 7 2 5 ae3asile, a3 std. TIAUNA
Impurities
Assay 7 7 -
IN — HOUSE SPECIFICATION
Residual Solvents 5 1 4 %ﬁsﬁ'auﬁu organic volatile impurities K817
WIBUBUENN TIAUAS

Particle Size 5 2 3 lifin3asila, 14 coA VBIHHAN
Bulk Density 5 3 2 §198997N COA B0IHHAR
Tapped Density 5 3 2 §198997N COA B0IHHAR
Related Substances 5 2 3 wigTUIsusuen TN
Storage 2 2 -
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GLIBENCLAMIDE

Spec.No : G-02 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method 3w | swanlsesmiifind AGHE

Tsoomw | wanean | lawmanzas

]
naay

Appearance * 5 5 -
Solubility 5 5 -
Identification 5 4 1 azvmaiianlu spec.
Appearance of 5 3 2

Solution
Related Substances 5 5 -
Heavy Metals 5 3 2
Loss on Drying 5 5 -
Sulphated Ash 5 3 2
Assay 5 5

IN - HOUSE SPECIFICATION

Storage 1 1 -
Meting Point 1 1 -
Particle Size* 4 1 3 Felifitesile, limsmuananduiuus

821597, 1¥Ha3an COA ¥ad Manufacturer
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Spec.No : G-03

Reference(s) :

GOSERELIN ACETATE

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfsaa‘mnmwn

wanzan | lamangas

tRAHA

Appearance

1

Solubility

1

Identification

1

Appearance of

Solution

Acidity or Alkalinity

Related Substances

Guaiacol

Chlorides and

Monochlorhydrins

Heavy Metals

Loss on Drying

Sulphated Ash

1 -

Assay

1 -

IN — HOUSE SPECIFICATION

Beta Isomer

1 -
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GUAIFENESIN
Spec.No : G-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Swm | Swawbsormiini LG

T:Na'm wianzan | lamanzas )

fimoy
Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Appearance of 8 7 1

Solution
Acidity or Alkalinity 8 7 1
Related Substances 8 5 3 laifians std., AW
Guaiacol 8 4 4 | lifians std., 1AW
Chlorides and 8 5 3 wSasiiolaindon
Monochlorhydrins
Heavy Metals 8 6 2
Loss on Drying 8 8 -
Sulphated Ash 8 7 1
Assay 8 8 -
IN - HOUSE SPECIFICATION

Beta Isomer 6 4 2 | linmuitneseu
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HALOPERIDOL

Spec.No : H-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Swow | Swoulssomiiiiudy IRANA
‘L'lsaam wanzan | lamanzas q
finay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 4 -

Solution
Related Substances 4 3 1 azvmyansuiudy wazldlu spec
Loss on Drying 4 4 -
Sulphated Ash 4 4 -
Limit of 4,4-bis [4-(p- 4 3 -

Chlorophenyl)-4-

Hydroxypiperidino]

Butyrophenone
Organic Volatile 4 2 1 azmsdnsuAndy uwazldln spec

Impurities
Storage 4 3 1
Assay 4 4 -

IN - HOUSE SPECIFICATION

Residual on Ignition 2 1 1
Residual Solvents 4 2 2 f914'lefns3D
Sieve Residue 3 2 1 FolifeTasiie

100 [lm

65 Llm
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HISTIDINE HYDROCHLORIDE MONOHYDRATE (For Injection)

Spec.No :

Reference(s) :

H-02

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 & 1
mwmfsaa‘mnmwn

LANITEN

Taiimanzan

tRAHA

Appearance

1

Solubility

1

Identification

1

Appearance of

Solution

pH

Specific Optical

Rotation

Ninhydrin-Positive

Substances

Sulphates

Ammonium

Iron

Heavy Metals

Loss on Drying

Sulphated Ash

Storage

Assay

IN - HOUSE SPECIFICATION

Pyrogen

1

Other Amino Acids

1

Bacterial Endotoxin

1

Arsenic (As,0,)
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HYDRALAZINE HYDROCHLORIDE

Spec.No : H -03 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method Fwan | Smanlsenuiini -
T:Na'm wanzaa | lamsnzas q
fimau

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
PH 2 2 -
Loss on Drying 2 1 1
Residue on Ignition 2 1 1
Water-Insoluble 2 1 1

Substances
Heavy Metals 2 1 1
Limit of Hydrazine 2 1 1
Chromatographic 2 1 1

Purity
Organic Volatile 2 1 1

Impurities
Assay 2 2 -

IN — HOUSE SPECIFICATION

Residual Solvents 2 2 -
Storage 1 1 -
Particle Size 2 2 -
Bulk Density / 2 2 -
Tapped
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HYDROCHLOROTHIAZIDE

Spec.No : H-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method 3w | swanlsesmiifind AGHE

Tsoomw | wanean | lawanzas

]
naay

Appearance 4

Solubility

Identification

w|~| M|

Acidity or Alkalinity

Related Substances /17 std B8N IIQTLNI

Chlorides

Loss on Drying

N RN
—
w

w| &~ B~
1

Sulphated Ash

Impurities - - -

Assay - - -

IN - HOUSE SPECIFICATION

Selenium 3 1 2 saSouisunlaann 31059

4-amino-6- 3 1 2 saSoufisunlasnn 1089
chlorobenzene-1,3-

disulphonamide

Particle Size 1 1 -

Organic Volatile 3 1 2 sadSaufisumlden engs
Impurities

Storage 1 1 -
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Spec.No :

Reference(s) :

H-05

HYDROCORTISONE

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfsaa‘mnmwn

wanzan | lamangas

tRAHA

Appearance

2

Solubility

Identification

Specific Rotation

Loss on Drying

Residue on Ignition

NININIDNIDN|DN

Chromatographic

Purity

2
2
2
2
2
2

691317 HPLC Tumdiasey

Organic Volatile

Impurities

Assay

2 -

IN - HOUSE SPECIFICATION

Identification

1 1

NMIANEN waziiLtnlu spect.

Light Absorption

1 -

@ a oA A
f9lusiasasila

Melting Range

1 -

@ a oA A
f9lusiasasila

Particle Size

@ a oA A
f9lusiasasila

Storage
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HYDROCORTISONE ACETATE
Spec.No : H-06 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method swow | Swanlssomiiiinia IANA
T:Na'm wianzan | lamanzas )
finay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 1 1 lifiindasiio IR lumsanadamet
Chromatographic 2 2 -
purity
Specific Rotation 2 2 -
Loss on Drying 2 2 -
Related substances 2 2 -
Residue on Ignition 2 2 -
Ordinary Impurities - - -
Other Impurities - - -
Assay - - -
IN — HOUSE SPECIFICATION
Osmium 2 1 1 lifiiedasiia
Particle Size 2 2 -
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HYDROGEN PEROXIDE SOLUTION (50 PER CENT)

Spec.No :

Reference(s) :

H-07

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfiaa‘mnmwn

LANITEN

Taiimanzan

tRAHA

Appearance

2

Solubility

Identification

Acidity

Organic Stabilizers

Non-Volatile Residue

2
2
2
2
2

NININIDNIDN|DN

IN - HOUSE SPECIFICATION

Assay

2

Storage

1

Stability

2
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HYOSCINE BUTYLBROMIDE

Spec.No : H-08 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page: 1/1
Test / Method swow | Swanlssomiiiinia IANA
T:Na'm wanzaa | lamsnzas q
fimau
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 3 1
Solution
pH 4 4 -
Specific Optical 4 3 1
Rotation
Chromatographic 4 2 2 i3 bal'l@ b HPLC
Purity
Hyoscine and Other 4 3 1 i3 bal'l@ b HPLC
Related Substances
Sulphated Ash 4 3 1
Assay 4 4 -
IN — HOUSE SPECIFICATION
Storage 1 1 -
Loss on Drying 1 1 -
Apo-Compound 1 1 -
Microbiology 4 4 -
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IBUPROFEN
Spec.No : [-01 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Swm | Swawbsormiini LG
Tsoom | wanzan | lamanzas )
fimoy
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Appearance of 7 6 1
Solution
Optical Rotation 7 4 4 fFalsifie3asile
Related Substances 7 2 7 laitians standard, 310ULNINN
Heavy Metals 7 5 3
Loss on Drying 7 6 1
Sulfated Ash - -
Impurities - - -
Assay - - -
IN - HOUSE SPECIFICATION
Residual Solvents 10 4 6 aSoufisumlasnn sauws
Melting Range 2 2 -
Storage 1 1 -
Medium Particle Size | 10 6 4 Taiastwuaduanasgiunans
Bulk Density 10 7 3
Untapped, Tapped
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INDOMETACIN
Spec.No : [-02 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Swon | Smaulsenwitiiui LG

Tsoom | wanzan | lamanzas )

fimoy
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Related Substances 3 1 2 §7198997N COA BaIHHAR
Heavy Metals 3 1 2 §198997N COA B0IHHAR
Loss on Drying 3 3 -
Sulphated Ash 3 1 2 §198997N COA B0IHHAR
Impurities - - -
Assay - - -

IN - HOUSE SPECIFICATION

Melting Range 1 1 -
Particle size 1 1 - fnada solubility UaI8N
Storage 1 1 -
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INOSITOL NICOTINATE

Spec.No : [-03 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method S | swawlssowiifinda LAGANA

Ti\id'l% WANIEEN V‘,NIWIN'IKEVN

4
neay

Appearance 1 1 -

Solubility 1 1 -

Identification 1 1 -

Clarity and Colour of 1 1 -
Solution

Heavy Metals 1 1 -

Chloride - - -

Free Nicotinic Acid - - -

Related Substances 1 1 -
Acetone - - -
Loss on Drying 1 1 -
Sulphated Ash 1 1 -
Assay 1 1 -
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ISONIAZID
Spec.No : [-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method swow | Swanlssomiiiinia IANA
T:Na'm wanzaa | lamsnzas q
fimau
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Appearance of 3 3 -
Solution
pH 3 3 -
Hydrazine and 3 2 1 laifians standard
Related Substances
Heavy Metals 3 3 -
Loss on Drying 3 3 -
Sulphated Ash 3 3 -
Assay 3 3 -
IN — HOUSE SPECIFICATION
Tapping Volume 3 3 -
Particle size 1 1 - fnada solubility UaI8N
Bulk Density 1 1 -
Fineness 3 3 -
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ISOSORBIDE -5- MONONITRATE

Spec.No : [-05 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui ARKA
Tseom | wanzan | lamanzas
fimay
Appearance 4 3 1 1aifl cell 2119 5 cm #11TU spectroscopy
Solubility 4 3 1
Identification 4 3 1
Melting Point 4 2 2 w ke
Specific Optical 4 3 1
Rotation
Appearance of 4 3 1
Solution
Related Substances 4 3 1
Isosorbide 4 2 2 | lufiszylu BP 1998
Heavy Metals 4 2 2 laifszylu BP 1998
Loss on Drying 4 3 1
Assay 4 4 -
IN - HOUSE SPECIFICATION
Moisture content 3 2 1
Particle size 2 1 1
Microbial Limit 1 1 -
Storage Condition 4 3 1 Wudalanauueinnlrsasinnisnasey
Type of Container 4 3 1 Wudalanauueinnlrsasinnisnasey
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DILUTED ISOSORBIDE DINITRATE

Spec.No : [-06 Rev.No. : Date :
Reference(s) : USP 24 /BP 98 / COA No.of Page : 1/1
Test / Method dwau | Swaulssnuiidivh LABINA
T"Nmu wanzan | laanzan °
finay
Appearance 3 3 -
Solubility 3 -
Identification 3 3 -
Inorganic Nitrates 3 2 1 1@l usp
Isosorbide 5-nitrate 3 3 -
and isosorbide 2-
nitrate
Impurities 3 2 1 Timsrinvusdday
Storage 3 3 -
Caution 3 3 -
Assay 3 3 -
IN — HOUSE SPECIFICATION
Particle Size 3 3 -
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Spec.No : K-01

Reference(s) :

KANAMYCIN ACID SULPHATE (Sterile)

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

N

Tso0n

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

wanzan | lamangas

LAGIAR

Appearance

3

Solubility

Identification

pH

Specific Optical

Rotation

w | W w|w

W W W w|w
1

Kanamycin B

= = v
ﬁ’]iL‘]JiEHJW]FJ‘]JWWVLQEI’Wﬂ

Loss on Drying

Sulphated ash

Sulphate

Sterility

Pyrogens

Storage

Assay

W W W W ww|w|w

W W W W w| w N N
1

IN - HOUSE SPECIFICATION

Color of Solution

Dissolve Rate

Heavy Metals

Ammonia Content

Bulk Volume

NINIDN|IDN|DN

N N N N N
1
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KETOCONAZOLE
Spec.No : K-02 Rev.No.: Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui ARKA
Tseom | wanzan | lamanzas
faay
Appearance 10 10 -
Solubility 10 10 -
Identification 10 10 -
Melting Range 10 10 -
Specific Rotation 10 8 2 AonFanzunevate, asvimsia
1u spec. gy
Loss on Drying 10 9 1
Residue on Ignition 10 8 2
Heavy Metals 10 8 2 Ifnae198931n COA a9 Manufacturer
Chromatographic 10 8 2 1ailéld HPLC lums3iazA Raw Material
Purity
Organic Volatile 10 3 7 salSoufisumlden, wisedaliniew,
Impurities laildlt HPLC TumsAaes RM
Assay 10 10 -
Type of Container 10 2 5
IN - HOUSE SPECIFICATION
Reference Standard 1 1 -
Storage 2 2 -
Colour of Powder 1 1 - 1893229310 ATUSBUINBUTE 39A130RaTe
fiRude
Particle Size 9 7 2 | lifieSesdie
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Spec.No :

Reference(s) :

K-03

KETOPROFEN

Rev.No. : Date :

USP 24 / BP 98 / COA

No.of Page : 1/1

Test / Method

UIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

3

Solubility

Identification

Appearance of

Solution

3
3
3

N | W | Ww| w

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

Impurities

Assay

W W W w|w| w

N | WO |IN|IDNDIDN DN

1

IN — HOUSE SPECIFICATION

Melting point

1

a a A 1%
spec tWULAN %Gﬁﬂ?ﬂIﬁﬂd?%@]i’lﬁ]ﬁﬂU@’Jﬂ

Storage

1

Residual Solvents

3
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KETOTIFEN FUMARATE, ANHYDROUS

Spec.No : K-04 Rev.No. : Date :
Reference(s) : USP 24 / BP 98 / COA No.of Page : 1/1
Test / Method Fwan | Smoaulssauiiind -

Tseow | wanzan | lamanzas q

fimau
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Water 4 4 -
Melting Point 4 3 1 | azfiudnle spec.
Assay for Fumaric 4 2 2 azvmsansingy, lifwuela

Acid Pharmacopoeia
Assay 4 4 -
IN - HOUSE SPECIFICATION
Heavy Metal 1 1 -
Residue on Ignition 1 1 -
Particle Size 4 2 2 |'lifieasdle, lansimuaiduinasgn
nandg
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Spec.No :

Reference(s) :

L-01

LACTOSE MONOHYDRATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

Appearance

5

Solubility

Identification

Clarity and Color of

Solution

5
5
5

Al OO | O

Labeling

Specific Rotation

A oA A
Litiasasiia

Microbial Limits

Acidity or Alkalinity

Loss on Drying

Water

Residue on Ignition

Heavy Metals

Protein and Light-
Absorbing

Impurities

(@2 I & I @) B &) B @) BN I &) B @) B &) B @) |

AlWw|ldlaojlajlan|loan| N>

Assay

5

IN - HOUSE SPECIFICATION

Packaging and
Storage

4

1
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Spec.No :

Reference(s) :

L-02

LIGHT KAOLIN

Rev.No. :

USP 24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

N

Tso0n

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

ANEEN

Tawmanzan

LAGIAR

Appearance

5

Solubility

Identification

Coarse Particles

Fine Particles

Arsenic

Heavy Metals

Chloride

Loss on Drying

Residue on Ignition

Soluble Matter

Assay

(@2 I &) [ IS BN &) B N6 ) I I &) B IR ) B @) I &) B @) B @) |

[©2 1 @2 T & I A & Y B &) I I @) I @) B I S &) B B &) B &) |

IN - HOUSE SPECIFICATION

Flowability

4

1

Bulk density / Tab
density

4

1

vJu spec. law1zaaIunlssnu
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LOPERAMIDE HYDROCHLORIDE

Spec.No : L-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 1/1
Test / Method S| Swmlsermitiini AN
Tseom | wanzan | lamanzas
fimay

Appearance 6 6 -
Solubility 6 6 -
Identification 6 5 1 azmMIAnE LRGN
Melting Point 6 5 1
Clarity and Color of 6 3 3 armMIANBLANLGY

Solution
Specific Optical 6 3 3 EFMsAnE L ANEY

Rotation
Chromatographic 6 4 2

Purity (TLC)
Chloride 6 3 3
Heavy Metal 6 3 3
Sulphated Ash 6 4 2
Loss on Drying 6 6 -
Assay 6 6 -

IN - HOUSE SPECIFICATION

Storage 1 1 - Hwitafiudusasuslssem
Impurities (HPLC) 5 4 1
Particle Size 5 4 1 falafldvimniada
Bulking/Tap density 1 1 - Hwitafiudusasuslssem
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LORATADINE (Micronized)

Spec.No : L-04 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1

Test / Method Swam | Swaudsesmiiiui ARKA

Tseom | wanzan | lawmanzaw
faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Point 4 4 -
Heavy Metals 4 3 1 1 COA w89 Manufacturer
Related Substance 4 3 1 1aifi3p3aeR
by TLC.
Sulphated Ash 4 2 2 1% COA wa9 Manufacturer
Loss on Drying 2 2 -
Organic volatile 4 4 -
impurity
Assay 4 4 -
IN - HOUSE SPECIFICATION
Residual Solvent 3 1 2 %ua%iﬁ'mwiazu‘%ﬁ'ﬂ, 1 COA a4
Manufacturer
Particle Size 3 2 1 %ua%iﬁ'mwiazu‘%ﬁ'ﬂ, 1 COA a4
Manufacturer
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Spec.No :

Reference(s) :

MAGNESIUM CHLORIDE (MgCl,.6H,0)

M-01

Rev.No. : Date :

USP24 / BP 98 / COA

No.of Page : 1/1

Test / Method

MU

Tso0m

P
naay

o A &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

Appearance

3

Solubility

Identification

Appearance of

Solution

3
3
3

W | W | W | w

pH

Bromides

P1ARIILAN

Sulphates

Arsenic

Calcium

Iron

Heavy Metals

A oA A
Litiasasiia

Insoluble Matter

6
mﬁﬂqﬂnsas

Barium

Potassium

Aluminium

N | W[ W IN|IDNIWIN WO|W|Ww|w

a A V@
1eyasia lunsaw

Organic Volatilie

Impurities

W W W W W W ww w|w|w|w

—_—

A oA A
Litiasasiia

Assay

3

IN - HOUSE SPECIFICATION

Bulk density

1

WWaNaTw1Usznauny appearance U898

Expiry Date

2
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Spec.No :

Reference(s) :

MAGNESIUM HYDROXIDE LIGHT

M-02

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

3

Solubility

Identification

Microbial Limits

Loss on Drying

Loss on Ignition

Soluble Salts

Carbonate

Limit of Calcium

Heavy Metals

Lead

Assay

W W[ W W W W W w| w|w|w

w N N N O W Ww|w|w|w|w|w
1
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Spec.No :

Reference(s) :

MAGNESIUM HYDROXIDE PASTE

M-03

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

4

Solubility

Identification

Microbial limits

Soluble Alkalies

Soluble Salts

Carbonate and Acid-

Insoluble Matter

4
4
4
4
4
4

Al w|lw|lar|pr]r|»r
1

Calcium

Heavy Metals

3 1 914989971n COA maa;jwﬁm

Assay

4 -

IN - HOUSE SPECIFICATION

Aesenic

1

Sulfate

1

Chloride

Iron Oxide

pH

Microbial Limits

R NE RN

AW W WOW|W|W
—_—
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MAGNESIUM TRISILICATE

Spec.No : M-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Alkalinity 7 5 2
Water-Soluble Salts 7 4 3
Chlorides 7 7 -
Sulphates 7 7 -
Aresenic 7 4 3
Heavy Metals 7 4 3
Loss on Ignition 7 7 -
Acid-Absorbing 7 6 1
Capacity
Assay 7 6 1
IN - HOUSE SPECIFICATION
Bulk Density 7 4 3 | lfe3ecie
Packaging and 1 1 -
Storage
Microbial Limits 7 4 3
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MEBENDAZOLE
Spec.No : M-05 Rev.No. Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Loss on Drying 7 7 -
Residue on Ignition 7 6 1
Heavy Metals 7 6 1
Chromatographic 7 5 2
Purity
Assay 7 7 -
IN - HOUSE SPECIFICATION
Appearance 6 5 1
Identification 6 5 1
Appearance of 1 1 -
Solution
Packaging and 1 1 -
Storage
Particle Size 1 1 -
Tapping Volume 6 4 2 lifiinsosiia
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MEDROXYPROGESTERONE ACETATE

Spec.No : M-06 Rev.No. : Date :

Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
$wm | Swaulsesmigini

Test / Method WAHA

Tsoomw | wanzan | lamanzan
‘ﬁmau

Appearance 1 1 -

Solubility 1 1 -

Identification

1

Specific Optical

Rotation

Related substances

Loss on Drying

Storage

Assay

IN - HOUSE SPECIFICATION

Particle Size

1
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MEFENAMIC ACID

Spec.No : M-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Fwm | s wulssemiiini
Test / Method WAHA

Tsoomw | wanzan | lamanzan

P
naay

Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Related Substances 8 4 4 /17 std. AN
Impurity 8 8 -
Heavy Metals 8 5 3 §7198997N COA BaIHHAA
2,3-Dimethylaniline 8 6 2
Copper 8 8
Loss on Drying 8 8 -
Sulfated Ash 8 5 3 §7198997N COA BaIHHAA
Melting point 8 8 -
Assay 8 8 -
IN - HOUSE SPECIFICATION
Bulk Density 6 3 3

(20 Times / Tapping)

Particle Size

Purity (TLC)

Light absorption

Iron

Chloride

Arsenic

Ammonium Chloride

O O (NN Noo|o | o
WD W W W W | d|w|w
Wl WA DN|W|W®W

Tapped density

N
—_—
1

Storage

»
w
w

Bulk Density
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Spec.No :

Reference(s) :

M-08

MEROPENEM

Rev.No

Specification

Date :
No.of Page : 1/1

Test / Method

N

Tso0m

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

ANEEN

Tawmanzan

LAGIAR

IN - HO

USE SPECIFICATION

Appearance

Solubility

Identification

pH

Water

Specific Optical

Rotation

NINIDNIDN|IDN|DN

NINIDNIDNIDN|DN

Clarity and Color of

Solution

Related Substances

Residaul Solvent

Heavy Metals

Residue on Ignition

Sterility

Bacterial Endotoxins

NINIDNIDN|IDN|DN

NINIDNIDNIDN|DN

Organic Volatile

Impurity

Assay
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METFORMIN HYDROCHLORIDE

Spec.No : M-09 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN

Tseom | wanzan | lamanzas

fimay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Appearance of 7 5 2

Solution
Related Substances 7 5 2 §7198997N COA BaIHHAA
Heavy Metals 7 5 2 §7198997N COA BaIHHAA
Loss on Drying 7 7 -
Sulphated Ash 7 5 2 §7198997N COA BaIHHAA
Assay 7 7 -
IN - HOUSE SPECIFICATION

Packing 6 5 1 Putuanurnz el UGS
Storage 2 2 -
Particle Size 6 3 3 Filifiedasiia, asesduiuudasussm
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Spec.No :

Reference(s) :

METHADONE HYDROCHLORIDE

M-10

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

2

Solubility

Identification

Appearance of

Solution

2
2
2

N INIDN|DN

Acidity or Alkalinity

Related Substances

Loss on Drying

Sulphated Ash

Storage

Assay

N INIDN|IDN|IDN|DN

NINIDNIDN|IDN|DN

IN - HOUSE SPECIFICATION

Residual Solvents

2 -
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METHYL SALICYLATE
Spec.No : M-11 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 9 9 -
Solubility 9 9 -
Identification 9 9 -
Appearance of 9 7 2
Solution
Acidity 9 7 2
Refractive Index 9 5 4 ligieSasile
Relative Density 9 9 -
Storage 9 9 -
Assay 9 9 -
IN - HOUSE SPECIFICATION
Solubility in Ethanol 1 1 -
Appearance 6 5 1
Residual Solvent 7 2 5 ligieSasile
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Spec.No :

Reference(s) :

M -12

METHYLDOPA

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

WanzaN | lamangaa

LAGIAR

Appearance

Solubility

Identification

Appearance of

Solution

A Dd

Acidity

Optical Rotation

Absorbance

Methoxymethyldopa
and Related

Substances

B S A

= =) v
Wi TlIsun EHJVL@ g1n

Heavy Metals

Water

Sulphated Ash

Storage

B O S

A Dd

A & A <
LWBIINH UWI@%@’J’]&I“E%/%’] wtasuiin

a o
‘AN

Assay

4 -

IN - HOUSE SPECIFICATION

Packing

4 -

Residual Solvents

2 2

wigsTounaulasnn, Vl,&iszqvl,flu

Pharmacopoeia
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METOCLOPRAMIDE HYDROCHLORIDE (For Injection)

Spec.No : M-13 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 1 1 -
Solubility 1 1 -
Identification 1 1 -
Appearance of 1 1 -
Solution
Related Substances 1 1 -
Heavy Metals 1 1 -
Water 1 1 -
Sulphated Ash 1 1 -
Organic Volatile 1 1 -
Impurity
Assay 1 1 -
IN - HOUSE SPECIFICATION
Bacterial Endotoxins 1 1 -
(USP24)
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Spec.No :

Reference(s) :

METRONIDAZOLE (For Injection)

M -14

Rev.No. :

USP24 / BP 98 / COA

Date :

No.of Page :

11

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

Appearance

4

Solubility

Identification

Appearance of

Solution

4
4
4

B N B N

Related Substances

= = v
ﬁ’]iLﬂiUﬂJLﬂﬂﬁJ%ﬂvL@]Uﬂﬂ

Heavy Metals

Loss on Drying

Sulphated Ash

Storage

Organic Volatile

Assay

N N I N I N N B -

O Y NG NG R G O O A N )

IN - HOUSE SPECIFICATION

Bacterial Endotoxins

2

Clearity of Solution

1

1w spec. lANIZVBILIILIEN
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Spec.No :

Reference(s) :

M -15

MICONAZOLE NITRATE

Rev.No. : Date :

USP24 / BP 98 / COA

No.of Page :

11

Test / Method

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANTEN

Taimanzan

tRAHA

Appearance

Solubility

Identification

Appearance of

Solution

N[~ DD

a L v tﬂl
’JLﬂi’]zﬁlu%’)“ﬂ@ﬂuLLﬂu

Optical Rotation

Related Substances

Lileld HPLC Tumsaasey

Loss on Drying

Sulphated Ash

914989971n COA maa;jwﬁm

Storage

Impurities

Assay

N N I N I N N B -

4
2
3
4
4

IN - HOUSE SPECIFICATION

Particle Size

2

2

o A oA A
NS RIGERRER
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Spec.No :

Reference(s) :

M -16

MINOXIDIL

Rev.No. : Date :

USP24 / BP 98 / COA

No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

Appearance

3

Solubility

Identification

Appearance of

Solution

3
3
3

N | W | Ww| Ww

Melting Range

Loss on Drying

Sulphated Ash

Heavy Metals

Chromatographic

Purity

W W W w|w

g9la'laly HPLC Tuwn1sdteves

Organic Volatile

Impurities

e9lal HPLC Tumsatasey

Assay

3

IN - HOUSE SPECIFICATION

Packaging and

Sterna

1

Reference Standard

Related Substances

Residual Solvent

Powder fineness

Bulk density

W | W w|w

N INIDN|DN
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NABUMETONE
Spec.No : N-01 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tseom | wanzan | lamanzas
faay
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Related Substances 3 1 2 wisaIsuieuenn
Heavy Metals 3 3 -
Sulphated Ash 3 2 1
Water 3 2 1
Impurities 3 3 -
Storage 3 3 -
Assay 3 3 -
IN - HOUSE SPECIFICATION
Melting Range 1 1 -
Loss on Drying 1 1 -
Residual Solvents 2 1 1 adssufisum laann
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NAPROXEN
Spec.No : N-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method s | swonlssomiifinda LAGANA

Tsoomw | wanzan | lamanzan

P
naay

Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Appearance of 3 3 -
Solution
Specific Optical 3 2 1 lifiinsosiia
Rotation
Related Substances 3 3 -
Heavy Metals 3 3 -
Loss on Drying 3 3 -
Sulphated Ash 3 3 -
Storage 3 3 -
Assay 3 3 -
IN - HOUSE SPECIFICATION
Bulk Density 1 1 -
Tapping Volume 3 3 - Lﬁ'aﬂmsmﬁ Bulk density TN Tapping

Voleme
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NAPROXEN SODIUM

Spec.No : N-03 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tseom | wanzan | lamanzas
faay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Specific Rotation 2 2 -
Loss on Drying 2 2 -
Heavy Metals 2 2 -
Free Naproxen 2 2 -
Chromatographic 2 1 1 manslIouisulesnn
Purity
Organic volatile 2 1 1 manslIouisulesnn
Impurities
Assay 2 2 -
IN - HOUSE SPECIFICATION
pH 2 2 -
Clarity of Solution 2 2 -
Particle Size 2 2 -
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NEOMYCIN SULFATE

Spec.No : N -04 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 6 6 -
Solubility 6 6 -
Identification 6 6 -
PH 6 6 -
Loss on Drying 6 5 1
Other Requirements 6 3 3 L‘ﬁ;adﬁ]’mﬁ’] Micro Wa?
Packaging and 6 6

Storage
Assay 6 6 1

IN - HOUSE SPECIFICATION

Identification 6 4 1
Assay 6 4 -
Particle Size* 6 4 3 | Grade RM fil3ldagush

(No1. or 2)
Shelf Life 6 4 2 gmummmmmu
Microcount Bacteria 6 4 2
Microcount Fungi 6 4 2
Specific Optical 6 4 2

Rotation
Sulfated Ash 6 4 2
Neamin 6 4 2
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NIACINAMIDE (NICOTINAMIDE) (For Injection)

Spec.No :

Reference(s) :

N-05
USP24 / BP 98 / COA

Rev.No. :

Date :

No.of Page :

11

Test / Method

UIN

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

LAGIAR

Tsoom | wanzaw

=
naay

Tawmanzan

Appearance

4

Solubility

Identification

Melting Range

Loss on Drying

Residue on Ignition

Heavy Metals

Readily Carbonizable

Substances

Al
N NN NN D

Organic Volatile

Impurities

a A Y
weasda linsaw

Assay

Storage Container

LW D LR AILNI 199

Type of Container

1

LW D LR LU AILNI 199

Readily Carbonizable

B O S

4
3
3
4

IN - HOUSE SPECIFICATION

Bacterial Endotoxins

4 4 -
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NICLOSAMIDE
Spec.No : N-06 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Loss on Drying 4 4 -
Sulphated Ash 4 4 -
Chloride 4 4 -
2-Chloro-4- 4 3 1

nitroaniline
5-Chlorosalicylic 4 4 -

Acid
Related Substances 4 3 1

(LC)
Organic Volatile 4 4 -
Imputiry
Assay 4 4 -

IN - HOUSE SPECIFICATION

Particle Size 4 3 1
Bulk Density 1 1 - Lﬁaﬂﬁ]’ﬁmﬁ’mﬁu Tapping Volumn
Tapping Volume 4 3 1
Shelf Life 4 3 1
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Spec.No :

Reference(s) :

NICOTINAMIDE (NIACINAMIDE)

N-07

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

5

P1ARIILAN

Solubility

Identification

Appearance of

Solution

5
5
5

B N B N

pH

Related Substances

P1ARIILAN

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

(@2 I &) B @) BN &) B @) I IO |

gl oo, A | O
1

IN - HOUSE SPECIFICATION

Fineness

2

A oA A
Litiasasiia

Packing

Arsenic

A . 1A A
laigila pharmarcopoeia, laifiansiadl

Copper

B N N )

W W~ W
—_—

A . 1A A
laigila pharmarcopoeia, laifiansiadl

Particle Size

Zinc

A . 1A A
laigila pharmarcopoeia, laifiansiadl
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NISOLDIPINE
Spec.No : N-08 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
IN - HOUSE SPECIFICATION

Appearance -
Solubility -
Identification -
Melting Point -
Solution -

Sulphated Ash

Heavy Metals

Loss on Drying

Methanol

By-products

Microbial Purity

Assay

NINIDNIDNIDNIDNINIDNINIDNIDN|DN

N INIDNIDNIDNIDNININIDNIDNIDNDN
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NISOLDIPINE (MICROFINE)

Spec.No : N-09 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method swow | Swanlssomiiiinia IANA
T:Na'm wanzaa | lamsnzas q
fimau
IN — HOUSE SPECIFICATION
Appearance 1 1 -
Identification 1 1 -
Melting Point 1 1 -
Solution 1 1 -
Sulphated Ash 1 1 -
Heavy Metals 1 1 -
Loss on Drying 1 1 -
Methanol - - -
By-products 1 1 -
Microbial purity 1 1 -
Particle size - - -
Assay 1 1 -
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NORFLOXACIN

Spec.No : N-10 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swow | Swoulsomiiiiudy IRANA
‘[Isaam wanzan | lamanzas q
finay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Loss on Drying 7 7 -
Residue on Ignition 7 6 1
Heavy Metals 7 6 1
Chromatographic 7 4 3 aaSoufisum lasn
Purity
Assay 7 7 -
IN - HOUSE SPECIFICATION
Melting Range 1 1 -
Particle Size 1 1 -
Packaging and 6 6 -
Storage
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NORTRIPTYLINE HYDROCHLORIDE

Spec.No : N-11 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1

Test / Method 3w | swwlsecufiiindn WW! WA

‘[iﬂ\i’l% ANTEN 13.1'!,“&1’]353]

P
neaay

Appearance 2

Solubility

N[N [IDNIDN

2
Identification 2
Appearance of 2

Solution

Acidity or Alkalinity

Related Substances

Heavy Metals

Loss on Drying

Sulphated Ash

Storage

Impurities

NN I NINIDNIDNIDN|IDN
NN  NDNINIDNMNININ|DN

Assay

IN — HOUSE SPECIFICATION

Residual Solvent 2 2 -

565




ﬁ‘aya27%_1ﬁﬁwuﬂwm5§1uﬁf@”@’muuuaaumwmnfsamunﬁmm

Spec.No :

Reference(s) :

N-12

NYSTATIN

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangaa

tRAHA

Appearance

4

Solubility

Identification

pH

Absorbance

Heavy Metals

Loss on Drying

Sulphated Ash

Suspendibility

Storage

Assay

N N N N N

A AA OOV WO | P> D>+
—_—

IN - HOUSE SPECIFICATION

Labeling

1 -

Residual Solvents

2 2

1303 6e, g9laiau@nsn
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OMEGA-3-ACID ETHYL ESTERS

Spec.No : 0-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui ARKA
Tsoom | waanzan | Tamanzan
faay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Acid value 2 2 -
Anisidine Value 2 2 -
Peroxide Value 2 2 -
Oligomers 2 2 -
Conjugated Dienes 2 2 -
Storage 2 2 -
Labelling 2 2 -
Organic volatile 2 2
impurity
Assay 2 2 -
IN - HOUSE SPECIFICATION

Fatty Acid 2 2 -

Composition
Antioxidant 2 2 -
Microbiology 2 2 -
Heavy metals* 2 2 -

Hg

Total amount Heavy

Metals

(Pb, Cd, Se, As, Hg)
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Spec.No :

Reference(s) :

0-02

OMEPRAZOLE

Rev.No

Specification

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

IN - HO

USE SPECIFICATION

Appearance

Solubility

Identification

Melting Point

pKa

Clarity of Solution

Absorbance of

Solution

W W W W w|w|w

W W W W Ww|w|w

Impurities by TLC

Impurities by HPLC

1 Limit gal,ﬁu"l,ﬂ

Heavy Metals

Loss on Drying

Specific Surface Area

Residual Solvent

Assay

W W W W w|w|w

W W W W | WwWw|N| W

IN - HO

USE SPECIFICATION

Particle Size

Appearance
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OMEPRAZOLE MAGNESIUM

Spec.No : 0-03 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/1
Test / Method swwm | swaulsesuiifinia AGANA
Tsoomw | wanean | lamsnzan

=
naay

IN - HOUSE SPECIFICATION

Appearance

1 -

Solubility

1 -

Identification

1 -

pKa

Water

Color of Solution

Related Substances

by HPLC

Related Substances

by TLC

Magnesium

Residaul Solvent

Particle Size

Assay
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OMEPRAZOLE SODIUM (For Injection)

Spec.No : 0-04 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/1
Test / Method Fwan | Swaulssamiiiin -
‘L"lsaam wanzan | lamanzas q
finay
IN - HOUSE SPECIFICATION
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
pKa 2 2
Water 2 2 -
Absorbance of 2 2 -
Solution
Impurities by TLC 2 2 -
Impurities by HPLC 2 2 -
Heavy Metals 2 2 -
Microbiological 2 2 -
Condition
Assay 2 2 -
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OXYMETHAZOLINE HYDROCHLORIDE

Spec.No : 0-05 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
pH 2 2 -
Loss on Drying 2 2 -
Residue on Ignition 2 1 1
Heavy Metals 2 1 1
Related Substances 2 1 1
Impurities 2 2 -
Assay 2 2 -
IN - HOUSE SPECIFICATIONS
Colour of Solution 1 1 - U’miidmum’mﬁ"ﬁaiﬁlmau
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Spec.No :

Reference(s) :

OXYTETRACYCLINE HYDROCHLORIDE

0-06

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0u

P
naay

o 4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANITEN

Taimanzan

tRAHA

Appearance

2

Solubility

Identification

N IN|DN

Stability

pH

Specific Optical

Rotation

2
2
2
2
2

Absorbance

Light-absorbing

Impurities

Related Substances

13i3ian7 standard wa4 related substances

Heavy Metals

Water

Sulphated Ash

N IN|DN

Sterility

W1zt Micro Assay

Bacterial Endotoxins

Storage

Assay

NINIDNIDNIDNIDNIDNDDN

2
2
2

IN-HOUSE SPECI

FICATIONS

Shelf Life

1

Stability

1

Toxic Substance
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PARACETAMOL
Spec.No : P-01 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 1/2
Test / Method Swam | Swaudsesmiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 12 12 -
Solubility 12 12 -
Identification 12 11 1
Melting Point 12 12 -
pH 12 9 3 laisnnualu BP
Water / Loss on 12 12 -
Drying
Residue on Ignition 12 7 5 laifians standare
Heavy Metal 12 8 4
Chloride 12 10 2
Sulfate 12 10 2
Sulfide 12 9 3
Readily Carbonizable 12 9 3
Substance
Sulfated Ash 12 9 3
p-Aminophenol 12 11 1
Organic Volatile 12 5 7 sadIpuineunien
Impurities
Related Substances / 12 7 5 laifians standard
Decomposition
products (TLC)
Assay 12 12 -
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PARACETAMOL (Cont.)

Spec.No : P-01 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page : 2/2
Test/Method | S | fwdsouiiiuiy IAAHA
T‘i\‘ld'l% winnzan | lalmanzas )
finay
IN - HOUSE SPECIFICATION
p-Chloroacetanilid 11 9 2 F1IUTBUNLURIBIN, TIOLN
Appearance of 11 10 1
Solution

Tapping Volume 11 8 3 Vl,aJ'miﬁmumflummg’mm’m
Particle Size Data 11 8 3 Tastwuaiduanasgiunas
Bulk Density 11 8 3 %uﬁugmmam@iaz;jwﬁ@
Shelf Life 11 8 3 MRUBAAIN Manufacturer
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Spec.No :

Reference(s) :

P-02

Rev.No. :

USP24 / BP 98 / COA

PENICILLIN V POTASSIUM

Date :
No.of Page : 1/1

N

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

Test / Method LANA
‘L"lsaam wanzan | lamanzas '*
finay

Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Specific Optical 7 5 2 | lifieesie

Rotation
pH 7 7 -
Loss on Drying 7 5 -
Phenoxyacetic Acid 7 6 2
Absorbance 7 5 1
Limit of p-hydroxy 7 7 2

penicillin V (HPLC)
Assay 7 7 -

IN - HOUSE SPECIFICATION

Clarity and Color of 6 5 1

Solution
Related Substances 7 5 2

(by HPLC)
Bulk Density 1 1 - NAIWTIUAL Tapped Density
Tapped Density 6 5 1 213N M INasal Bulk Density LN

Tapped Density

Mesh Analysis 6 5 1
Shelf Life 6 4 2 119z InUaaIN Manufacture #WIaauAIW

PANNCRA
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PENICILLIN G POTASSIUM

Spec.No : P-03 Rev.No. : Date :
Reference(s) : USP / BP98 / COA No.of Page : 1/1
Test / Method Swow | Swoulssomiiiiudy IRANA
‘[Isaam wanzan | lamanzas q
finay
Appearance 3 3 -
Solubility 3 3 -
Identification 3 2 1
pH 3 3 -
Specific Optical 3 3 -
Rotation
Loss on Drying 3 3 -
Related Substances 3 2 1
Impurities (as BP) - - -
Light Absorption 3 3 -
Potency 3 3 -
Assay (HPLC) 3 3 -
Storage condition 3 1 2 AILAND AN
IN - HOUSE SPECIFICATION
For Injection : 3 3 -
Pyrogen Test
Sterile
Bacterial Endotoxin
Shelf Life 3 3 -
Packaging and 3 1 2 AILAND AN
Storage

576




POYADATIABANINTZIHT (D INULUFIUAINIINTT0IIBHAAEN

PENICILLIN G SODIUM

Spec.No : P-04 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method 3w | swanlsesuifini m@;wa

Tso0u

4
neay

wisnzan | lawnnzas

Appearance

3

Identification

Crystallinity

pH

Loss on Drying

Assay

W W W w|w

W W W | NN W w

IN - HOUSE SPECIFICATION

Rate of solution

1 -

gmiazmﬂ

Storage condition
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Spec.No :

Reference(s) :

P-05

PHENOBARBITAL

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

WanzaN | lamangaa

LAGIAR

Appearance

Solubility

Identification

Appearance of

Solution

Acidity

Related Substance

Loss on Drying

Sulphated Ash

Assay

NINIDN|IDN|DN

2 -

IN - HOUSE SPECTFICATION

Clarity of Solution

1 1

Volatile Organic

Impurity

1 1

Residue on Ignition

Storage

Melting range

Phenylbarbituric
Acid
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Spec.No :

Reference(s) :

P-06

PHENYLBUTAZONE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

UIN

Tso0u

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wisnzan | lawnnzas

tRAHA

Appearance

2

Solubility

Identification

N N N
1

Appearance of

Solution

2
2
2

Acidity or Alkalinity

Absorbance

Related Substance

Heavy Metals

Sulphated Ash

Loss on Drying

Chloride

Sulphate

Assay

NINIDNIDN|IDN|IDN|DN

2 -

IN - HOUSE SPECTFICATION

Storage

1 -

Acidity or Alkalinity
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Spec.No :

Reference(s) :

PHENYLEPHRINE HYDROCHLORIDE

P-07

Rev.No. : Date :

USP24 / BP 98 / COA

No.of Page : 1/1

Test / Method

MU

Tso0m

P
naay

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangas

tRAHA

Appearance

Solubility

Identification

Appearance of

Solution

N NN

o|~N|~N|~N
1

Acidity or Alkalinity

Specific Optical

Rotation

A oA A
Litiasasiia

Related Substances

Ketones

Sulphates

Loss on drying

Sulphated Ash

2

Assay

N[N NN NN

~N O ~ N | oo
1

IN - HOUSE SPECTFICATION

Melting Range

Residue on Ignition

Chloride Content

| 0| O

AasAnNIINaL

Storage
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PHENYLPROPANOLAMINE HYDROCHLORIDE

Spec.No :

Reference(s) :

P-08

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangas

tRAHA

Appearance

Solubility

Identification

Appearance of

Solution

Acidity or Alkalinity

Related Substanees

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

R NE RN

Al WP OO|W| W
—_—

IN - HOUSE SPECTFICATION

pH

1 -

Metting Point

Related Substances

Organic Volatile

Impurities
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PIROXICAM
Spec.No : P-09 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiui AN
Tseom | wanzan | lamanzas
faay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Related Substance 7 4 3
Heavy Metals 7 5 2
Loss on Drying 7 6 1
Sulphated Ash 7 5 2
Residue on Ignition 7 7 -
Organic Volatile 7 2 5 malSeuifisulasnn, dasrimsdnmn
Impurities fau
Assay 7 7 -
IN - HOUSE SPECTFICATION
Appearance 5 5 -
Colour of Solution 1 1 -
Particle Size 6 3 3 | dolufieSestle, liasdmuadiuanasgu
Nay
Bulk Density 1 1 - §11 30181 capsule
Tapped Density 1 1 - §11 30181 capsule
Storage 2 2 -
Melting Point 6 5 1 asruadusie lalgduden
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Spec.No :

Reference(s) :

P-10

POTASSIUM CHLORIDE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/2

Test / Method Swam | Swaudsesmiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Appearance of 5 4 1

Solution
Acidity or Alkalinity 5 4 1
Bromides - - -
lodides - - -
Sulphates - - -
Barium - - -
Heavy Metals 5 4 1
Iron - - -
Magnesium and 5 5 -

Alkaline-Earth

Metals
Loss on Drying 5 5 -
Sodium 5 4 1
Aluminium 5 3 2 ligieSasile
Assay 5 5 -

IN - HOUSE SPECTFICATION

Organic Volatile 4 1 3 w1 std. Iefen, lifiiedesiia

Impurities
Calcium 4 3 1 Lidinsasile
Arsenic 4 3 1 ligieSasile
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Spec.No :

Reference(s) :

POTASSIUM CHLORIDE (Cont.)

P-10

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 2/2

Test / Method

1IN

Tso0u

]
naay

o a4 & 1
mwmfiaa‘mnmwn

wanzan | laangas

tRAHA

IN - HOUSE SPECTFICATION (Cont.)
Zinc 4 3 1 lifn3asile
Zinc and Copper 4 3 1 lisiesasile
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Spec.No :

Reference(s) :

POTASSIUM GUAIACOLSULFONATE

P-11

Rev.No. :

USP24 / BP 98 / COA

Date :

No.of Page :

11

Test / Method

MU

Tso0m

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

Wanzan | lamangas

LAGIAR

Appearance

3

Solubility

Identification

Water

Selenium

Sulfate

Heavy Metals

1

Assay

W W W w w|w|w

WIN| W W IN|W|Ww|Ww

IN - HOUSE SPECTFICATION

Appearance

Solubility

Identification

Appearance of

Solution

NN NN

Alkalinity

"L;i‘s::q‘l,u USP 24 uaz BP 1998

Guaicol Content

Sulphates

19l 599wriLiRy

Particle Size

NN NN

Tiarsimuaduanasgiunany
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POTASSIUM NITRATE

Spec.No : P-12 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
Arsenic - - -
Heavy metals 3 3 -
Sodium 3 2 1 Lidinsasile
Ammonium 3 3 -
Compounds
Chloride - - -
Sulphate - - -
Assay 3 3 -
IN - HOUSE SPECTFICATION
Solulility 3 3 -
Chlorats and 3 3 -
Perchlorate
Calcium 3 3 -
Magnesium 3 3 -
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POVIDONE
Spec.No : P-13 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
$wm | Swoulsesmigini
Test / Method WAHA
Tsoomw | wanzan | lamanzan
‘ﬁmau
Appearance 1 1 -
Solubility 1 1 -

Identification

Appearance of

Solution

pH

Aldehydes

Peroxides

Hydrazine

Limit of Monobasic

or Tribasic Salt

Assay

USE SPECTFICATION

Vinylpyrrolidone

Monomer

Heavy Metal

Sulphated Ash

Water

Acetaldehyde

Total Aerobic Plate

Count

Mold / Yeast

S. Aureus
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POVIDONE - IODINE (IODINATED POVIDONE)

Spec.No :

Reference(s) :

P-14

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

MU

Tso0m

P
naay

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

wanzan | laangas

tRAHA

Appearance

Solubility

Identification

pH

lodide

Loss on Drying

Sulphated Ash

Organic volatile

impurity

W W W W w|w|w

W W W W W Ww|w|w

Assay

3 -

IN - HOUSE SPECTFICATION

Residue on Ignition

K-Value of Povidone

A oA A
Litiasasiia

Stability Test

pH

W | W w|w
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POVIDONE K-90

Spec.No : P -15 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Swom | Swawbsarmiiini LG
Tsoom | wanzan | lamsnzas )
fimoy

Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
Appearance of 5 5 -

Solution
pH 5 5 -
Aldehydes 5 3 2 adToufsum ldenn
Peroxides 5 5 -
Hydrazine 5 3 2 adToufsum ldenn
Vinylpyrrolidone 5 5 -
Heavy Metals 5 5 -
Water 5 5 -
Viscosity, expressed | 5 4 1 Vl,sjﬁaqﬂﬂitﬁ:, LAl

as K-value
Assay 5 5 -

IN - HOUSE SPECTFICATION FOR OVIDONE K-90

European Colour 3 3 -

Test
% Ash 3 3 -
Vinyl Pyrrolidone 3 2 1

Monomer
Aldehydes 3 3 -
% Nitrogen 3 2 1
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Spec.No :

Reference(s) :

P -15

POVIDONE K-90 (Cont.)

Rev.No. : Date :

USP24 / BP 98 / COA

No.of Page : 2/2

Test / Method

1IN

Tso0u

]
naay

o a4 & 1
mwmfiaa‘mnmwn

wanzan | laangas

IN — HOUSE SPECTFICATION For Povidone K-90

Colour of Solution

1

1 -

Particle Size

1

1 -

e a A A \ o &
H\TVLNNLﬂjaﬂNa, vluﬂjiﬂqﬂu@ Lﬂ%&l’]@]‘iﬁ’m

nad
K-Value 4 3 1
Salmonella 4 4 -
Pseudomonas 4 4 -
Aeruginosa
E coli 4 4 -
% on 20 Mesh 4 4 -
% on 200 Mesh 4 4 -
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PRAZIQUANTEL
Spec.No : P-16 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiui AN

Tsoom | waanzan | Tamanzan

faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Melting Range 4 4 -
Loss on Drying 4 4 -
Residue on Igntion 4 3 1
Heavy Metal 4 3 1
Related Compound 4 4 -
Assay 4 4 -

IN - HOUSE SPECTFICATION

Particle Size 1 1 - IuadadnTIMIazay

Packaging and
Storage

Reference Sandard

Acidity
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PREDNISOLONE

Spec.No : P-17 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiui AN
Tsoom | waanzan | Tamanzan
faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Specific Optical 4 2 2 lifiinsosiia
Rotation
Related Substance 4 2 2
Loss on Drying 4 4 -
Impurities 4 4 -
Assay 4 4 -
IN - HOUSE SPECTFICATION
Melting Point 3 2 1
Particle Size 1 1 - InadadnTIMIazay
U.V. Absorption 3 2 1
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PRILOCAINE
Spec.No : P-18 Rev.No. : Date :
Reference(s) : Specification No.of Page : 1/1
Test / Method 3w | swanlsesuifini LAGANA
Ti\‘ld'l% LARNITEAN 13JIL1/IN1$§N
‘ﬁﬁﬁ]ll

IN - HOUSE SPECIFICATION

Appearance

1 -

Solubility

1 -

Identification

1 -

Melting Point

Turbidity in ethanol
(96 vol %)

Color in ethanol (96

vol %)

Chromatographic

Purity (GC)

o-Toluidine

Heavy Metals

Sulphate

Residual on Ignition

Assay
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PRIMAQUINE PHOSPHATE

Spec.No : P-19 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Fwan | Smoaulssauiiind LRANR
Tseow | wanzan | lamanzas q
fimau
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Related Substances 2 2 -
Loss on Drying 2 2 -
Organic Volatile 2 2 -
Impurities
Assay 2 2 -
IN - HOUSE SPECTFICATION
Appearance 2 2 -
Acidity 2 2 -
Tapping Volume 2 2 -
Particle Size 1 1 - ﬁwa@iaé'@mmsazmm
Melting Point 2 2 -
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PROPOFOL
Spec.No : P-20 Rev.No.: Date :
Reference(s) : Specification No.of Page : 1/1
Test / Method Fmam | Swanlseewiitini mqwa
Tsoom | waanzan | Tawmanzan
faay
IN - HOUSE SPECIFICATION

Appearance 2 2 -
Crystallinitty 2 2 -
Identification 2 2 -
Water Content (KF) 2 2 -
Total Impurities 2 2 -

(HPLC)
2,6-Diethylaniline 2 2 -
2,6-Diisopropyl 2 2 -

quinone
3,3’,5,5’-Tetraisopro 2 2 -

pyl-4,4’-dihydroxy

biphenyl
Assay 2 2 -
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Spec.No :

Reference(s) :

PROPRANOLOL HYDROCHLORIDE

P-21

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

LANTEN

Taimanzan

tRAHA

Appearance

Solubility

Identification

Appearance of

Solution

IS T I O I NG N

Acidity or Alkalinity

Related Substance

Heavy Metals

Loss on Drying

Sulphated Ash

Impurities

Assay

N N I N I N N B -

Al w|lr|lw|lw]| s~

IN - HO

USE SPECTFICATION

Appearance

N

Optical Rotation

1

Pakaging and
Storage

Reference Standard

Melting Range
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Spec.No :

Reference(s) :

PROPYLENE GLYCOL

P-22
USP24 / BP 98 / COA

Rev.No. :

Date :
No.of Page : 1/2

Test / Method

MU

o a4 &
Q’]%’]%‘[ﬁ\‘i\‘i’]%ﬂl‘iﬂ%'}’]

Tso0 | anzaw

P
naay

Taimanzan

tRAHA

Appearance

Solubility

Identification

Specific Gravity

Acidity

Water

Residue on Ignition

Chlorides

Sulphate

Heavy Metal

Organic Volatile

Impurities

Q| O | O | OO | 0| 0| | | C | 0
| O | 0|0 | N| 0| 0| ]| ]| C/| O

. a A A oaA
ﬁ’]iLﬂiUULﬂﬂﬂiqﬂqLLWG, VLN;JL@?QGNQ

Assay

IN - HOUSE SPECTFICATION

Acidity

Chlorides

A oA A
Litiasasiia

Iron

VL&iﬁm‘%aoﬁa,"l&is:qluUSP 24 U8z BP 1998

Arsenic

VL&iﬁm‘%aoﬁa,"l&is:qluUSP 24 U8z BP 1998

Odour

Taste

N[N~~~
N[N~ ||~
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PROPYLENE GLYCOL (Cont.)

Spec.No : P-22 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 2/2
Test / Method s | swonlssomiifinda

Tso0m

P
naay

wanzan | laangas

tRAHA

IN - HOUSE SPECTFICATION (Cont.)
Refractive Index ‘ﬁl 7 7 -
20°C
Pour Point 7 4 3 | 'lufiie3esile, Lifdnoszndoelumujia
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Spec.No :

Reference(s) :

P-23

PRO

Rev.No

PYLTHIOURACIL

USP24 / BP 98 / COA

Date :
No.of Page : 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfsaa‘mnmwn

LANITEN

Taiimanzan

tRAHA

Appearance

4

Solubility

Identification

Thiourea and Related

Substance

4
4
4

w|~| M|

Heavy Metals

Loss on Drying

Sulphated Ash

Residue on Ignition

Selenium

Ordinary Impurities

Organic Volatile

Impurities

N RN

NI A INDNIN|BD] BN

Assay

IN - HO

USE SPECTFICATION

Appearance

1

Tapping Volume

1

Ordinary Impurities

N | W | W

2

Storage

Melting Range

Organic Volatile

Impurities
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PSEUDOEPHEDRINE HYDROCHLORIDE

Spec.No : P-24 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsermiiiui AN
Tseom | wanzan | lamanzas
faay
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Acidity or Alkalinity 7 6 1
Clarity and Colour of 7 5 2
Solution
Melting point 7 7 -
Specific Optical 7 5 2 lifinsosiiolunisamaseu
Rotation
Related Substance 7 5 2 wWIgTLUIuABUEN TN
Loss on drying 7 7 -
Sulphated Ash 7 5 2
Assay 7 7 -
IN - HOUSE SPECTFICATION
pH of the Solution 6 6 -
Residue on Ignition 5 4 1
Particle Size 1 1 -
Storage 3 3 -
Type of Container 1 1 - pinimziulumzuzlIn
Reference Standard 1 1 -
Organic Volatile 5 1 4 817 standard 1AW, GaAnENNank
Impurities
(-)- Ephedrine 5 3 2 GaIrnmMIAnsnat
Hydrodrloride
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PYRAZINAMIDE

Spec.No : P-25 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Fwan | Smoaulssauiiind LRANR
Tseow | wanzan | lamanzas q
fimau
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
Acidity or Alkalinity 2 2 -
Related Substance 2 2 -
Heavy Metals 2 2 -
Water 2 2 -
Sulphated Ash 2 2 -
Impurities 2 2 -
Melting Range 2 2 -
Residue on Ignition 2 2 -
Organic Volatile 2 2 -
Impurities
Assay 2 2 -
IN - HOUSE SPECTFICATION
Appearance 2 2 -
Heavy Metals 2 2 -
Fineness 2 2 -
Particle Size 1 1 - ﬁwa@iaé'@mmsazmm
Tapping Volume 2 2 -
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PYRIDOXINE HYDROCHLORIDE

Spec.No : P-26 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiui AN
Tseom | wanzan | lamanzas
faay
Appearance 11 11 -
Solubility 11 11 -
Identification 11 11 -
Appearance of 11 9 2 ¥waTasuinananwunm
Solution
pH 11 11 -
M.P. 11 11 -
Related Substance 11 7 4 ligieSasile
Heavy Metals 11 9 2
Loss on Drying 11 11 -
Sulphated Ash 11 9 2
Organic Volatile 11 4 7 salSoufisumlaen, Lifiedesiia
Impurities
Chloride Content 11 10 1
Assay 11 11 -
IN - HOUSE SPECTFICATION
Appearance 7 7 -
Storage 2 1 1
Particle Size Data 2 1 1 | lifieSesdie
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QUATIAPINE FUMARATE

Spec.No : Q-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Fmam | Swanlseewiitini WW!N’G]
Tsoom | waanzan | Tamanzan
faay
IN - HOUSE SPECIFICATION

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of a 5% 2 2 -

w/v Solution in

Aqueous

Acetonitrile
Water content 2 2 -
Sulfated ash 2 2 -
Heavy Metals 2 2 -
Specific Surface 2 2 -

Area
Related Subastances 2 2 -
by HPLC
Residual Solvents 2 2 -
Assay 2 2 -
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QUININE HYDROCHLORIDE

Spec.No : Q-02 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -

Solution
pH 2 2 -
Specific Optical 2 2 -

Rotation
Other Cinchona 2 1 1 iasiialinsan

Alkaloids
Sulphates 2 2 -
Barium - - -
Loss on Drying 2 2 -
Sulphated Ash 2 2 -
Assay 2 2 -

IN - HOUSE SPECTFICATION

Dihydroquinnine 2 2 -
Lead 2 1 1 Lidinsasile
Zinc 2 1 1 Lidinsasile
Arsenic 2 1 1 ligieSasile
Particle Size 2 1 1 Grade 284 raw material lﬂﬁa%iuﬁ’;

Distribution
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QUININE SULPHATE

Spec.No : Q-03 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/2
Test / Method Fmam | Swanlseewiitini mqwa
Tsoom | waanzan | Tamanzan
faay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
pH 2 2 -
Specific Optical 2 2 -
Rotation
Other Cinchona 2 2 -
Alkaloids
Loss on Drying 2 2 -
Sulphated Ash 2 2 -
Residue on Ignition 2 2 -
Heavy Metal 2 2 -
Chloroform — 2 2 -
Alcohol - Insoluble
Substances
Chromatographic 2 2 -
Purity
Limit of 2 2 -
Dihydroquinine
Sulfate
Organic Volatile 2 2 -
Impurities
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Spec.No :

Reference(s) :

Q-03

QUININE SULPHATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page : 2/2

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Assay 2 2 -

IN - HOUSE SPECTFICATION
Appearance 2 2 -
Tapping Volume 2 2 -
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RANITIDINE HYDROCHLORIDE

Spec.No : R-01 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance* 3 3 -
Solubility 3 3 -
Identification 3 3 -
Appearance of 3 3 -
Solution
pH 3 3 -
Related Substance 3 2 1 1 auriu Chromatographic
Purity
Heavy Metals 3 3 -
Loss on Drying 3 3 -
Sulphated Ash 3 3 -
Impurities 3 3 -
Organic Volatile 3 2 1
Impurities
Chromatographic 3 1 2 M USouisuw leein
Purity
Assay 3 3 -

S o
* T‘S\‘i\‘l']%&l NMnaLanNIe
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Spec.No :

Reference(s) :

R-02

RESERPINE

Rev.No. :

USP24 / BP 98 / COA

Date :

No.of Page :

17

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

Solubility

Identification

Specific Optical

Rotation

W | W | w

W | W w | w

Oxidation Products

Loss on Drying

Sulphated Ash

1

Assay

W W W W

W I ND|IDN| W

IN-HO

USE SPECTFICATION

Appearance

Expiry Date
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RIBOFLAVIN
Spec.No : R-03 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method S | swawlssowiifinda m@;wa

Ti\id'l% WANIEEN V‘,NIWIN'IKEVN

4
naay

Appearance 9 9 -

Solubility 9 9 -

Identification 9 9 -

Acidity or Alkalinity 9 9 -

Specific Optical 9 7 2 | lifieseede
Rotation

Absorbance 9 9 -

Lumiflavine 9 8 1

Loss on Drying 9 9 -

Sulphated Ash 9 8 1

Organic Volatile 9 5 4 aUTouisuiinauns, lidedesdie
Impurities

Assay 9 9 -

IN - HOUSE SPECTFICATION

Heavy Metals 7 5 2 laifszylu USP 24 uaz BP 1998
Arsenic 7 5 2 | 'lafiszylu USP 24 uaz BP 1998
Mercury 8 5 3 | lafiszylu USP 24 uaz BP 1998
Primary Aromatic 7 4 3 fIUTBUNBVTNATLN

Amine
Shelf Life 1 1 - L‘ﬁ:i]ﬂﬁ]’mEl’]E]’lquig(g%LLaZﬁﬂ’]Elé/’)vLﬁ\‘i’]El
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Spec.No :

Reference(s) :

RIBOFLAVIN SODIUM PHOSPHATE

R-04

Rev.No. :

USP24 / BP 98 / COA

Date :

No.of Page :

17

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

Appearance

Solubility

Identification

pH

Specific Optical

Rotation

N

w £ £ £ £
1

A oA A
Laide3asiia

Lumiflavine

Related Substance

Inorganic Phosphate

Heavy Metal

Loss on Drying

Impurities

2

817 standard Uwdann, hidieIasiae

Assay

N I S I U N I~

£ N £ £ £ £ £
1

IN - HOUSE SPECTFICATION

Sulphated Ash

Arsenic

A oA A
LaidaIasiia

Free Phosphate

A oA A
LaidaIasiia

Riboflavin

Diphosphate

W W W w

W NI DN| W
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RIFAMPICIN
Spec.No : R-05 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page : 1/1
Test / Method Swm | Swaudsermiiui ARKA
Tsoom | waanzan | Tamanzan
faay
Appearance 5 5 -
Solubility 5 5 -
Identification 5 5 -
pH 5 5 -
Water / Loss on 5 4 1 Limit haia39@1% BP fviua
Drying
Heavy Metal 5 5 -
Sulfate Ash 5 4 1 Limit ld@s9a14 BP finnua
Impurities (BP) 5 5 -
Related Substances 5 4 1
Crystallinity 5 4 1
Assay 5 5 -
IN - HOUSE SPECIFICATION
Bulk Density 4 3 1
Tapped Density 4 1 - NAITINAL Bulk Density ﬁ’m%"]_lcapsule
Related Substance 4 4 -
Rifampicin 4 4 -
Compacted
Rifampicin Powder 4 4 -
Shelf Life 4 3 1 ldasinue
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Spec.No :

Reference(s) :

ROPIVACAINE HYDROCHLORIDE

R-06

Rev.No. :

Specification

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfsaa‘mnmwn

wanzan | laangas

IN - HOUSE SPECIFICATION

Appearance

Solubility

Identification

Melting Point

pH

Water

Specific Optical

Rotation

NINIDNIDNIDN|IDN|DN

N N N N N N N
1

Clarity of Solution

Color of Solution

Achiral
Chromatoghraphic
Purity (HPLC)

Enantiomeric Purity

Residaul Solvent

Heavy Metals

Total Impurities

2,6-Xylidine

Microbiological

Condition

NINIDNIDN|IDN|DN

NINIDNIDNIDN|DN

Assay
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ROXITHROMYCIN

Spec.No : R -07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page : 1/1
Test / Method Swan | dmaulseomiiiui KA
Tsoom | waanzan | Tadwanzan
finay
Appearance 5 5 -
Solubility 5 5 -
Crystallinity 5 5 -
Identification 5 5 -
Specific Optical 5 4 1
Rotation
Related Substances 5 3 2
Water 5 5 -
Assay 5 5 -
IN - HOUSE SPECTIFICATION
pH 1 1 -
Impurities 2 1 1
Residue on Ignition 1 1 -
Particle Size 1 1 - IHNAGONTRZALVBILN
Distribution
Heavy Metal 1 1 -
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Spec.No :

Reference(s) :

S-01

SALICYLIC ACID

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 &
mwmfsaa‘mnmwn

LANTEN

Taiimanzan

tRAHA

Appearance

7

Solubility

Identification

Appearance of

Solution

7
7
7

N NN N

Related Substance

Chlorides

Sulphates

Heavy Metals

Loss on Drying

Sulphated Ash

Impurities

3 817 standard ATAUNINN

Melting Range

Assay

N[ NN NN NN NN

N | N | hdAlO|OO || N| N O

IN - HO

USE SPECTFICATION

4-Hydroxybenzoic
Acid

3 /17 standard 181N

4-Hydroxyisophthalic
Acid

3 /17 standard 181N

Phenol

Sum of Related

Substance

Storage
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Spec.No :

Reference(s) :

S-02

SILVER SULPHADIAZINE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

Appearance

Solubility

Identification

Particle Size

Loss on Drying

N N N N N
1

Limit of Nitrate

Chromatographic

Purity

NINIDNIDN|IDN|DN

Assay

2 -

IN - HOUSE SPECTFICATION

Melting Point

1 -

Silver Content

Appearance Free

Sulphadiazine

TLC Purity

Storage
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Spec.No :

Reference(s) :

S-03

SIMETHICONE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
fAnay

Appearance 9 9 -
Solubility 9 9 -
Identification 9 9 -
Defoaming Activity 9 9 -
Loss on Heating 9 9 -
Heavy Metal 9 8 1
Organic Volatile 9 4 5 a7 standard Smanung, Lifiiadesile

Impurities
Content of Silicon 9 8 1

Dioxide
Assay 9 9 -

IN - HOUSE SPECTFICATION

Appearance 8 3 5 lainsuitnasey
Silicon Oil Content 8 3 5 | linnuitneseu
Acidity 8 3 5 lainTuitnesey
Specific Density 1 1 -
Refractive Index 1 1 -
Reference Standard 1 1 -
Phenyl Compound 8 3 5 lainTuitnesey
Microbial Limit Test 1 1 - InfiderduuSiminmi
Mineral Oils 8 3 5 | linnuitneseu
Packaging and 1 1 -
Storage
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Spec.No :

Reference(s) :

S-04

SODIUM ASCORBATE

Rev.No. :

USP24 / COA

Date :
No.of Page: 1/1

Test / Method

N

Tso0m

=
naay

o A &
’\l']%’!%fiﬂ\‘l’l%ﬂ!;ﬂ%‘l’l

Wanzan | lamangaa

LAGIAR

Appearance

4

Solubility

Identification

pH

Specific Optical

Rotation

4
4
4
4

IS N N I NG I NG B NS
1

Loss on Drying

Heavy Metal

Lead

Zinc

Copper

Arsenic

Assay

N N N e

SO NG O I O I N O N
1

IN - HOUSE SPECIFICATION

Shelf Life

3 1

617




ﬁayaﬁ’aﬁ1ﬁuﬂw"msgvuﬁ‘lﬂ”mmwuaaumumnfsamuwﬁmm

Spec.No :

Reference(s) :

S-05

SODIUM BICARBONATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/2

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

Appearance

Solubility

Identification

Loss on Drying

Isoluble Substance

Carbonate

Normal Carbonate

Chloride

Limit of Sulfur

Compounds

oOfojlo/lo|loo|o | o | o

(0] » ()] ()] » ()] » » »
1

Aluminium

Arsenic

Calcium and

Magnesium

Copper

Iron

Heavy Metals

A oA A
Laida3asiia

Limit of Organics

Organic Volatile

Impurities

(o223 B« >R I(«> I I o> B B )]

oo OO
N

Assay
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Spec.No :

Reference(s) :

SODIUM BICARBONATE (Cont.)

S-05

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 2/2

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

IN - HOUSE SPECTFICATION

Clarity of Solution

1 -

pH

Carbonate

Loss of Drying

Sulphate

Ammonium

Color of Powder

Particle Size

Phosphate and
Silicate (as SiO,)

Potassium

lodine Reducing

Matter (as 1)

Storage

File : QS-05
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SODIUM CHLORIDE

Spec.No : S-06 Rev.No. : Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 1/2
Test / Method swwm | swaulsesuifini m@;na

Tsoomw | wanean | lawmsnzan

=
naay

Appearance 10 10 -

Solubility 10 10 -

Identification 10 10 -

Appearance of 10 9 1
Solution

Acidity or Alkalinity 10 10 -

Loss on Drying 10 10 -

Bromide 10 7 3 PIARIINAL
Aluminium 10 | 7 3 | lLifiia3es AA
Magnesium and 10 7 3 PIAEILAR

Alkali-earth Metals

lodides 10 9 1 PIAEILAR

Arsenic 10 9 1

Iron 10 7 3 lifieSasile, :namaiad
Barium 10 7 3 lifieSasile, :amaiad
Ferrocyanides 10 10 -

Sulfate 10 10 -

Nitrite 10 7 3 lifieSasile, :namaiad
Phosphate 10 7 3 lifiie3osile, 1aasiad
Potassium 10 7 3 lifieSasile, :amaiad
Heavy Metal 10 7 3 lifieSasile, :amaiad
Bacterial Endotoxins 10 9 1

Assay 10 10 -
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SODIUM CHLORIDE (Cont.)

Spec.No : S-06 Rev.No.: Date :
Reference(s) : USP24 / BP98 /COA No.of Page: 2/2
Test / Method S | swawlssowiifinda L‘W@]Nﬁ

Ti\id'l% WANIEEN 13jLVIN'I$ﬁN

4
naay

IN - HOUSE SPECIFICATION

Filtration Rate 9 4 5 LinmuAteasey, Vl,ajﬁqﬂﬂmf, Fix

(After 2 liters of 20.15 source NTidulzd1 nvaua laifidym

% wi/v brine solution)
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SODIUM CITRATE

Spec.No : S-07 Rev.No. : Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 1/2
Test / Method swawm | swanlsesuifini m@;wa

Ti\id'l% WANIEEN V‘,NIWIN'IKEVN

4
neay

Appearance 12 12 -
Solubility 12 12 -
Identification 12 12 -
Appearance of 12 12 -
Solution
Stability 12 10 2 lainsua%
Acidity or Alkalinity 12 11 -
Readily Carbonisable | 12 10 2 PIAFIIAL, ﬁumauajamﬂ
Substances

Water 12 12 -
Heavy Metal 12 10 2
Chloride 12 12 -
Oxalate 12 8 4 PIARIIAL
Sulfate 12 12 -
Pyrogens 12 9 3 1ailévinendia
Assay 12 12 -

IN - HOUSE SPECIFICATION
Arsenic 9 4 5 Filaidin3asiie
Iron 9 4 5 Filaidin3asiie
Calcium 9 4 5 Filaidin3asiie
Ammonium 9 4 5 Filaidin3asiie
Phosphate 9 4 5 O GRS
Insoluble Matter 9 4 5 | svhifie3esdle
pH (1%) 10 7 3
Labeling 1 1 -
Insoluble Matter 9 4 5 | svhifie3esdle
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SODIUM CITRATE

Spec.No : S-07 Rev.No.: Date :
Reference(s) : USP24 / BP 98 /COA No.of Page: 2/2
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tamanzan
faay
IN-HOUSE SPECIFICATION (Cont.)

Sodium 1 1 -
Citrate 1 1 -
Tartrate 1 1 -

Packaging and
Storage
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SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE

Spec.No : S-08 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/2
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T.iaa'm manzan | Tawanzaa q
flaay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 3 1

Solution
pH 4 4 -
Reducing Substance 4 2 2
Chlorides 4 4 -
Sulphates 4 4 -
Arsenic 4 2 2
Heavy Metals 4 2 2 lifie3asila
Iron 4 4 -
Loss on Drying 4 4 -
Assay 4 4 -

IN - HOUSE SPECTFICATION

In Water Insoluble 4 2 2 | laszylu USP 24 uaz BP 1998

Matter
Chloride (CI) 3 3 1
Fluoride 4 2 2 | 'laszylu USP 24 uaz BP 1998
Hydrogen Phosphate | 4 2 2 laivzylu USP 24 uaz BP 1998

(HPO,)
Sulphate 4 3 1
Heavy Metals 4 3 1
Lead (Pb) 4 2 2 laivzylu USP 24 uaz BP 1998
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SODIUM DIHYDROGEN PHOSPHATE DIHYDRATE (Cont.)

Spec.No : S-08 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 2/2
Test / Method S | swawlssowiifinda m@;wa

Ti\id'l% WANIEEN V‘,NIWIN'IKEVN

IN — HOUSE SPECTFICATION (Cont.)

Mercury (Hg) 4 2 2 laivzylu USP 24 uaz BP 1998
Organic Volatile 4 2 2 | laszylu USP 24 uaz BP 1998
Impurities
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Spec.No :

Reference(s) :

S-09

SODIUM FLUORIDE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method Fwan | Smaulssauiini HARE
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
Acidity or Alkalinity 2 2 -
Chlorides 2 2 -
Fluorosilicates 2 2 -
Sulphates 2 2 -
Loss on Drying 2 2 -
Assay 2 2 -
IN - HOUSE SPECTFICATION
Alkaline 2 2 -
Reacting Substance
(as NaOH)
Acidity (as HF) 2 2 -
Hexafluorosilicate 2 2 -
(SiF)
Heavy Metal 2 2 -
Fe 2 2 -
Organic Volatile 2 2 -
Impurities
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SODIUM FORMALDEHYDE SULFOXYLATE (NF 19,2517)

Spec.No : S-10 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Clarity and Colour of 2 2 -
Solution
Alkalinity 2 2 -
pH 2 2 -
Loss on Drying 2 2 -
Sulfide 2 2 -
Iron 2 1 1 lifin3asiie
Sodium Sulfite 2 2 -
Organic Volatile 2 1 1 wsasielinsaw
Impurities
Assay 2 2 -
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SODIUM LACTATE SOLUTION

Spec.No : S-11 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Swam | Swaudsesmiiiui AN
Tsoom | waanzan | Tadmanzan
faay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 4 -

Solution
pH 4 4 -
Reducing Sugars 4 4 -

and Sucrose
Residual Solvents 4 3 1 ligieSasile
Chlorides 4 4 -
Oxalates and 4 4 -

Phosphates
Sulphates 4 4 -
Aluminium 4 3 1 | lifieSesdie
Barium 4 4 -
Heavy Metals 4 3 1 ligieSasile
Iron 4 4 -
Bacterial Endotoxins 4 4 -
Assay 4 4 -

IN - HOUSE SPECTFICATION

Refractive index 3 3 -
Citrate or Tartrate 3 3 -
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Spec.No :

Reference(s) :

S-12

SULFAMETHOXAZOLE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% winnzan | lalmanzas )
faou

Appearance 8 8 -
Solubility 8 8 -
Identification 8 7 1 arAnBUANGY
Appearance of 8 6 2

Solution
Acidity 8 7 1
Related Substances 8 5 3 azymIanB AUy
Heavy Metals 8 7 1
Loss on Drying 8 8 -
Sulphated Ash 8 6 2
Selenium 8 5 3 arAnBUAUGY
Sulfanilamide and 8 5 3 azAnEIANGY

Sulfanilic Acid
Organic Volatile 8 3 5 | liflw3esie

Impurities
Assay 8 8 -

IN — HOUSE SPECTFICATION

Clarity 1 1 - I spect Miintanzualssam
Storage 2 2 - I spect Miintanzualssam
pH 1 1 - I spect Miintanzualssam
Pasticle Size 7 5 2 Falafiesasila
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Spec.No :

Reference(s) :

T-01

TERBUTALINE SULPHATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method Fwan | Smaulssauiini -
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
Appearance of 4 3 1

Solution
Acidity 4 3 1
Related Substance 4 3 1
2-(1,1- 4 3 1
dimethylethylamino)-

1-(3,5-dihydroxy-

phenyl) ethanone
Heavy Metals 4 4 1
Loss on Drying 4 4 -
Assay 4 4 -

IN - HOUSE SPECTFICATION

Reference Standard 1 1 -
Residue on Ignition 1 1 -
2-(1,1- 3 2 1
dimethylethylamino)-

1-(3,5-dihydroxy-

phenyl) ethanone
Packaging and 2 2 -
Storage
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Spec.No :

Reference(s) :

TERBUTALINE SULPHATE (Micronized)

T-02

Specification

Rev.No. :

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

IN-HO

USE SPECIFICATION

Appearance

Solubility

Identification

pKa

Melting Point

Water

Chloride

Particle Size (Coulter)

Counter

NINIDNIDN|IDNIDN|DN|DN

NI NN NN DNDIDN DN

Specfil optical

rotation

Organic volatile

Imputity

Assay
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TERBUTALINE SULPHATE (for Injection)

Spec.No : T-03 Rev.No. : Date :
Reference(s) : Specification No.of Page: 1/1
$wmw | s waulssmiini
Test / Method WAHA
Tsoow | winnzan | lawmanzas
‘ﬁmau
IN - HOUSE SPECIFICATION
Appearance 1 1 -
Solubility 1 1 -

Identification

pKa

Melting Point

Clarity of Solution

Color of Solution

Acetic Acid

Water

Chloride

Metals

Sulphated Ash

Loss on Drying

Absorbance of
Extractable

Impurities

3,5-Dihydroxy-w-t-
butyl-aminoaceto

phenone sulphate

Microbiological

condition

Assay

Storage
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Spec.No :

Reference(s) :

T-04

TERPIN HYDRATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

Solubility

Identification

Water

Residue on Ignition

919899718 COA mad;‘?mﬁ@

Residual Turpentine

Melting Point

W[ NN

pH

Heavy metals

Assay

(S &2 B S ) I IS B @) I IS B @) I &) B N O) |

a|l b AN O WP OO O

IN —

HOUSE SPECTFICATION

Appearance

1

Acidity or Alkalinity

2

Packaging and
Storage
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TETRACYCLINE HYDROCHLORIDE

Spec.No : T-05 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 3 3 -
Solubility 3 3 -
Identification 3 3 -
pH 3 3 -
Specific Optical 3 3 -
Rotation
Related Substance 3 1 2 laifians standard, std U84 Impuritics LN
4N
Heavy Metals 3 3 -
Loss on Drying 3 3 -
Sulphated Ash 3 3 -
Sterility 3 2 1 w9218 % micro assay
Bacterial Endotoxin 3 3 -
Impurities 3 3 -
Assay 3 3 -
IN - HOUSE SPECTFICATION
Assay 2 2 -
Expiry Date 2 2 -
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Spec.No :

Reference(s) :

T-06

THEOPHYLLINE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

WANIEEN

Talwmanzan

tRAHA

Appearance

Solubility

Identification

Appearance of

Solution

|| oo

Acidity

Related Substance

Heavy Metal

Loss on Drying

Sulphated Ash

Organic volatile

impurity

(o> 20 I« > 2 B« > B I o> Bl B o) Bl B )]

olr|loo|rlrlo

Assay

IN-HO

USE SPECTFICATION

Appearance

Organic Volatile

Impurities

Residue on Ignition
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Spec.No :

Reference(s) :

T-07

THIAMINE HYDROCHLORIDE

Rev.No

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% winnzan | lalmanzas )
faay

Appearance 9 9 -

Solubility 9 9 -

Identification 9 9 -

Appearance of 9 7 2 NAROURIT DAUNY
Solution

pH 9 9 -

Sulphated Ash 9 8 1 198991N COA UaIKHAR

Organic Volatile 9 4 5 lifieSasile, saSoud JUTIANFS
Impurities

Chromatographic 9 7 2 aIIsuiiouangs
Purity

Nitrates 9 9 -

Sulphates 9 9 -

Water 9 9 -

Heavy Metals 9 8 1 198997N COA 8IKHAR

Residue on Ignition 9 9 1 198997N COA 8IKHAR

Assay 9 9 -

IN - HOUSE SPECTFICATION

Particle Size Data 3 lifeSasile, 1989310 COA
Thru U.S.No 100

Odour 1 1 -

Shelf Life 1 1 -
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Spec.No :

Reference(s) :

T-08

THIAMINE MONONITRATE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

1IN

Tso0u

]
naay

o a4 & 1
mwmfiaa‘mnmwn

wanzan | laangas

Appearance

Solubility

Identification

Appearance of

Solution

o o | O

pH

Chlorides

Heavy Metals

Loss on Drying

Sulphated Ash

Assay

ay ol o 01| O

a| Aol oOo| o

IN - HOUSE SPECTFICATION

Particle Size

Distribution

1 -

Storage

File : QT-08
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THYROID
Spec.No : T-09 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA

T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 2 2 -

Solubility 2 2 -

Identification 2 2 -

Microbial Limits 2 2 -

Loss on Drying 2 2 -

Limit of Inorganic 2 1 -

lodides
Assay 2 2 -
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Spec.No :

Reference(s) :

TIMOLOL MALEATE

T-10 Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method Fwan | Smaulssauiini HARE
T‘i\‘ld'l% wianzan | lamanzas )
finay

Appearance 2 2 -
Solubility 2 2 -
Identification 2 2 -
Appearance of 2 2 -
Solution
Related Substance 2 2 -
Loss on Drying 2 2 -
Sulphated Ash 2 2 -
pH 2 2 -
Specific Optical 2 2 -
Rotation
Melting Point 2 2 -
Assay 2 2 -
IN - HOUSE SPECTFICATION
Identification 2 2 -
Organic Volatile 2 2 -
Impurities
Residue on Ignition 2 2 -
Heavy Metal 2 2 -
File : QT-10
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TRIAMCINOLONE ACETONIDE

Spec.No : T-11 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™™ | Swwhsomididiuh IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
fimou
Appearance 7 7 -
Solubility 7 7 -
Identification 7 7 -
Specific Optical 7 6 1
Rotation
Related Substance 7 3 4 lifin3asiie, §1989971n COA VBIHHAR
Water 7 4 3
Impurities 7 7 -
Assay 7 7 -
IN — HOUSE SPECTFICATION (Triamcindone Acetonide, Micronized)
Identification 5 6 -
Melting Point 5 5 -
Loss on Drying 5 5 -
Heavy Metal 5 4 1
5 3 2 | laszylu USP 24 uaz BP 1998
Rewity HPLC 5 3 2 fUIBUNUTIAUN
Chromatographic 5 1 4 Gl danwn3iie e, sdauniy Related
purity Substance
Other Steroids 5 1 4 sadSpufisumaiung, lifiszy
Storage 2 2 -
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TRIFLUOPERAZINE HYDROCHLORIDE

Spec.No : T-12 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™™ | Swwhsomididiuh IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 1 1 -
Solubility 1 1 -

Identification

pH

Related Substance

Loss on Drying

Sulphated Ash

Assay

IN - HOUSE SPECTFICATION

Appearance

1 -

Identification

1 -

MP

1 -

Residue on Ignition

Ordinary Impurities
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TRIMETHOPRIM

Spec.No : T-13 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™™ | Swwhsomididiuh IAAHA
Iﬁaanu wianzan | lamanzas )
fimou
Appearance 9 9 -
Solubility 9 9 9
Identification 9 9 -
Appearance of 9 7 2
Solution
Related Substance 9 6 3
Heavy Metals 9 7 2
Loss on Drying 9 9 -
Sulphated Ash 9 9 1
Assay 9 9 -
IN - HOUSE SPECTFICATION
Seiving 7 3 4 | lifhiedeadle, liaivuailuanasgm
nay
Odour 7 6 1
Heavy Metal 7 6 1
Volatile Impurities 8 2 6 sadSpufisufinaiuns, laieglu
Pharmacopoeia
pH at 20°C 7 5 2 Vl,a\ia%i‘lu Pharmacopoeia
Melting Point 1 1 -
Storage 1 1 -
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TRIPROLIDINE HYDROCHLORIDE

Spec.No : T-14 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™™ | Swwhsomididiuh IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
faau
Appearance 8 8 -
Solubility 8 8 -
Identification 8 8 -
Related Substance 8 5 3 $BI®17 standard &0, QLN
Sulphated Ash 8 5 3
Water 8 7 1
Assay 8 8 -
IN - HOUSE SPECTFICATION
Identification 7 6 1
Heavy Metal 7 6 1
Impurities 8 4 4 std %’]‘%E}Eﬂﬂ ITATLLNININ, GI%/’lﬁffau
AU spec
Residual Solvents 8 3 5 Folailadnen, lide3eaila, laaglu
Pharmacopoeia
Melting Point 1 1 -
Particle Size 1 1 - nada solubility 289814 dosage form
Postassium 1 1 -
mercuri-
lodide solution
Storage 1 1 -
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TYROTHRICIN
Spec.No : T-15 Rev.No.: Date :
Reference(s) : USP22 / BP 98 / COA No.of Page: 1/1
Test / Method | swawmlssomiifini LAGIHA

Tsoomm | wmanzan | lamsnzas

P
neay

Identification 2 2 -
Loss on Drying 2 2 -
Assay 2 2 -
IN - HOUSE SPECTFICATION
Description 2 2 -
Fatty Substances 2 1 1

644




ﬁayaﬁ’aﬁ1ﬁuﬂw"msgvuﬁ‘lﬂ”mmwuaaumumnfsamuwﬁmm

VITAMIN E (DL - X Tocopherol)

Spec.No : V-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method S | swawlssowiifinda LAGANA
Ti\id'l% LARNITEAN ‘13JIWIN’IKNN

4
neay

Appearance

1

Solubility

1

Identification

1

Acidity

Organic Volatile

Impurities

Assay

IN — HOUSE SPECIFICATION

Refractive Index

1 -

Density

1 -

Sulphated Ash

1 -

Light Absorption

File : Qspec V01
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DRY Vitamin E 50 %, TYPE SD

Spec.No : V-02 Rev.No.: Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test/Method | ™ | fwmdsouiiiuiy IAAHA
T‘i\‘ld'l% wianzan | lamanzas )
finay
Appearance 2 2 -
Identification 2 2 -
Assay 2 2 -
IN — HOUSE SPECIFICATION
Loss on Drying 2 2 -
Shelf Life 2 2 -
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XANTHAN GUM

Spec.No : X-01 Rev.No. : Date :
Reference(s) : USP24 / BP 98 / COA No.of Page: 1/1
Test / Method Swam | Swaudsesmiiiui ARKA
Tsoom | waanzan | Tamanzan
faay
Appearance 4 4 -
Solubility 4 4 -
Identification 4 4 -
pH 4 4 -
Viscosity 4 4 -
2-Propanol 4 4 -
Other 4 4 -
Polysaccharides
Loss on Drying 4 4 -
Total Ash 4 4 -
Microbial 4 3 1 aiTauaz check fawlduan
Contamination
Heavy Metal 4 2 2 Falafiesasia
Nitrogen 4 2 2 Falafiesasia
Arsenic 4 4 -
Mercury 4 4 -
Cadmium 4 4 -
Assay 4 4 -
Residue on Ignition 4 4 -
IN - HOUSE SPECTFICATION
Appearance 4 4 -
Bacteriological 4 4 -
Particle Size 4 2 2 | lifieSesdie
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Spec.No :

Reference(s) :

Z-01

ZIDOVUDINE

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

Appearance*

1

Solubility

1

Identification

1

Specific Optical

Rotation

Related Substance

Heavy Metals

Loss on Drying

Organic Volatile

Impurities

Sulphated Ash

Impurities

Others

Assay

1 -

IN - HOUSE SPECTFICATION

Identification

1 -

Melting Point

Bulk Density

Tapped Density

Particle Size

Residual Solvent

Expiry Date

~ o
* 1399 AR WBALRNY
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Spec.No :

Reference(s) :

Z-02

ZOLMITRIPTAN

Rev.No. :

USP24 / BP 98 / COA

Date :
No.of Page: 1/1

Test / Method

IUIN

Tso0m

4
neay

o A &
’\]1%’3%[5\3\‘1'!%7“%%'3'1

wianzan | lawnnzas

tRAHA

IN — HOUSE SPECIFICATION

Appearance

Identification

Water Content

Sulphated Ash

Heavy Metals

Related Substances

-by CE
-by GC

- by HPLC
- Total

NINIDNIDN|IDN|DN

N NN |IDNDIDN D

Particle Size

Solubility

Organic volatile

impurity

Assay

File : Qspec 202
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