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ATAFBULALAN $113% 5 ¥ (119 1 vidasnnddymaunin) ;jmnaauvlﬁemﬁumimmﬁﬂ
@ A Aa w d' d' s A' a 6 o & d' &
PAFUANTUAINLALINUFIUIZABINIILITIUINTIN 60 718113 LTUNIIATIIRBUIBLNAI 30
F8UNNT LAZIBUNFDI 30 TNUNNT BRIINBUIINANNITATIVAIUIUAIANNFAAARDITAINANITAITD
%38 Kappa lagwudnendseg1ues Kappa 99nmMIasalusouf 1 uaz 2 10 0.47 uaz 0.89
o o v & 1 v 1 1 g; v Qs é/ 1
AN LLa@ﬂ,%mmwamimaﬁmﬂ;dmnaauLma:muuuﬁmwaa@ﬂaaoﬂumnmmuagiu

o A o o
TeauNgaNTU be

i A _saae o . . . o ae
AB1K ABIARENIUAIRING “E\“]L‘ﬂ‘l«k”].lEl@lﬂE‘lx‘]iZ‘Vﬁ’J’]x‘]ﬂizL‘Ylﬂluﬂ’]iﬁ]@]ﬁ&n(ﬂ‘lﬂ%}”ﬂadLﬂﬂﬁ’]ﬁa“ﬂﬁ‘U@li (International Patent

Classification - IPC) Tunduvasnasimsi
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2. MsavRdauAIasuANSUastigInuRIUseAngnieen Tusening I w.a. 2543-2553

fmssusuivesuinsasludsmalnefiinisdszmealawonluszosl) w.e. 2543-
2553 Tapududuandsng A61K Ltﬁaﬁwmsé‘io"ﬁayamU@:L’Sumaaﬁwa%’uaw%ﬁml,mmfu
Lﬁa‘lﬁﬂngﬁ’sﬂ%%’mﬁi'}mﬂﬂazl,‘éﬂml,azﬁwmﬁﬁaﬁfsl evergreening 1%ﬁwma%’u§m%ﬂ'msfuq
(uaztdsavasmiasrasauugaslilumanuini 4) lasdrweiuansiasudazatiuazldizos

U

398 1 VNWIWININITIN AL Lo °1msa§um’mwamsmwaawao;&“ﬁ’sﬂ":if{'fm‘hmu 330

U

aUu Aalusasas 15 VI WINAIVTURNTUATNIRNANTINNIATIIRAD LNaU I T UAINY

v
o

Qﬂﬁﬂdl%ﬂ?i@liﬁ%ﬁauaﬂﬂ%’d wudwmﬁﬁaﬁwamm:;ﬁaﬂ%fﬁ'ﬂm 5 ﬂﬁ%ﬁﬂ?ﬁ“gﬂﬁﬂdi@ﬂi’)%
a 13

aflusasas 96.4

=

NAN13M39§DUAVASUEANS VAT Indsznalnaninisdsznialuymszningil

.60, 2543-2553

=) v o “ A Aa w aid a o = A w g; Qw C g dl'
INNIFUARAIVATUIRNTUAINNIRR ABTK WUAUDIURNTUAITNIRY 2,558 21U L@
A529RUNUINTUAI10TUENTUAINNLITaINULATAIEIN 168 1L fUaTUFNTUAIN
A o o o A ) @ ad e Ao e A aer A A o ')
NN 13 20U UaziigTadinuanlang 5 aly If12aTuandaIniNeTainy
a A € 'Y ° ° o A A o o A A € & & Ao
fodsz@imgnieen 2,347 atu luduudpesuiinerdesnuFidsefugmesninuani J61
x> A g A o o A A LA A ao A
PeIuEnsUaInidudiag 159 aty Sawenmiloreuiuasasdianmsanasauiniiah
o J = Y o o o & = A o > A A v A' a 6 d' v o
W Iudslarinisanasn asundsmiadvasudnivasaslsfngnissidesinisanasey
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1w 2,188 a1iu lauduazduaasts

4.1 anNNANYASUANSUAS

2
%

WU Td1uaTuANTIAT 2,188 alil JaD1WVaIRNIVATUENTUAT AIihAa

1. SUAARNTUATLRIIIWIN 31 aTU
2. ag’szmwﬁnﬁumiﬁ‘hmu 1,549 21U

3. azhidnvadiwIn 608 U
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> a v [ a v
4.2 Syrfvesguasudndiasindszmealng

e

wuhdveTuanidasiulszinalng sulwaiidymaaiuiiu s 736 au (32.5%) Fy1d

Aa

LDTUW 291 A (12.9%) RWTIAEIR 265 At (11.7%) tymmcl%"ama 131 aw (5.8%) lummzﬁ;j

Aa o a

voTuanTIasndaymalwete ldun dymadilu 202 au (8.9%) Fym@dwids 25 au (1.1%)

> a

RUTAIH 22 A% (1.0%) FYTI NG 12 A (0.5%) FYTIHLNAE 10 A (0.4%) wazisalus 10

72

A% (0.4%)

MTNN 4.1 FYTARTaTURNTUAT WL TEinATeninel .. 2543-2553

U

EThal U Jovaz
LN 736 32.5
LT 291 12.9
GOk 265 11.7
dilu 202 8.9
daues 131 5.8
&LA 123 5.4
LLTDTLAUS 87 3.8
29N0 M 81 3.6
waboy 74 3.3
AN 26 1.1
LAWIAN 25 1.1
Bulae 25 1.1
LAnISA 23 1.0
W 22 1.0
GG 15 0.7
na 12 05
LNAR 10 0.4
Faalds 10 0.4
aug 105 46
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1Ha0IIRAUTNYAZLE AT D a’NTIUA 1V TURNTUAING 2,188 atiu tuiilasduwudi

=

v A Ao Aa o A adx i A = ' | A A
PYATURNIUAT NUVaDaFNDINLL W evergreening m&msquumiﬂﬂﬂﬁamdl@]amd%u\m‘ia‘ﬁmﬁ

ALNNTINNY INWINNINDY 2,004 a1iU Aatdln 91.6% tladuwniduidasanmeuad

. " A A v A A adca O o A o
evergreening wuhdulwaimadsudatednindu nslddedslinnige (Fevas

n‘ s v A A Ad‘ I . o “ A a w
AN 4.2 anuakzlanagnsniiu evergreening ‘lummama‘nmm

AN evergreening W Jouae
mslgrdasiels 1,584 72.4
GERLARIY 813 37.2
ToofnTuuvaniay 717 32.8
GRRDELY 348 15.9
ATMIThEN 135 6.2
\NRa, Bine3, Lariaas 103 4.7
Inanasu 99 45
faTURNDUATLULAALREN 91 4.2
loloiwas 41 1.9
fwasuNd Functional claim 33 1.5
YA TIEEN 28 1.3
Prodrug 23 1.1
Purification compound 8 04
Active metabolite 5 0.2

wineng: lud1aiuanides 1 aduanafidefiafnifiiu evergreening Anwmiifininianansanwuedld

LaNTILANIZT A D aRNTHRAN Ml az A a%‘u’ﬁw%ﬂ‘mmu@J’ﬁ‘umiﬁmmamNami

nanadtsznavludwasuansiaswug iNadszilinindvesuanivasatunuilu evergreening

o A

Wil wuIddwesuansuasiiu evergreening 31w 1,839 atu Aatilusasas 84.0 lag
1 < Y A a A o A « . 6 2K v | o @ W
wodfudadaininaniiiu evergreening uuvanigs Heiauaz 34.5 Ilugasdriuiasas 23.1

mM3bazdatslin 2 Savas 18.1 UAZENgATHANTAAZ 11.5
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AN evergreening patent IIWIN Jouas
TolofnSuuLNIAY 634 345
GERLZaRIT 424 23.1
M3l ety 333 18.1
FATHE 212 115
Twauasw 67 3.6
\NRa, Binas, Laaiaas 60 3.3
f2eTuANDUATLLUAALREN 50 2.7
lolowas 20 1.1
ATMIThIN 17 0.9
YA TITEN 9 0.5
Prodrug 7 04
Purification compound 4 0.2
active metabolite 2 0.1

etV 1,8391) W.4. 100.0

4.4 ANBLTVDYI evergreening IHA1VDSUANSTAIN LASUANSTAIHAD Inseasd) W.a. W.a.

2543-2553

INFEVATUANTUAIN LS UENTUATUAIT11% 31 avuluszezt] w.a. 2543-2553 i

1 | . o o a | U a a Y A a a
WU n evergreening patent 37%3% 23 ayy Aalutapay 74.2 I@]USJT]EI&ZLE]&I@TEN“HE]QE]&V]E’

WAN AILFAI A1 4.4
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ANT19N 4.4 AaNBIUVDI evergreening patent MAUBN bATUFNTUATUAITTNINGD .7, 2543

2553

AN evergreening INWIN Jouas
TohafnBTuuuNNTaY 11 47.8
GRLaRIT 6 26.1

mM3Lt/aaLigld 2 8.7

AATHEL 2 8.7

\nfa, Bines, Lariaas 1 43

Twanasn 1 43
PELY 23 100.0

a

4.4 w TNV BIANVBSUANS T AINNan1ne evergreening uilszindlng

nndayalunsdnmilazwudnansmzaal evergreening wuannludvaiuindaslu
Urzinelny Usznaudin Tafie@nSuvvanior, gasdiiy, maldaislfua: gamwaulasiiie

>

a ! ap A v A Ao a a o A
W‘ﬂ]qsm’]ﬂju@gﬂﬂﬂ'ﬂmﬂiﬂﬁﬂﬁﬂ@ilul]iztﬂﬂvlﬂﬂ 71]3&]3’]ﬂﬂZLaﬂ@@IGLLﬂ@GluﬂSWWVl 41

v Q

A o v A av Aa A A a A . A
NIINN 4.1 LLa(ﬂ@LL%QIuNﬂqimaiﬂaﬂﬁﬂmiﬂN anaENINANNLY % evergreening I2RINY WA

2541-2549

140
120 /L

100 \
80 /N
60

= R .
40 W
20 g s

1998 | 1999 | 2000 | 2001 | 2002 | 2003 | 2004 | 2005 | 2006

== Markush 2
== Used claim

2 35 46 76 95 82 | 124 | 106

5 5 40 30 48 41 31 37 58

Formulations | 9 8 34 35 45 58 64 71 62
5 5 12 23 37 33 37 25 39

===Combinations
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wEWUNAVBTUANTUATANan w1 du evergreening Tund 4 ansoienin Juwiliun
& A ! . o A v A A a & o @ A
gatuluudazll laswuin evergreening luansniziiilu dafiafnuuuanigouazgasdiiv a:d

'ﬁﬁmugdq@lu‘ﬂ W.¢. 2548 8% NI/ T oLl Tuas gmwamzﬁa‘hmugeq@hﬂ W.¢. 2549
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UNN 5
N13ATITARANITNUNILATHFANEAS

= ada o Av A Ao Ao g i
sufouitiaplulasinidnanduasennaadu Evergreening patent ludlszinalny uaz
A a J I [ v 1 g 1A
mImadszinmsanIznuifiadu udsaandu 3 szaz ldurd 1) madawgiianasasauainy
wnnzanlunslREnsuaINAanMIie; 2) MIasiasay n13iiia evergreening patent luyszine
Tny 1wl w.e. 2543 — 2553; uaz 3) NMIAIAMIDINANITNUAULATHIARATINNILARNTLUAT

UL evergreening patent

a I3 o P g = a v P a
ﬂ’ﬁ’)Lﬂi’]&‘%NaﬂiZYlU@]’]%Lﬂﬁﬂgﬂﬂﬁ@lﬂ%Uﬂﬂ 5 sml,ﬂuwami’msflmzmﬂ 34

=1 ad = =4 1 g 1 dq‘
YA IAITNIIANBILAZNANIIANEN 2 &% A96a bih
N 1 MINATITHRNANTENUA AN [T 8a1keN

Ui 2 msﬂsuﬁumwﬁumL%aﬁunu-ﬂiﬁﬂ%waLLazmiL‘*zTﬂﬁommaaﬁﬂaﬂ

1 { a 3 1 1 U1 [
ﬁ'l%ﬁ 1 ﬂ']‘S'JLﬂi"lz‘ﬁﬂaﬂigﬂﬂ(ﬂaﬂ'\&l"ﬁfﬂﬁ?Jﬂ']%ﬂ']
aa a I3 1 1 L U
"Jﬁﬂ'li')Lﬂi’l&‘ﬂNaﬂizﬂﬂﬁaﬂ'lsl?i%'lﬂﬂ'luﬂ'l

36 v a a 1 Y v { AI g { o @ A a o Qs
ﬂ?iﬁﬂﬂﬁﬁl‘ﬁu%?ﬂ@ﬁ]’mﬂ’]i?Lﬂi’]:ﬁrﬂﬁiﬂiﬁ]’]El@]’]%iﬂﬁLWSJ?J%Lﬁﬂ\‘l’iﬂﬂﬂﬁﬂlaiﬂaﬂﬁﬂﬂiﬁﬂﬂ‘lﬂ'mz

evergreening lagsuwindldineauenan Ysunauslnaluniae DDD Lkl

. tHt o AT
370160 DDD ' @sgunssia U

I2dPDi: HansznUdaa InaduenTINazaN (WIadlginaauennysznea le) Usu
o [ ' V) 'Y ~ ° v A A v )
dudansuan luanvaiigiu Gfidveuinidasludnsue
evergreening X iguny annannaien o9 lididvasuanduasluanmsue

evergreening = 2dPD’i - XdPDi

Tay >.dPD’: Al TN e TINREFNUTUAILDATIEINAA Iuﬂﬁﬂﬁﬁﬁﬂ%ﬁ;ﬁu

A o v A A v v .
TedfvasuanTUaTIuaN MM evergreening X

Tt . X - . o A a o d, .
Defined Daily Dose #38 DDD nunsfaminotudSununsuslnaslu 1 74 Adwimann adult maintenance dose Baden

ﬁﬁ@%ﬁd (Available at http://www.whocc.no/atcddd/)
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2.dPDi: A TN e UENTINREFNUTUAILAATIEIURA B INNAUNIILRAN

AV ide  2oaae g o _
9 laifdvesuanTuasluans e evergreening
P: 31a7¢a DDD

Di:  Defined Daily Dose 22381 i

URRITDYA

1.

DDD @1343:UU Anatomical Therapeutic  Chemical (ATC) Classification System ‘ﬁl
Walwawlay WHO Collaborating Center for Drug Statistics Methodology aﬁuﬂ%’uﬂga
f.¢1.2010

ToYALINMUAZTIAEN "L@"fmnﬁm’mmaagil’wamLm:/ﬂ%ﬂﬁ%%m Agslwrudrnan
AUENITUNITENWTHRSLIANNNY RN SaginauamenIsumIamsuazen lasauiy
ﬁagalugﬂuuual,aﬂmaﬁﬂé Goud T w.q. 2539-2553 fwiudayamaazanananszny
dadn i aunasndt w.a. 2554 el entszanmanaunsnanasidoidu
iagaLfamlumsﬁmawaw%ﬁm ldanndayadrveTuanidasnsdsaduidundonim

AlaUszmealausmng

1UNIILINUINIILATITRRNANIENUAD A IBEINL AN

(MuTamIen) Nivaadmigiga 300 suduusnludsznelng o U w.a. 2554 uazamueiidn

TunaTevNanIznusaa lTingewentn lanalaand ymimﬁnﬂﬁagaﬁ gnN158N

%

%

vLﬁﬁ’]Lﬁ%ﬂ']‘iﬁ@Laaﬂ‘i"l BNTUNDAIWD mNﬂﬂitYlU@iﬂﬁﬁl‘ﬁﬁhﬂﬁﬁuﬂﬂ %

1.

2.

AATENILNNATARIT YN (generic name) TINW 1UI 67 T1UNT
dasunseniiiiuen vaccine Waz bio-product Naguaninitaanmsans S1uwam 17
N

aasansenl IV Fluid Wag injection 3113w 11 318013

o A o 82 A v  edy) ya A o
damanmasniduslfnsuen MulwAadmuainliiug aa ayn Aldaunadwinm
DDD & §1wau 12 s

AATINITIANAY I1UI% 6 T18NNT
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6. danumiIzndjiuzaandiwin 17 umi mnddlag 31 manslunsmmnniioes

MINEFIFa 300 auauwsn hasantduenn Nl ldim e uan e anTias bt

udaya US FDA vhldlimansnfududnidasiinoidosld

o a

I@ﬂﬁ;ﬂ FUMITRFONIFW 170 I18MNT INUUIIVNMIFUAUAIS 1V TUIN T AN
A A o (% \ Aa L Ao v A A @ o
LAgALhaINUIENNIaINaIN ANz Me e ma Il szine lng WuIAe1 o TURNTUATI1WI

235 @12IUFNDUAT LNYITRINUIIUMILINITH 62 TI8NNT (MARWINN 5)

wanind anzgidnldaanomsmfdzmannasmilidintlasdg (Compulsory
Licensing, CL) 8aninuiwn 3 Men17 Usznauaie Efavirenz, Lopinavir/ritonavir, Lae Clopidogrel
Wasnnmidsemeanasmslaantlosignusinalinaizluasiaaasy uddiaziia evergreen
AnuagnemInihandwiueansznuaasegmaasaadu 59 110m13 lagna 59 1183
A A N ed o o v A ae Ad o o o A a da X P LA
ndseldaududmesuiniiasninedasniuasiudy Mineduwannioansiel w.e.
2543-2553 1ialwasaunqudnvaiudniuaninudasnudmmdyninue daundsduiiung
v 3 a Aa o ] v Y o & Ao a
AudayatTunmsznananiismihsluameadszinalng laslddayaannonudseidnguie
wazmInidne asliudinnuanenisunmIsmsuazanaungwang uazdaiulugiudaya
a =) o L g A v =3
Blaansaiinduasdinnuaniznssunsanmsuaze Siwudayadiinauazanenlull w.e.

2539-2553

ANYATIBNITANB IO

unaddadiusssnamTesdyluaaia m Yawe lasdiunndayalunséinmves
a 14 v A o A A @ A £ A
TAU uazaAnz Susasuw liunanssesiynaasiiadigaaialunanunuiuie
=
Y

& 1+ o A X oA
AMINIITLLDIDVBLNNYW Q%

g 1 o dl Gg: dQ/
AAdNVDIINAN mmmyﬂ‘l?}‘lumsﬁnmmau

AFINVBITIAYIENTY

=
Sh.

Wiuamldaasinluudazlanasluiuniiduass
Tums@nsrzasgsuazame
laslasdndnlinnnnga)

1 65.8 65.80
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2 48.6 62.20
3 58.6 58.60
4 61.9 52.85
5 47 .1 47.10
6 54.8 42.57
7 50.3 38.03
8 335 33.50
9 35.5 27.55
10 21.6 21.60
. 70 -
60 - @ 50
’g 50 - E 50
E 40 - § 40 +
¢ 301 € 30
5 3
£ 201 £ 201
’g 10 4 HI'GG 10 4
0 ‘ 0 ‘ —
45 10 4 5 9 10
i

ARUAAIIATIFINAR VNN 58882 3 GoTl AUIHIINATINAADLUNUANUTLAT
1A NNATANAABUUNUENTVBINUTIATITUA b Fufl 30 $wanaw audt e,
2546-2553 (ﬁa;&amﬂﬂmwmsmum:;:mmm?ilauvlmmamm@m’mwﬁwlﬂsﬂ W. 4.
2546-2553 lagmunauasaaanniting

http://www.thaibma.or.th/report/monthlySummary.aspx)

) 1 v v v { L L é [ )
ﬂ?%%@]ﬂ’]iaElaz"lladﬂ’]i‘ﬂ@]LL‘Y]%EI’WI%LL‘]J‘]J@’Jil&l’]%@ﬁ’]&lﬁyl%%’mﬂﬂﬁﬂ’]%aﬂﬂ ‘Ii\‘ivl,&lﬁﬂﬂ

vaTuANTIAsIuAN B evergreening uazlinTamdnymuiradhgamaldaudum
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WanuaangusEniiasme dniuamdadiuninaunueduiuudiomTaadoylu

& A9 oo 2 a 1 = a o &
ﬂiﬂul"ﬁ?]E]Haﬁnﬂﬂ']iﬂﬂﬂ’]madﬁ@m’] LIRS AT I@]UN?’]U@ZL@U@ (9NN%Y

?J“?II %Bﬂ&z?lﬂdﬂ'ﬁﬂﬂ&ﬂ%
1 17.12
2 20.97
3 24.82
4 28.68
5 32.53
6 36.39
7 40.24
8 44.10
9 47.95
10 51.80

4. naeflglumsduwim uuadunaaiu price list vasgnAauazmIathidm lunsdin
Qﬂizﬂaumiﬁmss’]mmnﬁmluﬁmmﬂmﬂizm‘ﬂ CIF anz3au laduiwnydsulwidu
. . ¥ . o ¥ { 1 1 ¢=7
107191 price list I@ugmmg price factor 44 L9AINTNLINUNNTANENTEHUNIVDI FLWI
2 ¢ ' @ d ' .

uaeamae Wl w.a. 2545 SeRawvinny 1.52 ( Baduen price factor 1l w.a. 2544 lag

o dl =3 v 1 ] d‘ =} = Q v
mmmmmwﬂmimﬂmmsmmﬂimmlmglu%u’mmﬂwumUmu"l,@ (Usable Items)
Tagiaananiznzt i e N I wUTU NN TINTNLYINAY 97%% 493 neiiion ﬁyaﬂ'ﬂmi
ﬁ’mﬁm‘lm’]m’mﬂaamuqummwﬁu 2,341,939,439.86 1N LLa:ﬁ%laﬁ’m’ﬁﬁ’lL{f’m’llu

udayanasnuauaImIIUazEYinaL 1,535,835,239.47 1 ledn price factor §1%IU
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USUTeHNU 1.52 wIanaiatd ans lunganwannginngn ﬁgamg\‘mdﬁﬁm CIF 284

enlugnudayanasaudinamuaziniasas 52)
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1 1 L v
Namsﬁnmwanszﬂumaﬂﬂmwmum

a v v a 1 1 YV v { a J o Qo =) a v d
ﬁmw%ﬂnmuwammuNansmumaﬂﬂm’lslmumﬁmmumnmmasuamumﬁwu

evergreening I%TMgMITaRULNIBIEIUIN 59 18T T@ﬂﬁ;ﬂwamiﬁwmmwammu laaed

1. Qmé’nﬂmwmmﬁﬁﬁwa%’uﬁw%ﬁméatﬁu evergreening

msanassi ﬁw%%’mﬁﬂLﬁumsﬁwLLuﬂqmﬁﬂmmzmaomﬁﬁﬁwa%’uam%ﬁmsﬁuﬂu
evergreening 31U 4 LU laun 1) 32UUINUUNUILLANGION Anatomical Therapeutic
Chemical Classification System; ATC 1 7.@.2010, 2) JULULLNFTAAAMULUINTINITLIATN,
3) ﬂi:mﬁﬁﬁmawaw%ﬁ'@]séfqmLLa:ﬁ‘hmu;jwﬁmLLaz/ﬁaaﬁ'mmsl, uaz 4) Uszinntanednd

o

1.1 MIUBNNFNLIANTEUUI UMWY ITZIANYIAN Anatomical Therapeutic
Chemical Classification System 1l a.61.2010

MITUUNA AN TAZVDS sNfifidnpasUENa399.u evergreening 1o plTaRENINIZ I
J2UUgNUIANITUUILWNYTZLNNE61Y Anatomical Therapeutic Chemical Classification
System (ATC) T @.¢1. 2010 ﬁvl,éﬁ'ummau%'uLm:aﬁuamgumﬂaaﬁm‘samﬁ'ﬂaﬂ Falyznaudae
14 $29anaN BIIUHNANNTTUL BIZA B8N N TRS 8M AR N BIELARIZINIM TSN BRSNS

=
9N

A1319N 6.1 MITUUNNGNLIAINIZVUTIUUNLTZLNNE190 Anatomical Therapeutic Chemical

Classification System 1/ #.¢.2010

smazl,ﬁmmﬁjumm’m ATC TIUIN
(378M79)
1.M3dUMRALTaEWIUN$19MY (Anti-infective for systemic use) 15
2.320U1328 1 (Nervous system) 10
3.5:uuravaanLAen (Cardiovascular system) 7
4 MILABIMTURZLULNLBATN (Alimentary tract and metabolism) 6
5. 8130wt TIuAzaN T TUszuUN AN (Antineoplastic and 6
immunomodulating agents)
6.52uUMLAunela (Respiratory system) 5
7.3:‘1.|‘L|ﬂ§fmLf:aLLaﬂﬂ‘Nmz@ﬂ (Musculo-skeletal system) 4
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8.§$UuﬁuﬁuﬁfuazmdLauﬂamamazaa‘ﬂuumﬂ (Genito-urinary system and 2

sex hormones)

9..88ALaZaBNZFI 1980 (Blood and blood forming organs) 0

10.999M81 (Dermatologicals) 0

11.afmz§umw§'§ﬂ (Sensory organs) 0

12,8130 BUTHA RITAUNAI UATENT LALUAT (Antiparasitic products, 0

insecticides and repellents)

13.0e3ugaslununiame livmzailumnauazdugin (Systemic 0

hormonal preparations, excluding sex hormones and insulins)

14.'5'%6] (Various) 4
RIPEY 59

aRansondasuanTiassasl evergreening Imwms%amﬁmuma S WIBTI R 59
UM SUUNaY ATC 2010 Wudn Tuszning w.e. 2543-2553 fruasusndiaruassnfing
/11 evergreening ﬁi’suslmy%’@a%ilumjumﬂﬁ%’mz (Anti-infective for systemic use) faLilu 15
TUNT J89894NA8 miumﬁl%ﬁm%’mzuuﬂi:mw (Nervous system) 10 318117 LLazmiumﬁW
fnTuszuuialauaznaaaiian (Cardiovascular system) 311431 7 118MT UIGU SMIUNGN
s linuswasansiassailiu evergreening S wan 5 ngu ldun Reauazaiiizasnaion
(Blood and blood forming organs), @33ngn (Dermatologicals), a’?m:%'llmmiﬁﬂ (Sensory
organs), RITMULITRA FIINLURI WALENTbELNAS (Antiparasitic products, insecticides and
repellents), a8 LASUNTOSIAUIITIONY livamgailumnauazdugdn (Systemic hormonal

preparations, excluding sex hormones and insulins) (61’15’10“71 6.1)

1.2 Mg uwnIUuuundsasiaInIsn1u3nIsen
3 1 v a 6 1 I 1 v 1 ad

msﬁ]'n,l,uﬂﬂf,}mrmmgﬂ LUULNETA YN (Dosage forms) tuatilw 2 nga laun 333

1311781 (Route of administration) LLas EﬂLLuumm\‘lé'ﬂHmzmﬂmw (Physical form) 11U
= g; g Vo L s 6 Aad a é v 1 v 1

NIIANWIATIU VL@H]’]LL‘l«mE‘lJLL‘]JiJLﬂ&‘ﬁﬂmmm’m’s‘ﬁﬂ’]iUi%’]iﬂ’l BIUTEnauaY 5 nga laun 1)
suuuueAlimathn (Oral dosage forms), 2) sUuuuMslRENlasn1siia (Parenteral dosage
forms), 3) gﬂLLUUUﬂ“ﬁVmGWﬂ (Nasal dosage form), 4) EﬂLLuumi“ﬁmﬂuaﬂ (Topical dosage
forms), 5) EﬂLLUUU’lm"fﬂ’ﬁg@@N (Inhaled dosage forms), L8 6) EULLUUU’IFL%'VIN@’]

(Ophthalmic dosage forms)
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ai [ s 6 asa a o @ A A v ai
@13NN 6.2 3‘].]LLfoLIL.ﬂﬁ"ﬁﬂmeﬂ@lﬂuﬁ'ﬁﬂﬂiﬂiﬁ"l‘iﬂﬁluﬂﬁmaiUﬁﬂﬁU@lima\‘lﬂﬂﬂWUﬂQ_jVﬂ

evergreening

SUUUULNSTA AU UWINIINTLIHTEN j mmd. . Jouae
* (31NIRBLANTBNNIAN)

1. MIBIMN9UN (Oral dosage forms) 967 80.8
1.1 gLdl@ (Tablet) 703 72.7
1.2 unlya (Capsule) 190 19.7
1.3 unIna (Granules) 4 0.4
14 21’11/{’1 (Liquid preparations) 70 7.2

2. M3lAImMInia (Parenteral dosage forms) 200 16.7

3. ﬂ’]ﬂﬁﬂ'm’mmiﬁ]%m (Nasal dosage form) 9 0.8

4. enlFnsuan (Topical dosage forms) 6 0.5

5. MIlend1unIgaaal (Inhaled dosage forms) 6 0.5

6. 8191 (Ophthalmic dosage forms) 9 0.8

TINIFY 1,197 100.0

fruesusnitastaiu evergreening Lﬁaﬁﬁnimﬂm’]Uﬂ’ﬁ%aawﬁmuma BN 59
UM wazinasunaNTamIen wuifamssiwan 1,197 Mens luﬂéjwmmu%a
m‘sﬁné’ana’nmmﬁLLuﬂﬁwa%’u'ﬁﬂ%ﬁmmmmﬁwuﬁ@m evergreening s28/1/szLANg LY
LRTA UM ANULWININITLIAITEN LA dmlmy’Lﬂmmnﬁmmﬁmamﬂ Gﬁagaﬁa%’aﬂaz
80.8 ¥aIAINNAD NMIAA LLa:mﬁ'WwNwﬂ Aoniln Youaz 16.7 uas 0.8 awEGL 1aus
ﬂs:mﬂ@nwé‘ﬂﬂmzmﬂﬁmmamﬂwumLﬁ@ﬁﬂﬁ‘L"ﬁu’mﬁq@lumju fAadusasaz 72.7 Aaiu

'
o A

] S < o o d
sz 3 m’maaLLquJjasmLﬂua’muwﬁﬁnu’m‘mmﬁ‘sadaom ((ﬂ’]‘i’]x‘]ﬁ 6.2)

1.3 msa‘i‘nmnn&jmmmuﬂsxmﬁﬁﬁ%mawﬁn%ﬁméffamuaza’”ma%é’wﬁmtaz/

HIDNUY

o 04 aid a a w & & . U d'dl'
ﬂ']iil']LL%ﬂ@]m&ﬂEm::“ﬂ NNUMVBTURNTUATDILT % evergreening I@ ﬂi"ﬁﬂiu‘ﬂﬁ“ﬂ b

v 1

2930 aNTUATA8N wudlatdu 2 ngw ldwn 1) MmIvevednsUatarnlulng, uaz 2) MIve39

ansuaIa e lue9lszine
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AN319N 6.3 mﬂmim’{hLLuﬂmwﬂizmﬂﬁﬁumaw%w%ﬁ'mé’amua:a‘hmu;jwﬁmLLazl 738

INNUNLY
d'd v A aid v A
i NUMINNULNE A/ NUMINAHHES/ Pl
Usznantiuueaa o , 4 .
e . F1UIY WINNIT 1 18 FIRUNE LNETBLAET 8013
FNTUNINILN = - .
18013 S8 8N3 S8 (F088%)
1) 918M3817i28399 6 17.6 4 16.0 10(16.9)
Fnsrasaenlwing
2) UM INNV034 28 82.4 21 84.0 49(83.1)
ansrasalenlu
gldseine
TINNIRU 34 100.0 25 100.0 59(100.0)

Aa

WansanUszinaniuuaaadniuasalen nuin fwesuanduasdaiu evergreening

TusamITaaiyn19eng 59 oM Iwt s1wlng ladusesednitasaisnluandszing fa

AA o

113 49 918N1T ¥IBTRUAY 83.1 WATNINWIW 34 18MT MIUINNARNIALAL/ KIaT1RUNL

NN 1 78 (17199 6.3)

U
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° v A A e o . { o & ° o
AU TURNTUA T evergreening 1mwms%ammymom 59 IMINH NUANVDIY

andasnUszmealasanlnlszmainguarsiuwin 212 a1iu lagwuinisnenisen Metformin &
ﬁ'ma%’uﬁﬂ%ﬁm'ﬂ,ﬁmﬁaomﬂﬁqﬂﬁo 13 91U

WaduunquansuzadenniidvaTuanTasTuiu evergreening mulszinndaia

anwan uduiu 11 dszinn ldun 1) gaséniy, 2) gasuaw, 3) infae, 4) laaiaes, 5) Binaf, 6)

mlgidadsld, 7) 3nsinm, 8) wuatugiu (Indnasn), 9) Tefie&mTuunaniar (Markush

a

Claims), 10) fafiafnBnsld (Use claims), uaz 11) lalowes wutayadusadluasnein 6.4

P o ] v A A a @
AINN 6.4 "inLLuﬂﬂf‘gﬂJU’]@nNﬂizLﬂﬂTaﬂE]aﬂﬁ'ﬁaﬂ

Usztnndafadndnan IWINAVBTVENTUAS MOEE
1) §05d13L 65 30.7
2) §ATHFW 31 14.6
3) 1Nf 20 9.4
4) \aaaas 17 8.0
5) 8inas 17 8.0
6) M3t/ asls 14 6.6
7) ATMITNB 15 7.0
8) lwAuasw 11 5.2
9) TafiafnTuLLNNTAT (Markush Claims) 10 4.7
10) Tafia@nTnsld (Use claims) 7 3.4
11) lolowas 5 2.4
S’J&I“fi‘jé’% 212 100.0

WarndwaTuENTUAING 212 aUUNNIUUNeNUTHANTaDa’INTRAN WUINUTZND 1

1w 3 Wwlszinngaséniu (Fawaz 30.7) J09893 lolA Usetnngasdndu uazinfa Aalu 14.6

LA 9.4 MUFIAL (@137 6.4)
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%

2. M8819318NSYINAANVBTURNSUASNH ﬂﬂmzﬁﬂﬁﬁmﬁ“la\iﬁfmﬁ%qﬂ

1) Atazanavir ilusnngudusaiewladlisdias (protease inhibitor) fiTatsllulinfiaiza
HIV-1 lasldsrunuendwhsanmanzandaldug wudwesuantianiansme evergreen 574

o @ o [ 4 a J a A v
3 9118 LLﬂZﬂﬁ]’ﬂUuUGa%ﬁz%’]’]dﬂizﬂ’]uﬂﬁiwﬁniﬁl{ﬂl%‘ﬂuﬁU%ﬁ“ﬂﬁﬂ@li

Atazanavir
1
17/4/1997 16/4/2017
2
23/3/2005 22/3/2025
3
20/6/2008 19/6/2028

1. 19§ 9701001436: FBNUATSNETI4E Markush
2. \ufdwa 0501001288: MmIlddwiuarled

3. 1aufid1ue 0801003179: FAINFY




2) Moxifloxacin iugnnguwgaalsadlulas (fluoroguinolones) lEinwnsdaize
wuafispvasszuumadumisla Yaa veanan lois a1 RIndd waztedvias wudivesu
andUasNians e evergreen 334 4 dwe laufvasUaNTUAsIWEALA 1-3 ld5unT3a

ANTUATURY LazA1UaTUANTUATIUWEaUN 4 agjiszmwmzmumsﬁmsm

Moxifloxacin

30/08/2536 30/08/2556
2
21/11/2539 21/11/2559
3
18/10/2542 18/10/2562
4
14/7/2543 14/07/2563

Ao 9901003888 UaNDENT §AIFITL
A0 0001002630 VailadnT gaIdnTL
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3) Olanzapine \Jutlungu atypical antipsychotic #%IuInwIAIMITAIlIATALAN
(schizophrenia) Lazlsna1sNalul U U&8427 (bipolar disorder) WURVBSURNTUAINAAN 1AL
evergreen 534 3 A8 laudaaTUANTUATIUEAUA 1 uar 2 Tasunmsaadndiasual s

PYATUANTUAT WSO UN 3 agjiszmwmzmumiﬁmsmﬁ

Olanzapine
1
22/03/2539 22/03/2559
2
22/03/2539 22/03/2559
3
18/7/2545 18/07/2565

1189718 9601000880 afadnt Indussn
2 18ufdna 9601000882 VaiadnT gmﬁﬁu
3.1aufidnUe 0201002666 Vaiadns gm@‘h%’u

]
AA o v A a

% =2 [ .
3. HANIENUVBILINAANVBTURNSUAIDILTIN evergreening
= A ac o a a & AA o v A acv A =
mMIanEaTIn Audssduiunsiasinansenusassnidwesuansuassadu
evergreening 14 2 3216w oA 1) arlddnemuen waz 2) S1uusnenseninudivesy

a Aa v A 1 e : |
awwmﬂumuauqmwﬂ
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3.1 HANTENUABAN 1TIILAIWLIIINNITNAIVBTUANSUATUUY evergreening

AN3197 6.5 AN MTI1UAIUEINUTEREA e KINEILWINIINIINIIDNAI T UANT Tl ULRLNN
o A o A a acv A Ao &
1°11Lwai‘]adﬂumsm@awﬁumﬂ"l,wmuauq@

Z

f{i']mm']slmimﬁwuﬁ'ma%’u%w%ﬁ'mﬁhiﬁi’uauqmLLazmmﬁ’]mmﬁﬂ%’m 59
AWEN UM
- JaNANTUNLING 59 18T S’meznmﬁ;dﬂm@mm@azauﬁfumﬂi'uﬁ 1,659 1J
leTunziionen
° dl o o AV ve A P
-izUznmmq@‘nanmmamum’m’mwvlmummwaﬂum 1 91803 4 9
A Y o AN ve ~ =1
-i:ﬂmmgaqw;dmn@mm@uummuw"lmummﬂumlum 1 91803 40 1
A A o o AN ve ~ =
-iwmmmawpdmn@mm@uummu‘nvlmummwmlum 1 918013 237 U
' A ~ o o AN v ~ ~
-mummmummgmma\ﬁzUmm‘n;dﬂm'muummuwvlmuml,uwmh 72 1
1 1 51803
-l FIN e RN AT UTEREA LG WINEILINIINNTANINTUIAI VAT 8.477.7
aw%ﬂ‘@]mﬂ‘ul%ﬂmlﬁﬁaﬂaaﬁ‘umﬂﬁ@aﬂ%ﬁmﬁvbjﬁfu%uq@lm:mﬂ .4, RULIN
2539 §14 2571 (DN lasunansenuandaasuantuasnidu evergreen lunsay
NANYNIANEUBINTANENT)
I MILNWLNILAAEN TN 3 ﬁi‘uauq@ waz laTURNTI A TN 11
15k) PRlilaa]

athdesuansiasfifiansme evergreen lumonsBamaiyynisnduan 59 Tian1san
fwmHanIENUAalTIenn WU dmasuanSiaInIanwe evergreen &N 59 18T
o iszazinaynueaaamazauyii 1,659 1 Wonvanniuildsunadoue wazluen 1
UMY ﬁiwznmmﬁ"slpdﬂm@mm@Lﬁ'wﬁmﬁaaﬁnﬂﬁﬁwa‘fuaw%ﬂ‘mﬁﬁﬁﬂﬂmz evergreen AaLdn
2371 I@ﬂﬁm@ﬁ']q@ GAGE) LLa:muLﬁmmummgm Winnu 4, 40, uaz 7.2 T anudau

Tumensfesdnisendwam 59 UM T NURPETUANEITATULL evergreen ARINAL
ﬁmsaﬂmmmﬂ aauddl w.e. 2539 - 2571 lapmindszanmuansenudodnldanaduaiwuin lu
mﬂﬁ'ﬂﬁﬂagﬂuﬁﬁﬁwa%’uﬁﬂ%ﬂ'@sﬁlﬂu evergreening azvi Rl EiodusTngandluann
vieimaden farmualiilunsdiliiia evergreening luga9szazaanasud o w.e. 2539-2571

a 1 v a { a é/ v a 1
ﬂmﬂugama:auﬂi:mm 8,477.7 R1UUN I@’IEl‘Vi"Iﬂ‘W"ﬂ']‘iﬂL’]L%W"I&Nﬁm‘it‘}’mﬁLﬂ(?’l"]J%LLE‘l'Jaa@NLL@TJ

W.¢. 2539-2553 wuintszmne inagalanmalunisdsengasulszanamliuadne 1,177.6 a1%uIn
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Jassinaninaulade J518nse AN vaSUENDUAIN evergreen waz lasUANTIATEN
v & Ao & 2 = ¥ Aa van a o Ada
uwiuuiif wIunaEu 11 Mems seanidymludsznalneidnseyd@anidaslilunyding

mIdinasuguandaaledsginsudndes dududsnauimadmiunsuniwdauns

2
L™

TyafienfulsofiudeininwsemzuiuniRinsaneyd@andtas uananniandias
Fwau 11 M3 dadunwazieunagnivedniamdum@nls evergreening patent LiNa

a9 Wk Tesdgtuutsuluaaa

°ﬁ”a§f\‘1m@"ﬁ”ﬂa@Tuaa@ﬂé:”aoﬁ'uﬁagamﬂﬂmxmim%ﬂﬁﬂiﬂ ANUI USEnenawuuylt

& 1 A A = A s @ Ao A )
LLNuﬂﬂﬂqV]ﬁ@"lﬂ"] LWﬂU@L’JaqLﬂllLﬂU')NﬂﬂiziﬂﬁjuﬁnﬂUWTQG@]%ELWWL@]U"I')u’]uﬁﬂ&nuﬁuq@ LD

MILUABIAFNTUAININDS 1,300 aﬁuiuﬁagﬁmﬂﬂqIﬁﬂéﬁ%%’UﬂﬁLﬁms’mmﬂam; N4 D

'
a o b

Awnnuuisnensemaiyfith ldgndasiasduiiuadanitasdszunm 700 af; n1svh
TaanasluafnnunuusEneTaaiyawonagina e Taaiyeiwieluaane laandn
@ o A o A £ P= o @ A % & @
panly; asoaaumadunsnuasmadinnusesspiiotunsdoudsuonvasdn Wuew
wazaaenssn Mgl lddszduanuiomosiwiannanuartdudunanasnnmsls

a a v IQ a I3 v v 3
suuiniiaslunsnia dedu 3,000 dwniugysls wiatszana 126,000 s 1w
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N3N 6.1 AT MW NUTEREA b HINTILWINIINI TR TNV TURNTU AT

| o A g o A a acv A Ao A o =
lﬂNNWIﬁLWE]l]a\jﬂuﬂqjl’ﬂ@aﬂﬁﬂ@liﬂvluuquauq@ FWWNAN U W.a.

400,08

JEd. 4T

350.09
300.00 /
e W) 7 162553

250,00
18 .
) - —m—- YoM Yszanaoin
/ s

™ —

90,00 y =19.82x-80.03

150.08 RSQUARE=0.72

100.00

50.00

anmbssiiadailish szasnmgaua @nanm

0.00 ot Yynsdna

LA
1540
1580
1581
ss:
23

TT T T[T T T T [ TTTT
1530
540

-190.08

Wineme 1) ldulzurasdnlzanmausunInanay Expenditure=(19.82*year)-80.03 aFalsdmiunsg
Usznaendayaaiudl w.a.2554-2571

A

2) audsdase (year) Aa TAwumsiia evergreen laaSusin T w.a. 2539 (TJudlfi 1

dl & U 1 U v dl L v o
ANTNN 6.1 muamma;&amiﬂi:mmmhﬁmUmum‘nﬂimmvl,@ PINILWINIIANT
ﬁm‘smﬁwa%’uaﬂ%ﬂmmﬂ'ﬂmjmlﬁﬁaﬂaaﬁumnﬁm%n%ﬂmﬁ%jﬁi’u'ﬁuq@ 07 AT

W.¢1. 2554 119 2571 FadullgarafinumnemIsdaeiudnidasniiansme evergreen lasld

2
=

MIIATNZADANDE (regression analysis) lazunsnanas asd

flTInuaneNUszraala “InuwINIINIIRAINTINAIaTUENTUAIRLU vl L TiNe

flasriunaifindndasn liduduge = (19.82* 1) - 80.03

Aa o

INFUNTNADAYT AU WUINANNIFNAUTIENRINI DNWUFuaTUINTUASNTS Ny

a [ @ €

evergreen (x) ooty T w.a. 2539 1JudN 1 uaz dlaiaduenndszndala (y) Sanusunus
a U lé v £ dl dq’ v & =1 v L 1 U £
\TIFUATI TILRAITIELFULTZMUNIINA 1 wazBliiAudsuwd lituvasnmsusendadldinadn




{ a X o A ° v a A o @ {
U"Iﬁwamuﬁqﬂﬂizl"ﬂﬁvl‘ﬂUu’]ﬂﬁaﬂ’]iwiﬂqimﬁlﬂqmaiuaﬂﬁﬂ@iﬂq%UUIViNﬁw

dq, ¥ a J A a A v
%N’]l‘ﬁﬂixﬂ BUNTININITRIVRNSEUVYUINDUATEN

° Aa o ) av & & .
3.2 %1%’!%‘5’1Elﬂ'l‘iil'muﬂ’nlaiuaﬂﬁﬂm‘i‘ﬁd 1 evergreening

A o d' o “ A a o ai 1 : IS
@1379N 6.6 "ﬂ']%’)%i’mﬂ'ﬁﬂ"l‘i’l‘v\lﬂﬂ']“ﬂaiﬂﬁﬂﬁU@liﬂvLNN?%ﬁ%Ljﬁiﬁﬂﬂ

U w.et. UIU (318M3)
2539 16
2540 18
2541 24
2542 34
2543 38
2544 41
2545 43
2546 47
2547 49
2548 52
2549 57
2550 58
2551 58
2552 59
2553 59
ﬁﬂﬁwq@ 16
AIFA 59

ANTHIN 47

%

2\
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2 &
wlwmIANE1ATI

Aa o

nndayainnsmMITamia e 59 119 AnudweIuanIUaThiansm:

Aa o

aﬂ%ﬁhiﬁqﬂﬁfuauq@ LAZINNIBANBAITIWIUIIEMSINNN UV TUFNTUA TN VAN e

A ac A iae & =~ Ao “ A aev dao A ac A iae & a &£
a“nﬁll@liﬂvl,&l&l’mauqﬂi’mﬂ I@EJWU']’] Nﬂ'ﬁ]E]illa‘ﬂﬁll@ITV]Naﬂﬁmzaﬂﬁﬂ@iﬂqmuquauq@LWNT%

aaudll w.a. 2539 LTUAUIN LazANTEFINVBIIIWIUTIENILNTAIVTUENTUAINNAN UL

Aﬁydlld‘l/: A a 0|® 1A o d' o @ A Aa v aid
awwmﬂumuauqmwﬂ AaLl 47 N800 LAZINMIUTIENITUINNUAVBTURNDIUAING

Y A Ao A Ao A a v a & A P
aﬂﬂm:aﬂﬁﬂmiﬂqquuﬁuqﬂuLL%UI%NLWN%%I%LL@Iazﬂ (913797 6.6)
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A o AA o v A av A ae & ° =
ﬂj’]qu 6.2 ﬁﬂu’au‘i’]Elﬂ’ﬁm“n&lﬂ’maillm’lﬁ‘i.lmi“nvl,uw’]uﬁuqmﬂLL%ﬂ@]’]&I ﬂ W. €.

To.00

o A
L -
- - =
5900 s B B
C "
- B - -
L ®» .l'.
58.80 17 S
I~ -
o 3 .=
L it
_ C -
= L} =
T e -
= r 4 - .
z B - = dnnunemsivuly
z [ ="
= .40 -
=
=

’7 - dnnusemsidszinamn
P

-

-~ w1 y=3.21x+17.88

19.00

Uynsinin

9.90 B R S S R S W= —_—

2539
S40
S41

1547
S43
S44

2545

2546
s47
S48

2549
550
551

2552

2553

v 1 & UV o Qs
winug 1) ldulszusasd sz mmusNNINanay Item=(3.21*year)+17.88 FalFgnsumsdszann
mﬁagaﬁum’ﬂ W.f1.2554-2571

=

2) dul3883z (year) Ao DAwuMiAia evergreen lasisusiu U w.a. 2539 1Hullf 1

nndayaimunamaswudveiuaniasniiansus evergreening Motluanan
6.6 LaINNNUTTUNUAITIWIBTIEMTEIANLATETURNTUATNRAN WU ENTUATN evergreen
& \ A = [y d ° v A A v i o
o1 asudll w.e. 2554 B9 2571 Sudullgarhonnunamasdzeiuinidasniiansus

evergreen lagltmsinnsioanas (regression analysis) ldaunmInanas aeit

[

Fununomsmwudreudnidasniiansusiniasn il iuauge = (3.21+1) + 17.88

INFUNITAADDLTNIG U WUINAMUFTUNWT IR UANUA W TURNTU AN AN
evergreening (x) a8ty T w.a. 2539 1HuTA 1 waz S1U8NTEN (y) FANUTNNUTLT
LEUATS TILFAIMELFULTZAUNTIND 2 uaTliiAuisuwl liinaainsiia evergreen NIARNT
mﬂﬂszmﬂvlmﬂﬂ'avl,&iﬁmsﬁ’wjﬁamsﬁﬁmfmﬁwa%‘uaﬂ%ﬁmmaﬁulﬁﬁﬁﬁwuﬂumiﬁﬂu’m%‘o

t;l’ ¥ a J a a A v
umhﬂs:ﬂaumswmsmwumm HUWINDIUAIEN
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1 A a ¢ v a A Y X U1
d3Un 2 ﬂﬁi?tﬂiﬁ%ﬂ@l%n%-ﬂizﬁﬂﬁﬂa uazmsmmammmgﬂw

msdnmidunadssluanududmamsunndusiugiusasmslfuoudiaesns

iwrsgenaaiuniaeW (Markov Model) tiNail3ouiinudunuuaziasnizasmsinmlugduuy

é’mwshuﬁunu-ﬂsz%w%ma LLa:é'mﬂﬁhuﬁunu-aimﬂiﬂwﬁ Taold 3 nydidnwn asitae
1) sduhiaead
2) Uﬂ%’ﬂﬁﬁﬂﬂ):liﬂﬂi:@nWEu
3) mdmunziIslugihouziudunszazuan

a a '3 Aa A . .
'J%'m‘sm‘nLﬂ‘i’lzﬁﬁ%n%-ﬂszaﬂﬁwa (Cost-effectiveness analysis; CEA)
= ~ A ad o a & G A a X | aaa .
WwnstdIsunguITMITnEA I@U’JLﬂ‘i']z‘wl’i”lﬂ’]l“ﬁﬁ]’]UYILWJJ“H%@I?J?J“E'J@I (cost per life

year gained) fwinkldanngas

é’mwmuﬁunuﬂizaﬂ%wa = AUNUVDINTITINELFIN A - QUNUVBINIINTLFIN B

Aaa s a Aaa [ a
UPIn300009N1ITNELEIN A - UTI0700U09N1IINWNLRIN B
a a ¢ -4 ags .
'Jgﬂ'li'aLﬂiﬁ:wﬁ%n%aiinﬂiﬂﬂ‘ﬁ% (cost-utility analysis; CUA)
< = A ad [ A & ' o A A £ | Aaas da
WunsiIguneuisnisIne I@mme:%mmhﬁnslmwmmlaﬂmmmlﬂmmwmm
H1le (cost per quality-adjusted life year gained) S9AandgunwnIslgunizvesdihe

winaflTiafiseauiudodasindslood (utiity) dAwimldangas
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= a a = [ a
ﬂqmmawaamisﬂmmiu A - ﬂqmmawaamiﬁ?ﬂmmiu B

a N P = ao Aa a o, o
IG]El&lﬂiaﬂL’Jﬂ’]"i]’]ﬂaxﬁﬂﬂﬁﬂﬂﬁﬂﬂ‘ﬂ’]l%\‘i’lu’]ﬂU%ﬂﬁ]"ﬁ’NL’]a’]ﬂE}Iﬂ’Jﬂnﬂﬁ’IUI%LLUU%’]GBG
a Aa . . o @ o (% o o‘d' a J [} A 1 o v et 1 v
LREDIN (lifetime) mmumLLiJmunuLLamaawwmmulumaL’m’mLmﬂmaﬂmmaaﬂiumlﬁ
& ' YY) [ . ° Ao o a & o
Lﬂ%}gﬂﬂ?ﬂ’%ﬁgﬂ%@’)ﬂ@@i’m@ (discount rate) MAUANIBY[L 3 I@Ummsﬂiua@mmunmm:
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ABBYAN]
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BN nzEmaizntivezanilae
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lunslenzimaditesesdihe vmadSsuifisudlfiaduensdigielfon
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duuny wisuiisuiunsdingiaolfongesdylutiinminm 10 U luwdaznydidnsn e
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ﬁagaﬁﬂ"ﬁﬁhﬂﬁmmiumﬁﬂm;jﬂamwia:mﬂuu@imﬂmﬂLtum‘haaam%ﬂa‘V\I (Markov model)
muﬁagaﬁ‘hmu@:ﬂaUﬁlﬁﬂﬂ%ﬁa;ﬁmmﬂﬂ%mmua:ﬁmzrﬂum mmmaa;jwﬁmmzm%aﬁmﬁ’] g

NI AN NINUA RSN ITUNNTANRITLAZLN

NIAAN®IN 1 ﬂ']ﬂ"ﬁﬂ'w?m"l:;%'amaa;jﬂfm HIV/AIDS luiszinelng

‘v‘hmim‘%ﬂuLﬁmJmwm‘ju@i'}l%ﬂﬁ%’ﬂﬂ’ﬁ:wj'}oﬂﬁﬂ%wﬁums%'ﬂmﬁ’;Umfﬁmwauﬁﬁ

Stavudine (d4T) \uasfdsznay uazengasuaunil Tenofovir (TDF) 1iuasdilsznay
2 a 6
doyasznaumalianzii:

61 Stavudine (d4T) tHuendmliialunga NRTI Afidsz&ninmlunisinmgoudd

v A A ) . . . A & a . . £
NRTILALINIHUII LTH NN Lactic acidosis #38n17N1304LAA Lipodystrophy/lipoatrophy @ati

]
a o

mmgdiAg v lidthongalfuvewinssiamsiedia Wudu lufhgiuesdmsewdoland
Faunzih lwanianmsld a0 Stavudine (d4T) 1umgmﬁu§m wazuuzsingn Tenofovir (TDF) 4
Wusnsuwhislunga NRTI Afuszamamlumssnmngs ussiinadnafosfipuusstasin
nawnu o1 TOF (Jugnludananuvismaluind 3. uazwuiimenvasa TDF luaaasnvad

Uszineln m’au"ﬁwgommﬁal,ﬂ%m.nﬁwﬁ'u e d4T
. 4
KUUI1809N 12 N3N (Markov Model)

AINN 6.1 WUDII889 Markov Model maa;&"ﬁwkmamﬁ

o 6 | o s % U 6
WULRBINIIATEIANEAT Markov model Lﬂumiﬁnaaaaﬂwm:mﬂmmmaa;dihma@a
Tutsemelnpanad 3 anue laun (1) ihodulsonlugasiugrudugash 1 (nitial regimen)
I@ﬂluﬂ’]s?mmLﬂ%amﬁslmzwj'mmsﬁuﬁu@?’;ﬂgmmﬁﬁ d4T uaz TDF iluaddisznay win
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O . . ' a X ' a ' % = { o
Hilei complications 6149t AaTu 11w tinanT liddszasdanmsldin Aazwfowldlgmle

ga3f 2 lunmsdnmlgenduliiagas NVP+3TC+LPV/) lumisldnslugasiugiunugias

a A Aaa & Aa P & P
UIaﬂqaLﬁﬂ"ﬁ’J@l‘ﬂ\‘]ﬂNﬁq LVWJLua@ﬁnﬂiiﬂl’aﬂauazﬁnﬂa’] L%@!au 9

yuwaanlFlunsfinw: Ifyuaaiueadl#iisn1g (Health care provider perspective)

dunulunsinm: dununeasslumsinsneIa (Direct medical costs)

a5l lunsdnen waeseazldualunaNuwIng 5

AN 6.7 AW TRA LTI IZHA

gmméﬁu"h%’aﬁl% NAENdaLAan VERHIVE)
gmﬁyug'm
NVP+3TC+d4T 728 U GPO Wa§
NVP+3TC+TDF 1,834 1N TDF (O) 912 un/30 L
NVP+3TC+TDF 1,462 U TDF (G) 540 un/30 B3
ga37 2
NVP+3TC+LPV/r 2,520 U
fian: AUdTaNATIMNTENBATAUN NTENTUMDTUFY TOYATIN T UNTIAN-TUAN 2555

U

aNyAZIBNNIANE

Lﬂuﬂ’liLﬂ%ﬂﬁJLﬁmJﬂ’J’]&I@?&Iﬂ"]l%ﬂ’]‘iL%Nl%ﬂﬁﬁ1u13§alu§ﬂ3 UIﬁﬂLaﬁéﬁﬁmqmﬁs 40 7

' { 3 a v @ o o o A
Lazian CD4 1ady 200 cell/mm I@mimmnmmUgmmmuvhiaﬁﬁ d4T uasdisenay

(NVP+3TC+d4T) isuifisunumssuldndwhiansl TDF Wuasdisznou (NVP+3TC+TDF)

wingtheiiaansthadssannmisldodieezdfowldlFend Protease Inhibitors (PI) 1w

a9Aldsznay (NVP+3TC+LPV/r) mmu‘tugmﬁl 2
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NANIANE

A o o A Aa A o A £ @ A a a
A1INN 6.8 @]unuﬂ']iiﬂflﬂ"] Usaad7e ﬂqmﬂ’]?ﬁLLﬂxﬂ@iqLWN“llu)"llaﬂ@unu-ﬂizﬁﬂﬁwﬂluﬂqjlﬁu

a8 TDF Wuwasailsznau

gmf‘%‘uﬁu d4T based gmﬁuéfu TDF based gm(‘%‘uﬁu TDF based
(original) (generic)
Total cost of 594,510 610,844 587,208
treatment (baht)
LY gained 19.58 19.25 19.25
QALY gained 17.10 17.25 17.25
Incremental cost 16,334 -7,302
(baht)
Incremental LY -0.33 -0.33
Incremental QALY 0.15 0.15
ICER per LY gained -50,222 22127
ICER per QALY 109,988 -48,680
gained

'
a v e v v =

aznud1 mItudumMITnmmogadwliiand ¢4t uesddsznaunu (Jaiude

803 NVP+3TC+d4T) ddunulumsinmidnituaziildiasea (LY gained) Niganiudiilgy

v @

Nz (QALY gained) Ndniimaiududiogasendwlianid TOF ilussdisznay nadt
Lﬁaomﬁnﬂmgm NVP+3TC+d4T luﬁﬁlﬁ;ﬂ‘uﬁﬁm@‘hmﬂ@Uaaﬁmimé“*ﬁmiummmNﬁ@lm

[ '

v i I { v o v 1 pé et
(ﬂdﬂﬂ’]’ﬂugﬂLLUUUW@E@]?NR&IVL@LQO 1wumzﬁ TDF \Juenidassiniznannasdssinadagslsnane

D

Agannn (01397 6.7 ) ldenlugasndl TOF Wuasddsznaviimangandufounind uazmsf
I3NAUINGAT NVP+3TC+d4T 1# LY gained Nannniuuiiiasnngthedinaiidnnms
Lﬂé‘ﬂuvl,ﬂl*’ﬁmlugmﬁ 2 INNNINHEIINNTAN M T MRS LT RIAANNMT LTS d4T ¥inlw

o . A a & A \ = o a | R & o
& LY gained mwmumnmlugmw 2 2879 13Red aaINIILAAAINT LINIUTERIAINNAT LT
8N d4T ﬁﬁawﬁwgaﬁﬂﬁgﬂaUm‘*ﬁmﬁﬂq‘*ﬂnnzﬁ@‘hndwg}”ﬂwﬁlﬁm TDF %lad LiaNaTom
(% 1 Y . ' ' ' a £
amﬁmumunu-assaﬂsﬂmﬁ (ICER per QALY gained) WUINAf1 109,988 UNNeian1sLnun

1 Q. J { =) v v

maaﬂqmm'sz 1 1 Bu18aNNINMTIANAL 1 ‘ﬂﬁﬁ@mmw%mawystﬁmﬂmﬂ% TDF 'léannns

a X A A X = . & v . o & o
Lﬁﬂﬂ’]lqj%qﬂ‘ﬂquuﬂu 109,988 U GTJ\‘Jagiummﬂmaﬂﬂ’:l’]&lﬂllﬂﬁ‘mmzuﬂ(ﬂﬂE]\‘lﬂﬂ’ﬁau’mﬂiaﬂ
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' ' d v e 4 ' ' d v Al
(3 whwasduadunelddaiidall) wuinlull 2554 dszinalnofidnaionslddaiagi
125,756 U

lumadianzdenana liusinan (Sensitivity analysis) lagilaawdusiannansia) TDF
(540 Lnidan) wui diheddlFhedumanaataiiia 587,208 un vinldtidunulunis
SnsNtesnIMISuaueaen d4T 1Judu 7,302 un wddl LY gained wiasnin 0.33 U luvaue
7131 QALY gained §4n1 0.15 T Gawudinsld TDF Aduenanaiyy Sanuduenlududunu-
6 A U v d' v 1 uU d' 1

avsndszlomidl @eldiodusndesniuazlilguniziannnin)

‘a' VY XK P 6 ¥ Y L
NIILANNIILDIDI VDY E‘].I'J Elﬂimi“liﬂ']%ﬂﬂ']&diyﬂﬂtlﬂ%

NNToYALTNNBUAZTIANN VL@Tmﬂﬁsmmaa;gwﬁmLLazm’%aﬁﬂLﬁﬁm Aaslwrnasinw
AmznyIunIamIuazen wudilull 2553 figldun TDF ViR 87,550 A% windielaadnnan
5ga3e1 TDF  duuny azwudluszazion 10 Yuasmssnazdenldinslumssnunraan
11,5212 8%UN LL@imﬂmLmu@hUm%amﬁrylunﬂsm nuIluszozian 10 U 289m3
Snnazdienldanslunsinen 9,515.8 amwunn Sewuinenldinsilsendaldannfinaunuaisen

s gj o Ui Y v v AI J a v U d v g:
sdguui Agthod e diduau 18,451 au Aaidlusavas 21.7 vasthonlfimanae



dl 1 v v v K U s = = = 1 ¥ v dl s
§13749N 6.9 ﬂ'ﬂ‘lﬁ]']ﬂl@]’]%iﬂLLﬂZﬂ?iL"ﬂ'mdEl’]"ll’PJ\‘iEd‘l.]’JﬂLﬂ@]iﬂ%ﬁZﬂZL’]ﬂ’m’]iiﬂﬁﬂﬂ 10 1 Ll]iEI‘IJL‘Y]EJ‘]J?zVY)’Nﬂ’]?I‘HEJ’W]uLLU‘ULL&ZEI’]’DE]N’]&IEQ

M3 TDF duuuy

m3lden TDF Tamainy

e 4 e St
o . . fldeidszndalénin L. U
in Fwangilg TP STaINHRISTFET
anldinvasgilouda aldinvasgiloudas TENTARNGNAUNL (@)
el fldinsan Ny fldinsan
1 87,550 25,645 2,245,254,710 21,181 1,854,431,510 390,823,200
2 21,542 1,886,004,232 17,792 1,557,714,437 328,289,795
3 18,045 1,579,876,512 14,904 1,304,873,239 275,003,273
4 15,133 1,324,889,719 12,499 1,094,271,056 230,618,663
5 12,694 1,111,343,209 10,484 917,895,799 193,447,410
18451
6 10,649 932,351,266 8,796 770,060,322 162,290,944
7 8,919 780,843,385 7,366 644,924,859 135,918,526
8 7,470 654,003,090 6,170 540,163,186 113,839,904
9 6,257 547,797,874 5,168 452,444,720 95,353,154
10 5,241 458,860,825 4,329 378,988,615 79,872,210
U 11,521,224,822 U 9,515,767,743 2,005,457,079
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~ dl s U =3 U =3
NIMANEIN 2 NI 1AL mmumnﬁwaogﬂmmsﬂuﬂs:mﬂvlwy

YmsIauni mJmm@jmhlumi%'ﬂms:wmmsVL@‘T%'u ua L 'lasusnduuziSinia

Paclitaxel Tun133nsia3a (Adjuvant Therapy) lugthouziadunszozusnlulssnelny
Tayalsznau:

Paclitaxel \JwenluimFennanuwss@ 1T 3. 1981930 advanced breast cancer 7
a5y anthracycline ua e ldanansali anthracycline 1 wazlaidu adjuvant treatment

fNTU high risk, node positive breast cancer

LUUI1809N 12 1bn15ANBA (Markov Model)

3

-‘ Relapse

MW 6.2 wUU3I1aa9 Markov Model maagﬁfﬂauiiﬂmﬁmﬁumwzmn

t:lI =1 U v a . .
yuwaanltlunisdnw: 18yunes1a45l5iL3n1T (Health care provider perspective)
ﬁunulunw*;%’nm: ﬁunumamﬂumﬁﬂmwmma (Direct medical costs)
a5l lunsdnen waaseazidua lunaNuwIng 6
aw@gmmsﬁﬂm

Li’lumsmﬁmswzﬁﬁunu-ﬂszﬁw%wamaa 81 paclitaxel 915683717 doxorubicin 334
o . s d o a . =
N cyclophosphamide (AC) GmLﬂuqmmmmgﬁmﬁamiimsmLmu (Adjuvant therapy) Tunziss

LENWUIZHLULTN IG] H¥MTIATIZRARDATINTIAY ﬂﬂgﬂ?ﬂ
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@139 6.10 FATIIUAZIIANT mﬁmu:lfﬁlumﬁﬂmLa%wlu;jﬂawzﬁawﬁmnwumn

YUIANI LT DA

NI INANLIG package RERMRIEN
Adjuvant therapy
Doxorubicin IV 384 mg 670 B/50 mg 6,432
Cyclophosphamide IV | 3840 mg 404 B/1G 2,020
Paclitaxel 1V 1120 mg 13,114 B/100 mg 107,856
Recurrence therapy
Paclitaxel IV 1680 mg 13,114 B/100 mg 161,784
Capecitabine PO 224000 mg 16,626 B/500 mg*120T 77,588
Capecitabine PO 448000 mg 16,626 B/500 mg*120T 155,176
Vinorelbine IV 384 mg 7,300 B/50 mg 70,080
Gemcitabine IV 12800 mg 10,356 B/1G 165,696

NANIANE

A o o a Aa A o A & @ A a a
AINN 6.11 Glunuﬂ’l‘i‘im:}’l Usaa176 ﬂq"llﬂ']']zl,l,aza(ﬂsqLW&]"D%"Uﬂd@unu-ﬂszaﬂﬁwaluﬂWSLWU

MIINVUFIN (Adjuvant therapy) @288 Paclitaxel

Adjuvant therapy

Adjuvant therapy and

Adjuvant therapy and

alone Paclitaxel (original) Paclitaxel (generic)

Total cost of treatment 1,505,958 2,112,312 1,975,971
(baht)

LY gained 10.127 11.405 11.405
QALY gained 7.939 8.687 8.687
Incremental cost (baht) 606,355 470,014
Incremental LY 1.278 1.278
Incremental QALY 0.748 0.748

ICER per LY gained 474,472 367,786
ICER per QALY gained 810,402 628,180
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' o a . (Y A . < val
WNUINNMIIINBILRIN (Adjuvant therapy) @38n13LWNEN Paclitaxel uumiwmunu’tums
. Can A - _ o
SNENARDATITIANNT 606,355 U buwzil LY gained 1ANZ® 1.278 T uazil QALY
A £ { A @ A o A A '
gained 1ANTu 0.748 T Llafa1sandasiNuzaIdu-Usza@nIng (ICER per LY gained ) WU
. . s A A .
fen 474 472 vndamaiaIuwsliTiasen 1 U WeRTandanduduyu-assndszlond
. ' ' ) a £ A )
(ICER per QALY gained) wuiniien 810,402 unnsiamsiadusesilgzn1iz 1 U dsunnni
& v . A o & Y \ ' A v o 4 a4
inuirasnnuguiiuuzihlasasdnmsamdolan (3 haasdnadenylddeiidal)
A & 1 v . . A & A o
lumsianzdenanalduinen (Sensitivity analysis) laglasudumaanTosmaiyaos
Paclitaxel (7,704 U1/ 100 mg) WU ;jﬂwﬁ@hl%ﬁhU@Tﬁumma@ﬁaa%ﬁ@ 1,975,971 111 ¥ l#
fdunulunsinwannniinlaldun 470,014 vn uddl LY gained annnin 1.278 T luwmued
QALY gained §4ni1 0.748 U ilafiansandanaiudunu-asinilszloml (ICER per QALY
i | ' ' A £ A o \ o
gained) WU 628,180 LndansiRuTuvestlgune 1 U Sadaannninmsivasanudu
A ° & £y ' ' A v v 4 a4 @, %
dfuuzthlasasdnisawdolan (3 hwasduadenglddaiidall) naalasaydudinmsldn
. o R AdAAA A & oA o oA =
Paclitaxel azvilWgihodidiTiaseauszllgunnizanniu udiitasnnmainaninaunwann 39

ﬁﬂﬁ”l,ajﬁmwﬁ VA IWAITINEN
a v = v a8 ¥ Y o
nmstansnfenzesgihensallzadeadynauns

Paclitaxel  \ugnludafomanuiend sad 1 Foduamaodszmalnofinssduuuy
LLaZUW%E]E?(’]ﬁEUua%iLLﬁ’J wazandayatTunmuazian ldnnnonuuasguaauazmiatiidam
fsalwiudninnuanznsunsansuazen wuinlud 2553 Il g Paclitaxel IV 1aW 121119
100-300 mg 1sza1mh 67,800 AL uuaugagmmaomiﬁgﬂaUmjm‘foﬂdnnﬂﬂﬂﬁm Paclitaxel
funuy znuiluszoziam 10 ¥ vesmedneneciienldinglumssnenadu 92,260.3 fuun
wininnaunudIseaaylunnae sswudluzszian 10 T vesnmsinsaziidnlfiielunns
3N 86,017.8 §IULN G?j'awm'wiﬂ*’ﬁahﬂﬁﬂi:ﬂﬂ'@"[ﬁmﬂﬁﬂmmuﬁuﬂﬂwaﬂﬁmvﬁ?uﬁﬂﬁﬁ;gﬂaﬂ

LTWﬁGU’]VL@LWN?Ju 6,282 A% Aatduiasaz 9.3
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P ' X o v &2 o & v o A a A ] @ @ A
AN 6.12 ﬂ’ﬂ’ﬁﬁ]’lﬂl@]’ms}’]LLa:ﬂ’liLﬂl’m\‘iEJ’]‘IJE]GQ?LJ’JU&J:LNL@]’lu&lluizmlﬁm’m’liiﬂﬂﬂ 10 o Lﬂiil‘lJL‘YlEliJizWJ’Nﬂ’lﬂ“ﬁEl’l@]uLLUULL&:U’]"EE]

8Ty
MIMeN Paclitaxel fuuuy m3lden Paclitaxel Tasain o o S
o . .. fldeidsendalénin L. U
in Swangilg TP STaINHRISTFET
anldinvasgilouda aldinvasgiloudas TaAgnauIny (A1)
S| eI e eI
1 67,800 460,139 31,197,390,341 421,118 28,551,766,541 2,645,623,800
2 61,977 4,202,053,004 58,326 3,954,534,486 247,518,518
3 121,429 8,232,913,756 114,277 7,747,960,661 484,953,095
4 124,238 8,423,309,464 116,919 7,927,141,265 496,168,200
5 122,919 8,333,917,424 115,679 7,843,014,790 490,902,634
6,282
6 116,510 7,899,368,851 109,647 7,434,062,948 465,305,903
7 103,084 6,989,066,768 97,012 6,577,381,469 411,685,299
8 91,494 6,203,288,140 86,105 5,837,888,493 365,399,647
9 83,254 5,644,634,602 78,350 5,312,141,987 332,492,615
10 75,729 5,134,408,928 71,268 4,831,970,742 302,438,186
U 92,260,351,278 37U 86,017,863,381 6,242,487,897
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~ dl s % U
NIMANBIN 3 NI LA smm:nngﬂwguiu;dm ﬂIﬁﬂﬂsxgﬂwguluﬂszLﬂ alng

YnsdIouni mJmm@jmhlumi%'ﬂms:wmmﬂﬁ%’u uae lal'lasu m%’nmkﬂﬂsxgﬂ

wiuziia Risedronate Tugtl UISﬂﬂs:@ﬂwguluﬂszLﬂﬂ"Lm
i ayaﬂszﬂ au:

£1 Risedronate Luenfilginmnnzlianszanwgu daueuentadunaninlyadilu
malggalududun 35 nmonismnaed 300 duduludszinalng (@ 2553) awavasnislgen
Risedronate luilagiiufia 35 mg aviaz 1 a31 ludagtufiilamnzenduuuy (Original drug)

s lutzmalnglasisna1sin 1,348.2 un/idan

KUUI1809N 12 bbN13ANBA (Markov Model)

Osteoporosis patientwithout

vertebral or hip ImTaciure

(> )

Vertebral fracture Hip fracture

(> )

Vertebral fracture Hip fracture

Dead

N 6.3 uuudnaas Markov Model vadgthinlanszanwu

t:lI = % v a . .
yuwaanltlunisdinw: 1yunes1a45liLIn1T (Health care provider perspective)
dunulumainm: dununsasalunisinsweIuia (Direct medical costs)
a5l lunsanen waaseazidualunaNwInn 7
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[ v . R A & {
dumaSeuifisuanuduarlunsldiue Risedronate lugthandsany 45 Jawldidl
mizlianszgnwguud lddanaznszgnin Aumsldldsuedina lunsdingunldsuen axdl

nsktendatiaailuszaziaan 10 TJLLﬁ’mq@l*’fmmuLmeam'ﬁ%'ﬂmluﬂﬁ]qﬁ'u

NANIANE

P v g = Aa = [ N J £ a A
@1349N 6.13 @lu“quﬂ'ﬁiﬂlﬂ U00776 ﬂqmmamaxamwmewnamunu-ﬂimﬂﬁwalumi

%'msmjﬂaUIsﬂﬂszg}ﬂw;uﬁ"lzjﬁamazﬂi:@ﬂﬁ'ﬂﬁ’;ﬂm Risedronate

Tailasuen lé5u8 Risedronate | l@5uen Risedronate

(original) (generic)
Total cost of treatment 55,580 179,280 121,669
(baht)
LY gained 19.64 20.06 20.06
QALY gained 17.84 18.23 18.23
Incremental cost (baht) 123,701 66,089
Incremental LY 0.426 0.426
Incremental QALY 0.397 0.397
ICER per LY gained 290,282 155,139
ICER per QALY gained 311,840 166,471

Wm']ms%'ﬂm;jﬂaUIﬁﬂﬂ‘i:g}ﬂwguﬁEl'avl)&iﬁmazm:@ﬂﬁ'ﬂﬁaﬂm Risedronate il
= v v s 1 = = a [} v g v o v @
szozam 10 U udmgaldmndinaridisuifisuiumsldldmsinmease mllidunuluns
. 4 x - _ o _ o
SNEWANDY 123,701 U lupauehd LY gained Wia@u 0.426 T wazll QALY gained 1N
0.397 1 LlaNNINIATINNBIAUNU-L5eENTWA (ICER per LY gained) wuindien 290,282
1 QI ‘g/ ~a { =) L 1 v
vmndamainiusesliziasen 1 U afansandanadudunu-asindszlomi (ICER per
. | | ' A £ A ' 9

QALY gained) Wundien 311,840 umdamaiaiuvasilguniz 1 U Ssagluinosivesanudy
A o & o | ) A v o 4 a4
Afuunzihlasasdnmrawnelan (3 whwesdnadsnyldderidetl)

lumsianzdenanalduinan (Sensitivity analysis) laglasudumasn Ty
Risedronate 35 mg (37101 740.3 VINARE% U/ Lﬁ(ﬂ)

" wWuqn ;jﬂ’;yﬁ@iﬂ%ﬁhﬂ@i”mm@aa@ma%% 121,669 LN ﬁﬂﬁﬁﬁunﬂumﬁﬂm
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AN 9 o Al . \ A A i A £
u1nnIf bailgen 66,089 U @il LY gained 31nnT1 0.426 T uazil QALY gained LR3I
0.397 T lafiasandanaiuduyu-a33nszlomd (ICER per QALY gained) wuindien 166,471

| A £ A A A \ v . A o @
vmdamainlinsastlgane 1 U sedlwnmsivasanuduariuusihlasasdnisawdiolan

' ' { [ . 4
(3 wihaasdnadune ladeniaatl)

mstiunsEnAsevasgihansilrindasagnauns

Ua91iuen Risedronate 1 wenuantinyBennanuisnd uazanndoyasiunnsuaznensn
VI,@Tﬁrmﬁmmmaa;jwamLLa:m%ﬁ'}Linlm AaslFAUAIHNIIUA T NITUNITOIRITUAL LAY
ngnany wudnlull 2553 dglen Risedronate V19 124,840 A% uuamﬁgmmaomiﬁqjﬂw
nauainanannawldin Risedronate duuuy azwuitluszaziaa 10 U vasmsinmazldnldine
lumsSnuviaau 18,392.2 §wuun uwdnnnaunudiseadylunnmy szwudluszezian 10
U wasmyinwazdenldanalunisinm 11,181.9 & wun danuiranldaefivsndalaand

¥ a g; o U LAl v v Ql J a v
‘le,mumUmmmyuumsl'ﬂﬁgmmmﬁomvlmwmu 83,510 A fAaduiazas 66.9

" FuAuTA1L Risedronate 35 mg TonM1367 Risofos® 1A 6.09 US dollar ¢ia 1l Tudasuwaniuasmu 30.39 uanea 1 US dollar

1N website http://www.buckadaypharmacy.com/Actonel/35/




A ' v Y v & X ) a = P ' @ Y A
A1319N 6.14 ml‘ﬁ%’lU@]’]umLLazﬂ’liLﬂnmEl’]‘lladﬁdﬂ’sﬂIiﬂﬂi:g}ﬂW;‘lﬂuisz’Jmﬂ’liiﬂ‘hﬂ 10 ¢ Lllim_lL‘YlEl‘iJiz*WJ’Nﬂ’]ﬂ“ﬁU’]@luLLUULLazEJ’]“ITE]

8Ty
MIMEN Paclitaxel AUy m3lden Paclitaxel Tasain o o Sranstgd
o . .. fldendsendaldnn L v,
n Fwaugie Iurdamns SN RINTF TS
dlfisvesgihoudas dldoesdioudas TETIRAYNaLNU ()
Ty fnldinsT T fnlgiss
1 124,840 18,200 2,272,066,777 10,905 1,361,383,945 910,682,832
2 16,991 2,121,110,676 10,285 1,283,988,137 837,122,539
3 15,691 1,958,805,313 9,544 1,191,499,054 767,306,260
4 15,183 1,895,489,237 9,237 1,153,155,464 742,333,773
5 14,692 1,834,099,475 8,939 1,115,965,315 718,134,160
83,510
6 14,247 1,778,651,670 8,693 1,085,255,308 693,396,363
7 13,777 1,719,939,885 8,415 1,050,518,371 669,421,514
8 13,303 1,660,768,864 8,127 1,014,576,926 646,191,938
9 12,844 1,603,401,222 7,848 979,703,471 623,697,751
10 12,399 1,547,831,760 7,577 945,909,734 601,922,026
Rty 18,392,164,880 Rty 11,181,955,724 7,210,209,156

71



73

LNA1ITO19D9

76U avInawut 313 anagaiios uazamz. mImeansaiansznululszdums

wenpaNNGuaIRIEnTlunIwdaundyanniidenaiuazmadrfiandrimd. eau

v A

mMy39e. Yaisanduiteulounuiasegianisnas, 2548.

U

Q A

J9RTs anathpdad, Sl 3einudl, iwnansal a1, &w gandnws, nu
TUNMm, gun3 3dma uaz ane. yadnsuilnamludszinalng w.a. 2543-
2544. TIHNHMNTINY. FNUUITLIZULINTIIUGY, 2547.

European Commission. Pharmaceutical Sector Inquiry Report, DG Competition Staff
Working Paper, 2009. Available from:
http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/communication en.pdf

[2010 October 4].

Commission on macroeconomics and health. Investing in health for economic

development. Geneva: World Health Organization; 2001.



UNN 6

L Y A =1 >
maﬁﬂuazmawmsmmm Laanmmmﬁu‘la

U a o
maas;ﬂmﬂmﬂw

74

TadunwuannuwItsluaailedlniRnin sz uunindsunmatlyaaes nafaandylywiny

v A A Aa A a a a 6 A [~3 v a e C% a Aaa
ﬂﬂi‘llﬂi‘]_lﬁ‘ﬂ‘ﬁﬂ@]iﬂuﬂ’]ﬂﬂaU%LL‘]JI;NT]ﬂﬂzLaU@]ﬁdﬂizﬂ‘lﬂ'ﬁLWUdLaﬂuﬂﬂ%adﬂi‘]ﬂ‘ﬂﬁ‘ﬂidﬁ‘ﬂﬁm&l (Patent

holder) tafazinmansimsdwnalulad waznadsznaunsdwdunadszlomlaiuau lagla

o { e a &/ o e L v e g; g:
ﬂ?ﬁdﬁdﬂ?it‘ﬁ%ﬂﬂ'l']Nnﬂﬂ?ﬂ’]ﬂﬁﬁ]ﬂLﬂ@]?l%luﬂiﬂﬂﬂﬂ’lﬂdww%’] LATAD WA WITINANY TINNIU T 11U

@ [ ' [ v Aa £ o @ @ f
Aenauludszinadinanedan dymilugduunideiuibfetun U ludsanamamiam wulu

Uszine anslanaul unda lasauids Bulds uazwawsnle

ludszndlng nmsasadvesuaniiaimsdsfugaunasnmdin ledszmealasmue,

\ Py a ° o L a o« a o ° @
lu"ﬁ’NL’Jm 11 U wuan U 2543 5\‘3 2553 I 2,188 a1 FIAAL U ULNLITLRE 20 VRIAIVDTY

a A v pfc.l'd' o v [} dc?; oA =] v Aa e A A a o
a‘ﬂﬁummmuwwwasummqumaﬂumanm 10 U % WUINNUINDIIBLAs 84.0 NUTaNa’NTHAN

= A a a A €A & o A A a ' . o=
WunsidaeuudasneazipearidsziwalNadianiaawIaniisunidn evergreening patent Tagwuinilu

ﬁaﬁaaw'ﬁﬂé‘ﬂﬁLﬂuﬁaﬁaaw%uuum%ﬂ"ﬁ f9sauay 34.5, gm@‘h%‘ﬁayaz 23.1, MIbuastatialen 2

SouRY 18.1, LLazmqmwau%’aﬂax 11.5 NAIAL

lunsdszifiunansznunaiasgenaaizasmemIBamiiynism 59 Nonsniyac
mydmiheludszinalnogs wudh deeiuaniuasniidnsme evergreen lumanisfamiiymg
& a | @ A A o o AV g A A
11 59 NumMInkilzszaynaaaamszariiny 1,659 U Weiunniufldunadoun &
A A A & A A o v A aAv Aao A o
szHzRARRINRNINAaMARNT R EaINAf e TUENTTaThilan e evergreen 23.7 T 6w
AnlFdaduenudn faesudnuiaIuuy evergreen sanalwiiminnuiaaaia adudll w.ea.
2539 - 2571 lasmindszanmnansznudednlfiadueluanvieifagiuniidrveiuaniiam
< . o va Y v 1 b 6 A A o v & a
\Ju evergreening azvinliaanldsaduenngsni luannrasiniafen Ssimualiidunsdl
lsiifia evergreening lugtsszasiianaiud U w.a. 2539-2571 ﬁmﬂugamazawﬂizmm 8,477.7
v a dl a J v A g; 18 1
UL lagmINRNTUUANITHANTENUNNAATULRIAAIUAT] W.¢1. 2539-2553 WuINUszine
g v v 1 > &
Tnagalamalunisdsendasudszanaldusifie 1,177.6 auun #Ianandntunits wnnsy
ningaunmadyaihuwmnimstasandesuaniiatatulnlanldinedesnunisiiae

aﬂ%ﬂ'mﬁvl,&iﬁi'uauq@ zananIndszvdaanldanoauenlang 8,500 a1uuin lagdszunn

A & v & . . @ o o A
lunsdanzdmeandunu-assndszlomi (Cost-utility analysis) zaamslgenlulsadranyn
felgioduengs 3 1sa Usznaudan linead liauzSaduy uazlsanszgnwgu wudilu

amumszﬁﬁﬁmﬂ“ﬁmﬁmmuLﬁan1§§ﬂﬂﬁiiﬂﬁandﬂaﬁuvlaiﬁmméjmhluﬁmﬁunu-



75

assnﬂs:‘[mﬁﬁaLﬂ‘%ﬂuLﬁﬂuﬁ'umm&ﬁmméjumﬁLLuzﬁﬂ@maoﬁmsamﬁ'ﬂaﬂ laganen
AWULULATIATLNG azhdvl,iﬁ@rmmﬂﬁmimLmuﬁwmmﬁfy‘luﬁﬂar;lnﬂs'mwummq”mhlums
15t Tenofovir lugiluiaad waznsldun Risedronate lugthunszgnwgu uazluiian 10 duas
mssnenluna 3 lsa wmf’m'ﬁmLmuméfuuuuﬁ’sﬂmmﬁ'muﬁﬂﬁ;jﬂ’;yLiTﬂﬁamLﬁ'u%uﬁ”amz
66.9 luditholsanszanwiu, Sauaz 21.7 lugiholiaead uaziouaz 9.3 lugihouznTudua
MNBIAL

nndeyadilinsimevasdyminszmsaamisinansznudwiiananiias
WUU evergreening %addwammmiaﬁﬂ"ﬁﬁhﬂéﬁumLLa:miLﬁﬁﬁammaagﬂaﬂ Faduanuiniu
I39euidasmanaImitlosiunansznuainaiie lWlwdssmdlnadsssunzenugumnem
@Tflummimqmé’mﬁaomﬂmﬂml%mﬁmm

L

a = o Gl
NI INLRDNNIINATW D
MIN@ITTUUMIaIgaumsianstasianuinduadrsdelunmsaansasliingunmsion
dl 1 1 1 g; a fd‘ Jl 1 Y A a v dl A v dl s v
nlifianalng ldfivuneunmalizdsgngsdu lWlwldTuansdes inadlaleamalienzesiiyidiun
watuld ldendndulinagnas iheszuonandsziugunmnanansndamennsuulilszmou
e laundu uazdasussnlIspLssNawved insldlanudundininiu lasaunsn
o a v A dl & Y e o a e J
ddumslanasnufeniiaiduanasnmstlasiunanseny (safeguard) Sniudsznalng ayuasd
4 M v - & ° 'V ] ad o
neLdani 1 aantdoudmUnINoNIFUUATAIIINNLANENTTNNMIAILANLUWHITI AT
WINALTWLADINY ANVISA 2a9um@auasui lv wiznriyaaansiay iNesessumsldnnufinas
snnawlumdensinmsvednitannasnmst naRantazduswmsuntywnosduadnegs
g9 lsiann Mg inmMInuNILEanionadasndyusinaauanUssmaNawILe? 11w NUNda
Masdszaua

a

H L g LR =Y a vV { 1 g: = a v Qo Qs té
n19Laani 2 LLﬁNL"ll WIS TUUARINDIUGNT LN "QMZﬂSi&Iﬂ’]‘iﬁﬂ‘ﬁU@]‘iLﬂE?(“Hﬂmsﬁ" R

0 v Al

anudsImyanzuas linalslaminudon iwinnRason asussdiivnaineiny

[
A o A

a Aa v e a & v 1 [~3 o a g
andiannssnmsd Sfaduwuwinunilywingsdvuin adrglsiany msdufiunmsaumataniy
1 { 1 v 1 1 A wa A b I3 v v { U L
guissdatanaimindendjidnmanalulad suindudadrsvesgaamnisundeniszasnd
A dq‘ ' ¥ K o ! Y v 6 v
ulounoazidadanadrfion awanahldgnisiasiasluasdnmisdnlan
= A % LA A v Lo = & a &l &
madani 3 utly wiznoiygasnitaslithrueneaznduavasiuaeunslziusingian
A o 04 A o a Aa o A ' e &) & a & J d' Y A a A
iailasiunitiudzednidash limanniudurunsdusngeaulasmalfswulasdatiodnd
luidssandes laslawizfdsfugninpinue duandunaifodenadhisenuazuinIsnmings
Pa9U3zne uazdazmMansunIWgaun T3 U MR NIINENTUAINRAN U L1DDIBIANT
awwalan WuuwinsRansanaluladfaunls laiuansions madeniluuwansusilywingstin

Wi dkTuIdnIINgamMEATINNTNTAegN ualiduuzihesnaeiTeI Yyt



76

u,a:Ltmmaﬁvlﬁgmququﬁmam%m’am&Lﬁamsl,ihﬁamﬁ’m%ﬁwaaﬂs:mmvlmml,azqwﬁmam%
' a v = [ o = o ' ' '
WWITNRA N TIN A= TTUUAT LG LR NLAUTDLLE? LA IBNTAEIUIINYDITNNANGATIANTTNEN
ﬁmmaLLﬁaluﬂﬂsﬁawsmﬂmaaaij"’}jmqmmwwa"m@ﬂ%ﬁ 1 ueaNaa a9 MY LA AU TENI U
A A ' o A o A A ae A4 o )
N19LAANN 4 13900NUTzNMANTUNIN ﬂaumaﬂryryﬂmg}uamimnaauawﬁumwmmmaaﬂu
a 6 d' a o a a o p.l'p.{ s = .;"
M3tardugneen 49lasinsiey ‘aﬂtﬁumm'ﬂmnmmﬂumuauqmluﬂszmﬂvlmmm:msm@
{ a J é Q 1 Q 1 Q a W
UTe U HANTENUNLA AW smL%‘Juimamiauua%mwﬂm:mﬁoamumﬁ]mwummimqmLLa:mu
[-% ‘a =Y = Jl Qs ~ U { U, 1 v
niwdaumadaygn niznynmdisd KawdsnnmasuienaiseediTsmyusdlawlaas
[ 1 dl [ 6 a n' U dl' A d' 1 d' (% > = % c§
AU Syunaansiaufiniisdszmalfila@aungemeuidiueiiouidywiluansuifoinu a9
A Y & 1 1 1 ai a £ wa A A w 1 A ai
falaiudunnaimaudladgrisidmnaunazimauily wiznrdygaandiatde ld lunadend
g [ v o “ A A v { o o A o o
4 ﬁﬁmmmmzaulummﬂﬂm‘,mLa‘ww:vxmmmuamumﬁﬁ@ﬂumimﬁﬁommmam%mmgmm
adluanizfl dauluszozon Sgmnaadsuanauldifia uily weznoiygaansdaslitnua
a & a ed & A A A = ' < oA '
UazidaIaITUAoUNIUTEANgNEITU ManaReni 3 wWatdumsun ladywiadreosdudald
wwINIMIALRRMT M suATiavaNzuiaansiani 4
1. TWWnsunswdsumatlygisimmuenanmsluniaagauf e TuRNSUasewnsT
[ € o o A A A Y g . =3 ¥ ~
A EWSUN1sPanad@nsn13l581lwn135nE (Used claim) 32809013 LE@151AH bib
msudaen 31 dudefieninlildTuanuduasasanuunan o@) uns wizoiyg@
ANTUAT NIt ln lenuAN I RAREVaIA M NITNNTENTUATN 1/2553
2. Wnsniwdaunsdgygrdszmeansunindaundyaniesiuglaasaseufivamany
NN FNTUA TN N U NI I N Ta w8 lan ﬁamﬁ'uﬁﬁ'mzuummsmqmLLa:
v { =) a W AI =) Q ‘a Y Jl v v Q =)
;dL%mmfyaﬂﬁummﬂsmwﬁmaamwmwsTaumaﬂryfy’]"L@wwmmul%Lmﬂumumad

Tny wwuwinenansanmaluladNauas laTUaNTIAY

wonwilonunasMIlasiwNanszny (safeguard) Tuns 4 matdentin eidatszlomidamsdse
uwazwasinaluladvastznalunndiu nauniwddumadygn deassdifiunsdiodyezuunu
GISTEVNCRRE T

1. ﬂi&ﬁ%ﬁﬁ%ﬁﬁ'ﬁgﬁﬁﬂﬂ@iamiﬁ'@umLLazﬁﬁ'ﬂﬂnao"meﬂﬁq@ fa mademdaldmmssruwiunauie
TayALIINYNTY (Bibliography) PaudazfwasUENTIasfinTuNSW gawnetan tasuliluudazin
sauﬁaﬁwa%’u%ﬂ%ﬁmﬁﬁm%qﬂi:mﬂ"lwﬂ(ﬂﬁmmzuu PCT a1

2. Wudpzuupudaysinsdasliiduliasdedld Sudanmsdudu sunsaldUslomdldaia uasd
anuLduilagtnatizue

3. szuumiﬂmmamu::maamsﬁ']Lﬁumﬂmlﬁiazﬁwa%’uaw%ﬂ'@]ﬂﬁgﬂﬁaa NUFIDBLHARALIAT UAT
4. ruumytsrmalasondveSuansUafide.an Qﬂﬁaammmmnaaﬂﬁ nwﬁy’oizumlﬁﬁaga
mydszmalawanluudazaslaasiug L'ﬁ'apﬂ*ﬁu%msmmmﬂ%’uﬂgﬁagalﬁﬁ'uaﬁ'mnﬂmmﬁmaa
mstzmealasanluudaznside



77

5. lWemdwiduszuua gy HNiudidsmgawziuinidarseinsunindaumadyngn uaz

£2Q

FETYINEUNNUAUENTINNTO MR SaauTNgarasauiniaslviianuianudilalu

1A

@J 20 IIINAUYAINGAT?



78

mManwIni 1: Audanmmadangsedsliiduniniszasglenanaseudndiasdiledeg

NI VBIDNSLAUAUT

Joint Resolution 118/2012, 546/2012 and 107/2012 (Ministry of Industry, Ministry of Health and
National Industrial Property Institute) - PATENTS AND UTILITY MODELS. Adoption of Guidelines for

Patentability Examination of Patent Applications Directed to Chemical and Pharmaceutical Inventions

Buenos Aires, 5/2/2012

Date of publication in the Argentine Official Gazette: May 8, 2012

HAVING REVIEWED File No. 253-78027/11 of the NATIONAL INDUSTRIAL PROPERTY INSTITUTE
Registry, a self-governing body within the former Ministry of Industry and Commerce of the Ministry of
Industry, and :

WHEREAS Law No. 24425 endorses the final negotiations of the Uruguay Round and the Marrakesh
Agreement - and its Annexes - establishing the WORLD TRADE ORGANIZATION.

WHEREAS the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) - Annex 1C -
establishes the requirements for patentability while granting member countries the power to determine the
novelty and inventive step standards to be met by inventions to be patentable under their respective national
laws.

WHEREAS in the case of pharmaceutical inventions, this power was ratified by the Declaration on the
Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) and Public Health, adopted by
the Ministerial Conference of the WORLD TRADE ORGANIZATION in the City of Doha, QATAR, in
November 2001.

WHEREAS on December 4, 2009, during the XXVII Meeting of Ministers held in the City of Montevideo,
Uruguay, the Ministers of Health of the Southern Common Market (MERCOSUR) remarked the importance of
establishing common objectives for public policies and the intellectual property system, particularly in the
development and application of patentability criteria in the region, particularly in view of the proliferation of
patents whose subject matter is not properly an invention or which is only a marginal development; and
whereas the Ministers agreed on that occasion to promote within the Southern Common Market
(MERCOSUR) the adoption of criteria to protect public health through patentability guidelines or guides.
WHEREAS, at multilateral level, the Global Strategy and Plan of Action on Public Health, Innovation and
Intellectual Property endorsed as part of the WORLD HEALTH ORGANIZATION (WHO), a member body of
the UNITED NATIONS (UN), proposes and establishes actions ratifying these aspects and which were
approved by all its members.

WHEREAS the ARGENTINE REPUBLIC is actively involved as a member of the WORLD HEALTH
ORGANIZATION (WHO).

WHEREAS the right to health is a corollary of the right to life protected implicitly in the unnamed guarantees
(Section 33 of the ARGENTINE CONSTITUTION).

WHEREAS Section 75, paragraph 22 of the Argentine Constitution grants constitutional status to several
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treaties relating to Human Rights which include, among others, the health protection concept

WHEREAS, Section 4 of Law No. 24481 (as restated by Decree No. 260/96), on Patents and Utility Models,
as amended, provides that any inventions, whether products or processes, are patentable provided they are
new, involve an inventive step and are susceptible of industrial application, and establishes as Application
Authority the NATIONAL INDUSTRIAL PROPERTY INSTITUTE, a self-governing body within the MINISTRY
OF INDUSTRY.

WHEREAS the National Patent Authority of the NATIONAL INDUSTRIAL PROPERTY INSTITUTE has
expressed its opinion regarding the technical aspects of this measure.

WHEREAS the SECRETARY OF HEALTH DETERMINANTS AND HEALTH RELATIONSHIPS of the
MINISTRY OF HEALTH has expressed its opinion regarding the adequacy of this measure to the objectives
of public health and access to medicines.

WHEREAS the competent Legal Services have reviewed these presents under the provisions of Section 7,
paragraph 7(d) of the National Administrative Procedures Act No. 19549.

WHEREAS these Guidelines are issued pursuant to the powers granted by the Law of Ministries
(consolidated by Decree 438/92) as amended and Law No. 24481 (as restated by Decree No. 260/96).
NOW, Therefore, THE MINISTER OF INDUSTRY, THE MINISTER OF HEALTH AND THE PRESIDENT OF
THE NATIONAL INDUSTRIAL PROPERTY INSTITUTE

HAVE DECIDED:

Section 1 - To issue the "GUIDELINES FOR PATENTABILITY EXAMINATION OF PATENT APPLICATIONS
RELATING TO CHEMICAL AND PHARMACEUTICAL INVENTIONS", which are set forth in an Annex
containing TEN (10) pages which is an integral part hereof .

Section 2 - This resolution shall take effect as from the day following its publication in the Argentine Official
Gazette and shall also apply to pending applications.

Section 3 - Let it be known, published, and sent to the National Official Registry Office archives.

Signed by: - Debora A. Giorgi. - Juan L. Manzur. - Mario R. Aramburu.

ANNEX

GUIDELINES FOR PATENTABILITY EXAMINATION OF PATENT APPLICATIONS RELATING TO
CHEMICAL AND PHARMACEUTICAL INVENTIONS

These Guidelines provide instructions for the patentability examination of patent applications relating to
chemical and pharmaceutical inventions.

The application of these Guidelines to patent applications is the responsibility of the National Patent Authority
(in Spanish, AdministraciAfAn Nacional de Patentes, ANP). They are addressed primarily to the staff of the
ANP, but they are also expected to be of assistance to the parties involved in the prosecution and practices
related to patent applications.

These Guidelines are intended to cover usual cases. Therefore, they must be considered as general

instructions; any exception should be duly justified.
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1) Considerations about molecular structures

(i) Polymorphs.

Polymorphism is an inherent property of the solid-state of drugs used in the pharmaceutical industry (active
ingredients and excipients). That is, it is not a man-made invention but a property of each substance. When
referring to the phenomenon of polymorphism in a solid compound we are talking about the existence of
different crystalline forms of the same substance.

A substance may be present in more than one crystalline form, depending on environmental conditions
(pressure, temperature, concentration, etc), which determine each crystal form.

Solid compounds have a crystalline external appearance and an internal crystalline lattice, which is the one
we are interested in, but which is not visible to us, and can only be appreciated using specific physical tests.
In other words, a substance in the solid-state may exist as an amorphous solid and/or in different crystal
forms corresponding to different arrangements of molecules in their internal structure, according to the
physical conditions existing during their formation. These arrangements are specific of each polymorphic form
and independent of any human intervention. An example of this independence is the occurrence of a new
crystalline form in the capsules of a drug during storage without any human intervention.

Such differences in the arrangement of atoms and/or molecules of the same substance in the crystal unit cell,
may result in modifications of some physicochemical properties of pharmaceutical significance (such as
melting point, solubility, dissolution profile, bioavailability), not to mention that the substance will naturally tend
to its most stable form even without any human intervention.

This evolution over time may occur or not, depending on the substance in question.

1. As polymorph claims are based on the mere identification and/or characterization of a new
crystalline form of a substance already known in the art, they are not patentable, even if they have
pharmacokinetic or stability differences with known solid forms (amorphous and/or crystalline forms)
of the same substance.

2. Processes for obtaining polymorphs are a routine experimentation in the preparation of drugs. They
are not patentable because it is obvious to try to obtain the most suitable pharmaceutically

polymorph using conventional methods.

(i) Pseudopolymorphs (hydrates and solvates).

Pseudopolymorphs are considered by the International Conference on Harmonization (ICH) within the
"polymorphs" category. This type of compound is formed by the incorporation of solvent molecules into the
crystal structure of chemicals.

Pseudopolymorphs are also referred to as "solvates", and in the specific case in which the solvent is water,
they are referred to as "hydrates". Solvated crystals exhibit a wide range of behaviors and in many cases
solvent molecules are an integral part of the crystal structure.

The ability to incorporate solvent molecules into the crystal structure of a chemical substance is an intrinsic
property of that substance. For this reason it is not possible to "design" in advance the solvate to be obtained

when a substance is exposed to solvation conditions (such as temperature, pressure, concentration) and
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different types of solvents.

Although hydrates and solvates have a different chemical composition from the known active ingredients,
hydrates are formed by exposing a chemical compound to certain hydration conditions, and solvates result
from application of specific conditions. Consequently, they cannot be patented independently from their active
ingredient.

Consequently, processes to obtain pseudopolymorphs are a routine experimentation in the preparation of
drugs and they are not patentable.

(iii) Enantiomers.

Chiral molecules can have one or more chiral centers. When they have a single chiral or asymmetry center
there may be two different forms related to each other as non-superimposable mirror images, referred to as
enantiomers.

Enantiomeric compounds (or optical isomers) are stereoisomers whose mirror image is not superimposable
and that due to the spatial arrangement of their atoms on the chiral center rotate the plane of the polarized
light in opposite directions.

When the molecules have more than one chiral center, the spatial arrangement obtained will show
enantiomers as well as diastereomers, which are collectively called stereoisomers.

When disclosing the molecular structure of a racemic compound (having both enantiomers in a 1:1 ratio) the
novelty of the enantiomeric compounds forming it is also lost, since, being the molecular formula previously
known (whether or not it is written in a three-dimensional form) the existence of enantiomers and
diastereomers is necessarily revealed to a person skilled in the art. Therefore, they are not patentable even if
the application describes different properties.

However, the processes for the preparation of individual enantiomers may be patentable, provided they are
new, involve an inventive step, and are clearly described and the result obtained therefrom are well

characterized by means of spectroscopic data.

2) Considerations about generic structures

(iv) Markush-type formula.

These are generic chemical structures, which can have multiple chemical substituents attached to a central
core, covering a variety of compounds with properties that, despite not having been tested for all claimed
compounds, can be inferred for the whole group.

The Markush formula is often used for claiming a large number of compounds without the need of describing
them individually.

In the case of compounds described by Markush formulas, the disclosure of the basic structure, including all
the possibilities of radical substitution, is equivalent to disclosing each of the compounds resulting from these

substitutions.

1. The disclosure of a group of chemical compounds, even generically, is considered as a disclosure of
all the components of that group, which in this way become part of the state of the art.
2. Compounds represented by a Markush formula shall be admissible only if unity of invention is

demonstrated, if they comply with the requirements for patentability (novelty, inventive step and
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industrial application) and if the specification sufficiently describes how to obtain each of the
compounds claimed under the Markush formula. Where an invention involves multiple compounds
claimed under a Markush-type formula, a reasonably logical and proportional relationship between
the scope of the claims and the related matter disclosed in the description shall be required. The
description should include experimental procedures which, taking into account combinations of
different substituents or reasonably acceptable equivalents thereof, are representative of the entire
scope of the claimed matter. If the working examples are not sufficiently representative of the
claimed scope of the invention, and therefore the claims lack sufficient support in the description, the
applicant should be required to limit it.

For an adequate description of the compounds included in the claimed Markush formula, the
embodiments of the invention described in the working examples should be representative of all the
compounds to be protected.

In all cases, these embodiments shall be perfectly exemplified by providing all the data
characterizing the compound obtained by physicochemical characterization techniques (such as
melting point, boiling point, -IR- infrared spectrum, proton nuclear magnetic resonance -1HNMR- and
carbon 13-13CRMN-), indicating whether polymorphic compounds have been detected.

Thus, the protection of Markush formulas should be limited to the matter supported by the
description, that can be effectively reproduced by a person skilled in the art and whose industrial

application comes up unambiguously from the description.

(v) Selection Patent Applications.

Selection patent applications are those where a single element or small group of elements is selected from a

larger group, and they are claimed independently, based on a characteristic or characteristics not previously

attributed to the larger group.

Selections can be made from products (chemical compounds, their salts, isomers, esters, compositions, etc)

and/or processes (obtention of compounds or pharmaceutical compositions and others).

1.

The disclosure of a group of chemical compounds (Markush formula) or groups of pharmaceutical
compostions, even generically, discloses all the components of that group, which in this way become
part of the state of the art.

There is no novelty in the selection of one or more elements already disclosed by the prior art, even
though they may have different or improved properties, not previously demonstrated.

The discovery of a different or improved characteristic or property for a particular element or group
of elements already known in the prior art does not mean that the product or process is novel.
Pharmaceutical compositions, their methods of preparation and medicaments containing them are
not patentable if they are specifically related to an element or elements selected from a larger group

of elements, since the product or process are not considered new.

3) Consideration of chemically related elements

(vi) Salts, esters and other derivatives of known substances.
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New salts of known active ingredients, esters of known alcohols, and other derivatives of known substances
(such as amides and complexes) are deemed to be the same known substance and are not patentable.

(vii) Active metabolites.

In some cases, pharmaceutical compounds generate, when administered to a patient, an active metabolite,
which is the product of the metabolism of the compound in the organism.

Metabolites are products derived from the active ingredients used. They cannot be considered to have been
"created" or "invented".

Metabolites are not patentable independently from the active ingredient from which they derived, even though
they may have safety and efficacy profiles differing from those of the parent molecule.

(viii) Prodrugs.

There are inactive compounds referred to as prodrugs, which when hydrolyzed or metabolized in an
organism, can give rise to a therapeutically active ingredient.

In some cases, patent claims protect a drug and the prodrug(s) thereof.

A prodrug may produce benefits if it can be administered more easily than an active compound. Patents on
prodrugs, if granted, should exclude from the claim the active ingredient as such, if the latter has already
been disclosed or if it is not patentable.

As any subject matter claimed in a patent, a prodrug must be sufficiently supported by the information
provided in the specification. It must comply with the requirements of novelty, inventive step and industrial
application and include a description of the best method of obtaining it with an adequate characterization of
the product obtained.

In addition, the application should contain evidence that the prodrug is inactive or less active than the
claimed compound, that the generation of the active compound (in the organism) ensures an effective level

thereof, while minimizing the direct metabolism of the prodrug.

4) Consideration of pharmacotechnical characteristics

(ix) Formulations and Compositions.

Composition or formulation claims refer to the use of active ingredients and excipients or carriers
pharmaceutically suitable such as diluents, binders, disintegrants, lubricants, coloring and flavoring agents.
In some cases, a claimed formulation is associated with certain effects, such as controlled release of a drug
at a given site in the body. To achieve this is part of the usual skill of a person specialized in the formulation
of pharmaceutical products, who can select from existing manuals the suitable excipient to achieve the
desired effect.

Formulation techniques and the components which can be used to develop pharmaceutical products in their
various forms are well known elements to a person skilled in the art.

For example, the use of stabilizing agents in particular is not an inventive step (as pH buffers) nor the use of
certain components to modify the bioavailability of a drug (a term which indicates the measurement of the
actual speed and the total quantity of drug reaching the general circulation from an administered
pharmaceutical form), as is widely known that the pharmaceutical form used can affect bioavailability.

New forms and compositions as well as the processes for their preparation as a general rule should be
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considered obvious in view of the prior art.

The same rule applies in relation to compositions or forms related to polymorphs.

Likewise, claims related to pharmacokinetic parameters (such as Tmax, Cmax, plasma concentration),
micronization of a known product or distribution by particle sizes should not be considered patentable.

As an exception, formulation claims may be acceptable when they solve in a non obvious way a longstanding
problem. In this case the description should include a description of the tests conducted and the results
obtained.

(x) Combinations.

Combination Claims of previously known active ingredients, in some cases specify the specific compounds
they include and the amounts they cover, while others only refer to a class of therapeutic compounds, such
as antacids and anti-viral agents, without specifying which compounds are included.

Most combinations have already been tested in medical practice by administering the components
independently. Claims on combinations of previously known active ingredients in practical terms are
equivalent to claims on medical treatments whose patentability is excluded.

(xi) Dosage/Dose.

Some patent applications are directed to inventions consisting of dosages of an existing product, such as
once a day pediatric dosages or dosage forms. While at times they are filed as product claims, they are
equivalent to claims on medical treatment methods, since dosage is not a product or process, but a dose of
the product with which the therapeutic action is obtained for that use. Therefore, they are not patentable.

(xii) Second Medical Indication (New medical uses).

Use Claims, including a second medical indication (or other medical uses) of known compounds are not
admissible. Often, applications are limited to describing pharmacological activity trials in order to confirm the
discovery of further use possibilities. Patent applications for second medical indications (or other medical
uses) are equivalent to therapeutic treatment methods and have no industrial application.

This rule applies even if the claim is drafted under a "Swiss formula", that is, "use of x for the manufacture of

a medicament for the treatment of "y", or its variants.

(xiii) Analogous Processes.

Patentability of products and processes should be evaluated according to the properties and characteristics
of such products or processes, considered separately.

Synthetic or manufacturing processes which are not new and inventive by themselves, should be considered
non-patentable as such, even if their starting or intermediate materials or their final product are new and

inventive. An example of this is the new salification of a known product.

5) Other considerations

(xiv) Sufficiency and scope of the description.

For the purposes of any type of evaluation, any exemplary embodiments added to aid a better understanding
of the claimed invention, as well as any data and/or information filed by request of the examiner, will be
taken into account, as long as such information does not extend the scope originally disclosed in accordance

with the provisions of Section 19 of Annex Il of Decree No. 260 issued on March 20, 1996.
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In order to be patentable, manufacturing methods must allow to obtain an industrial result, therefore,
manufacturing processes of active ingredients and other pharmaceutical components described in the
specification must be reproducible and applicable on an industrial-scale without additional experimentation
and/or substantial changes in the described physical and chemical parameters and their characterization.
Extrapolation of these Guidelines to pharmaceutical and biotechnological inventions should be analyzed in

each particular case.
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9901002573 13/07/2542 “
13/7/2562 on process ann
0001003546 15/9/2543 15/9/2563 on process Twninia 103
36 | metformin 13 g 17/01/2554 0001004167 30/10/2543 30/10/2563 on process U3snen -luwess anduy auysd
15/11/2543 - A a o
0001004399 15/11/2563 on process aiivlaal duwy N.uoa.5.
10/01/2544 o ¢ e ee
0101000092 10/1/2564 on process USanea-luwasa aniuy andsdl
08/03/2544 o ¢ e ee
0101000889 8/3/2564 on process USanea-luwasa aniuy andsdl
10/03/2546 o a
0301000829 10/3/2566 on process Tunsha 183
0601000127 13/1/2549 13/1/2569 on process Tuni$na 103
0601001746 17/04/2549 A
17/4/2569 15.3 on process Inlaz vhiunghaen
18/10/2542 PR e
9901003888 18/10/2562 patented WwLgas andainalTaamng
0001002630 14/7/2543 14/7/2563 on process e’ Laatuas Ll
37 Moxifloxacin 4 us 08/12/2554
9301001549 30/8/2536 30/8/2556 7.9 patented LULeas anGAILNALTARTING
9601004100 21/11/2539 21/11/2559 patented Wiwed snAdnaLTasTWG
10/11/2541 o ar o
9801004341 10/11/2561 on process LBFATY BAGIUAN
38 mometasone 2 n
09/09/2542 P
9901003368 9/9/2562 20.8 on process 17839 AoTUoLITH
] 0201003797 14/10/2545 .
39 Mycophenolate mofetil 1 n 14/10/2565 20.0 on process Tunsia
40 montelokast 1 us 03/02/2555 0501006003 19/12/2548 19/12/2568 13.9 on process o, sandunuii-anlsy 103
9101001052 19/7/2534 19/7/2554 on process 8w tRenfmoasiens
4 Nifedipine 4 n
9301000042 12/1/2536 12/1/2556 abandoned aBaan Wrsnghnaad waafid
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9501002172 31/8/2538 31/8/2558 on process LBEAT BAA IUAN
9601003841 8/11/2539 8/11/2559 25.3 on process wigad SndanaTadmne
0201002666 18/7/2545 18/7/2565 on process 3l 508 woud Auusdl
42 | Olanzapine us 23/04/2554 9601000880 22/3/2539 22/3/2559 patented 3l 8aag uoud Ausdl
9601000882 22/3/2539 22/3/2559 26.3 patented 3la 5aad woud auusil
9801001936 26/05/2541
26/5/2561 on process LLag@ILTLUNI
28/05/2541 -
9801001964 28/5/2561 on process Lag@ILmLHNI Lol
9801002406 25/07/2541 o a7 e
25/7/2561 on process LaFATIBAALUAN
43 omeprazole n 0001001924 27/6/2542 27/6/2562 on process wagaTILnwM Lafl
0001002325 27/6/2543 27/6/2563 on process a luil-Fuiseanly
0601005912 28/11/2549 28/11/2569 on process wagaoum tad
9301000664 22/4/2536 22/4/2556 33.6 patented dadluaiia wasa
06/01/2540 e ar o
9701000031 6/1/2560 on process LBAATY BAGIUAN
doanaian aeudsnisiive: Whuse
44 Pantoprazole n e oa
0101004475 2/11/2544 2/11/2564 24.8 on process AdVULAT
Tan
0401003833 30/9/2547 on process
21/09/2541 Al o | a
9801003683 21/9/2561 on process 3la 8ad woud ausit
9301001701 23/9/2536 23/9/2556 abandoned 3ln 508 woud Aulsil
45 pemetrexed n
0001003126 18/8/2543 18/8/2563 abandoned 2la 8ad woud Auwlzdl
0101000593 21/2/2544 21/2/2564 27.4 on process 310 508 woud Aulsil
46 Pioglitazone us 17/01/2554 9901002305 25/6/2542 25/6/2562 20.0 abandoned Miaaz LAfinaa DUGRAIH, Laania.
47 pravastatin n 0301004629 9/12/2546 9/12/2566 20.0 on process USseea-luess  sedud audsd
. 22/02/2544 ¢ cs e e
48 pramipexole us 08/10/2553 0101000615 22/2/2564 20.0 on process WITUNDY Laua awdann anlsih
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0101004749 21/11/2544 21/11/2564 on process Iliraslusansd B4,
0101004767 22/11/2544 22/11/2564 on process Tnlimes lusdnd Bed
49 Pregabalin 5 n 0201001901 24/5/2545 24/5/2565 on process de5mas-uauidsa auddl
Lyhiinlundsd. 2. 1and Whiing@nead
0601000260 23/1/2549 23/1/2569 on process Laafia.
0601005287 26/10/2549 26/10/2569 24.9 on process Tnimes lusend 896
29/05/2540 29/05/2560 an
9701002069 on process LN AALGA
50 quetiapine 3 us 26/09/2554 301004786 1711212546 1711212566 on process 939 aoflaltu
0601000019 5/1/2549 5/1/2569 28.6 on process uagaTILTLum Ladl
0101004821 o
27/11/2544 27/11/2564 on process Tunsha 183
51 ramipril 2 n
0301001741 12/5/2546 12/5/2566 21.5 on process Tunsha 183
0001001740 18/05/2543 18/05/2563 abandoned Tunsha 183
0101004794 23/11/2544 23/11/2564 e m
on process Tun$iw 103
0301001701 7/5/2546 71512566 on process ol savuaust anles
52 Risedronate 6 n
0401003537 13/9/2547 13/9/2567 24.3 on process TuSia 163
9501001751 20/7/2538 20/7/2558 on process la aaﬁl waue autlzdl
0201004756 29/12/2545 29/12/2465 on process 1naz wiaalaas waud unuids Andsdl
9801002258 17/6/2541 17/6/2561 on process aizlaay durn W.uon. 5.
9801002257 17/6/2541 17/6/2561 patented aiivlaal Duwry N.uoa.5.
16/07/2541 16/7/2561 R cn e
9801002710 on process aiivlaal Duwy N.uoa. 5.
53 Rosiglitazone 10 us 17/09/2554
14/12/2541 14/12/2561 - a4 4
9801004801 on process aiivlaal duwy N.uoa.5.
14/12/2541 14/12/2561 - ca a4
9801004802 on process am"l,ﬂau VTN W.LLOR.D.
0001001313 19/4/2543 19/4/2563 patented aiirlaal duwry WL 5.




98

19/04/2543 19/04/2563 - ca a4
0001001314 on process aiirlaal Duwa N.uos. 5.
0601000493 6/2/2549 6/2/2569 on process toadl Whiuld wesla 1A Bad.
0601000494 6/2/2549 6/2/2569 on process toadl Whiuld wesla 1A Bad.
0601004658 21/9/2549 21/9/2569 27.8 on process toadl Whiuld wesla 1A Bad.
o 0001003656 25/09/2543 25/09/2563 .
54 rivastigmin 1 us 14/08/1990 20.0 patented Tunina
us 27/10/2552 0001002325 27/6/2543 27/6/2563 on process uaanaans Wisun 9.
55 Tamsulosin 2
0301000218 23/1/2546 23/1/2566 22.6 on process punlwid whinngiaes In., ueafia.
0001000136 18/1/2543 18/1/2563 patented Wwansanasawnalad Whsun a3
0201004046 30/10/2545 30/10/2565 - e e
on process L‘]Jﬂ’ﬂidmaiaumﬂvl,ﬁ&l WU 1A
. 0301003565 . - “
56 Telmisartan 5 us 17/01/2014 22/9/2546 22/9/2566 on process Wwansanasawnalad Whsun a3
0401000458 - e e
12/2/2547 12/2/2567 on process mamamasaumavlau AW3NN 1A
0501005181 o e e
4/11/2548 4/11/2568 25.8 on process mamamasaumavlau AW3NN 1A
0501003173 8/7/2548 8/7/2568 on process 350 lodsda,
57 tenofovir 2 us 25/07/2017
0601002699 8/06/2549 8/06/2569 n c ¢ e
20.9 on process AaRea bovdud, 86
0001002325 27/6/2543 27/6/2563 on process anludl Fuwsoanly
. 25/6/2567 4 ¢ aa
58 | Theophyline 3 N 0401002397 25/6/2547 283 on process Tafinz whfung@aea Iny, uaaiid
26/2/2559 e
9601000584 26/2/2539 on process FNULNR EJ‘H;L’JE]S‘W] 20N LADT ADNNDWLIN
0101004408 e ea ¢ e
30/10/2544 30/10/2564 on process warsanes dwnatad whsin
0101004409 e ea ¢ e
30/10/2544 30/10/2564 on process warsanes dwnatad whsin
0201002292 21/06/2545 21/06/2565 - en .
on process UanINLnay auma"l,au wW3un
59 Tiotropium bromide 10 n
0301000684 28/2/2546 28/2/2566 on process Hiof Wringhd e i, Lo,
0301001312 08/04/2546 08/04/2566 - e .
on process UanNnay auma"l,au wW3an
0301001354 10/4/2546 10/4/2566 on process Wwawsunas dunalasl Wsun
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0301004490 27/11/2546 27/11/2566 o ea o e
on process LUarnINLtnay auma"l,au wWsan
0401004320 02/11/2547 02/11/2567 e ea I
on process LUaRrIILNay auma"l,au Wsan
0401004322 02/11/2547 02/11/2567 e ea I
on process LUaRrIdLtnay auma"l,au wWsan
0701000003 3/1/2550 3/1/2570 25.2 on process warsaunas duinalasd whsin
9701002356 16/06/2540 16/06/2560 -
patented T 103
0101002750 S
60 | Valsartan us 21/03/2555 11/7/2544 11/7/2564 on process Tun$ia 103
0601003150 04/07/2549 04/07/2569 -
29.1 on process Twninia 103
9801004257 04/11/2541 04/11/2561 e T
on process awsnu law lUsand aasvatsdu
0201000435
11/2/2545 11/2/2565 on process Taan
0301004948 o . M.
25/12/2546 25/12/2566 on process lafinz ¥hiang@aeas In., uaafid.
0601003299
13/7/2549 13/7/2569 on process Tan
61 Venlafaxine us 13/12/2550
0601004217
1/9/2549 1/9/2569 on process Tan
0601004218
1/9/2549 1/9/2569 on process Tan
9401002315 271412537 27/4/2557 on process 3l 508 woud Auusdl
9401002524 21/11/2537 21/11/2557 32.4 patented 3l 508 woud Auusdl
Inodnsias
62 voriconazole 12007 BUA
03/01/2554 9101000016 4/1/2534 4/1/2554 patented Inimas Bad.
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Name Value Parameter description Distribution | Probabilistic | Mean SE alpha | beta | Reference
cDC 3.0% | Discounting rate for costs
cDO 3.0% | Discounting rate for outcomes
Parametric form of survival analysis of patient started with Nevirapine, fitting the model using weibull distribution
cons -5.053 | Constant in survival analysis for baseline hazard LogNormal -7 -5.0534 1.1441 Maleewong U, Kulsomboon V,
Ccd4base -0.019 | CD4base coefficient in survival analysis for baseline hazard LogNormal -0.019 -0.0190 0.0061 and Teerawatthananont Y. The
regTo -1.231 | age coefficient in survival analysis for baseline hazard LogNormal -0.47 -1.23 0.56 cost-effectiveness analysis of
. . initiating HIV/AIDS treatment
LambdaR1 0.000 | Lambda parameter survival analysis of Reg1
with efavirenz-based regimens
LambdaR2 0.000 | Lambda parameter survival analysis of Reg2 ) o
compared with nevirapine-
LambdaR3 0.000 | Lambda parameter survival analysis of Reg3 based regimens in Thailand. J
Med Assoc Thai 2008; 91
Gamma 0.680 | Ancilliary parameter in Weibull distribution LogNormal 0 -0.3856 0.2024 suppl 2: S 126-38.
Resource cost parameter
TDF_c 26484.000 | Annual cost of TDF combinations Gamma 27,352.12 26484.0000 | 1500.0000 | 311.7 | 85 SuwIelassnan m ﬂﬁ]?gﬂ'%
d4T_c 8736.000 | Annual cost of d4T combinations Gamma 9,172.46 8736.0000 500.0000 | 305.3 | 29 fwimlasTan ﬂmﬂﬁ’u
Pl_c 30252.000 | Annual cost of Pl combinations Gamma 30,941.32 30252.0000 | 2000.0000 | 228.8 | 132 | éurmwlaysnen o ﬂmﬂﬁ’u
lac_c 11839.000 | cost of lactic acidosis treating per case Gamma 10,846.42 11839.0000 | 600.0000 | 389.3 | 30 | WITUN FINIAR. ABYIHAN
Sy lifedseaada
per_c 521.000 | cost of peripheral neuropathy treating per case Gamma 481.20 521.0000 50.0000 | 108.6 | 5 Waannsldeuas
ren_c 15000.000 | cost of renal toxic treating per case Gamma 15000.0000 | 1000.0000 | 225.0 Usensuarasmssnmein
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13,638.01 67 | sauhiaanladosieande

Inladoiuan lugdeiralas

lab_c 1512.621 | Annual cost of lab testing Gamma 1,474.07 1512.6211 100.0000 | 228.8 | 7 vLa%%%aQ’ﬂmLaﬂﬁﬁm%’ﬂm

mejﬂmuaﬂ 139WenLa
a & o u o 1

“ATRIA anTanTeslnd.

ANINANUTLARTANRATUNA

e, 2552.
LabADR_c 6247.783 | cost of lab testing per ADR case Gamma 6,163.04 6247.7826 500.0000 | 156.1 | 40

Probability of complications and adverse reaction in each regimen

Desakorn V, Karmacharya

Lac d 0.074 | Prob of Lactic acidosis in d4T group Beta 0.050 0.0737 0.0267 7| 88 BM, Thanachartwet V, et al.
Effectiveness of fixed-dose

Lipo_d 0.355 | Prob of Lipodytrophy in d4T group Beta 0.278 0.3553 0.0387 54 | 98 combination stavudine,
lamivudine and nevirapine
(GPO-VIR) for treatment of
Naive HIV patients in
Thailand: a 3-year follow-up.
Southeast Asian J Trop Med
Public Health, 2011: 14(6);
1414-22.

Peri_d 0.118 | Prob of peripheral neuropathy in d4T group Beta 0.150 0.1181 0.0268 17 | 127

Renal_T 0.100 | Pro of renal toxic in TDF group Beta 0.108 0.1000 0.0299 10 | 90 Rosen S, et al. (2008)

Utility

AIDS_u 0.98 | Utility of AIDS w/o ADR 0.98 0.05

Lac_u 0.5 | Utility of lactic acidosis (3m) 0.5 0.05 Rosen R, Long L, Fox M,
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and Sanne |. Cost and cost-
effectiveness of switching
from stavudine to tenofovir
in first-line antiretroviral
regimens in South Africa.
Epidemiology and Social
Science, 2008: 48(3); 334-
44.

per_u 0.74 | Utility of peripheral neuropathy (6m) 0.74 0.05
lipo_u 0.8 | Utility of lipoatrophy (1.5m) 0.8 0.05
renal_u 0.5 | Utility of renal toxicity (1.5m) 0.5 0.05
U_d4T 0.949
U_TDF 0.974

U_PI

0.98
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Name Value Parameter description Distribution | Probabilistic Mean SE alpha beta Reference

cDC 3.0% | Discounting rate for costs

cDO 3.0% | Discounting rate for outcomes

CPI_2006 99.0

CPI_2012 107.8

Transitional probabilities
Henderson IC, Berry DA, Demetri GD,
Cirrincione CT, Goldstein LJ, Martino S, et al.
Improved outcomes from adding sequential
paclitaxel but not from escalating doxorubicin
dose in an adjuvant chemotherapy regimen
for patients with nodepositive primary breast

Rel_die 0.22 | Prob of death in relapse patient Beta 0.228 0.2200 0.0412 22.0 78 | cancer. J Clin Oncol 2003: 21; 976-83.

Cost parameter

Ad_nPL 8452.00 | Cost of Adjuvant therapy without Paclitaxel gamma 8,110.57 8,452.00 500.00 285.75 2958 | dwinlasldnen m ﬂ%qﬁu

Ad_wPL 116308.00 | Cost of Adjuvant therapy with Paclitaxel gamma 113,056.55 116,308.00 6,000.00 375.77 309.52 | dwamlaslimen m gl

Cost of recurrence therapy without
Re_nPL 468540.00 | Paclitaxel gamma 434,396.03 468,540.00 30,000.00 243.92 1,920.86 | snwrmlasldsen m ﬂaqﬁu
Cost of recurrence therapy without

Re_wPL 630324.00 | Paclitaxel gamma 569,468.78 630,324.00 40,000.00 248.32 2,538.38 | dwimlasldTan wm a9tin

Op_wPL 277531.00 | Operating cost with Paclitaxel ARM gamma 248,609.99 277,531.00 15,000.00 342.33 g10.72 | Limwattananon S, Limwattananon J,
Maoleekulpairoj S, and Soparatanapaisal N.

Op_nPL 52595.00 | Operating cost with no Paclitaxel ARM gamma 51,705.81 52,595.00 5,000.00 110.65 475.33 Cost-Effectiveness Analysis of Sequential

Phy_c 2500.00 | Annual Physical examination cost gamma 2,361.91 2,500.00 200.00 156.25 16.00 | Paclitaxel Adjuvant Chemotherapy for Patients
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with Node Positive Primary Breast Cancer. J

Med Assoc Thai 2006; 89 (5): 690-8.

Utility parameters

U_noPL

Utility of well state without PL

Beta

0.82

0.82

0.02

304.10

67.89

U_wPL

0.79

Utility of well state with PL

Beta

0.75

0.79

0.02

330.44

90.50

Lee JH, Glick HA, Hayman JA, Solin LJ.
Decision analytic model and cost-
effectiveness evaluation of postmastectomy
radiation therapy in high-risk premenopausal
breast cancer patients. J Clin Oncol 2002; 20:

2713-25.

U_local

0.63

Utility of relapse state

Beta

0.62

0.63

0.05

57.97

34.78

Limwattananon S, Limwattananon J,
Maoleekulpairoj S, and Soparatanapaisal N.
Cost-Effectiveness Analysis of Sequential
Paclitaxel Adjuvant Chemotherapy for Patients
with Node Positive Primary Breast Cancer. J

Med Assoc Thai 2006; 89 (5): 690-8.
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Name Value Parameter description Distribution Probabilistic | Mean SE alpha beta References
Thai Health Technology Assessment Guideline
cDC 3% | Discounting rate for costs Working Group.
Thai Health Technology Assessment Guideline
cDO 3% | Discounting rate for outcomes Working Group.
CPI12003 94.90 | Consumer price index of Thailand in year 2003 Bureau of Trade and Economic Indices.
CPI2006 99.00 | Consumer price index of Thailand in year 2006 Bureau of Trade and Economic Indices.
CPI12007 100.00 | Consumer price index of Thailand in year 2007 Bureau of Trade and Economic Indices.
CPI2009 104.50 | Consumer price index of Thailand in year 2009 Bureau of Trade and Economic Indices.
CPI2012_2 107.76 | Consumer price index of Thailand in year 2012 Bureau of Trade and Economic Indices.
Epidemiology data
Transitional probabilities (Tp)
Tp of osteoporosis patient with previous vertebral
fracture developed the 2nd vertebral fracture in the
pPVFto2VF 0.0290 | following year beta 0.0308 | 0.0290 0.0057 25 837
Tp of osteoporosis patient with previous hip fracture
pPHFto2HF 0.0136 | developed the 2nd hip fracture in the following year beta 0.0163 | 0.0136 0.0051 7 508
Tp of osteoporosis patient with current vertebral
pVFtoHF 0.0124 | fracture developed hip fracture in the following year beta 0.0159 | 0.0124 0.0037 1 877
Tp of osteoporosis patient with current hip fracture . o
) ) van Helden S, et al. Risk of new clinical
pHFtoVF 0.0362 | developed vertebral fracture in the following year beta 0.0335 | 0.0362 0.0081 19 506
Tp of osteoporosis patient with previous vertebral fractures within 2 years following a
pPVFtoHF 0.0068 | fracture developed hip fracture in the following year beta 0.0040 | 0.0068 0.0028 6 871 fracture. Osteoporos Int. 2006;17(3):348-
54.
Tp of osteoporosis patient with previous hip fracture
pPHFtoVF 0.0178 | developed vertebral fracture in the following year beta 0.0125 | 0.0178 0.0059 9 497
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Tp of osteoporosis patient with current vertebral

fracture developed the 2nd vertebral fracture in the

pVFtoVF 0.0293 | following year beta 0.0232 | 0.0293 0.0057 26 862
Tp of osteoporosis patient with current hip fracture
pHFtoHF 0.0190 | developed the 2nd hip fracture in the following year beta 0.0132 | 0.0190 0.0060 10 515
Effectiveness of treatments
Kingkaew P, Maleewong U, Ngarmukos C
RI_V_NoV 0.6473 | Risedronate RR reduction in vertebral fracture gamma 0.4058 0.6473 0.2630 6.0604 0.1068 and Teerawattananon Y. Evidence to
RI_V_V 0.5450 | Risedronate RR reduction in second vertebral fracture gamma 0.6036 0.5450 0.0642 72.0248 0.0076 Inform Decision Makers in Thailand: A
Cost-Effectiveness Analysis of Screening
and Treatment Strategies for
Postmenopausal Osteoporosis. Value
RI_H 0.6533 | Risedronate RR reduction in hip fracture gamma 0.5880 0.6533 0.1097 35.4663 0.0184 | Health 15(1 Suppl): 2012; S20-8
Costs and the resource used
Medical direct cost
Annual cost of Risedronate 150 mg (Original=Actonel,
Rise_year 16,178 1348.2*12) dwamlasline m dagiu
Cost per visit in out-patient department for
OPD visit_OS 474.51 osteoporosis patient (exclude drugs) gamma 471.80 474 .51 25.51 346.10 | 1.37
Average number of out-patient visit per year for
Fre_Opd 4.26 | osteoporosis patient gamma 3.77 4.26 0.50 72.59 | 0.06
Cost per visit in out-patient department for
osteoporosis patient with vertebral fracture (exclude
OPD_VF 1,831.18 | drugs) gamma 2,658.73 1,831.18 656.40 7.78 | 235.29
Average number of out-patient visit per year for Werayingyong P. Health resource
Fre_Opd_VF 10.41 | osteoporosis patient with vertebral fracture gamma 11.13 10.41 1.47 49.91 | 0.21 utilization of osteoporosis patients at
Cost per visit in in-patient department for osteoporosis
IPD_VF 53,933.32 | patient with vertebral fracture (exclude drugs) gamma 42,366.08 | 5393332 | 19,068.31 8.00 | 6,741.67 Phramongkutklao Hospital. Bangkok:
Average number of in-patient visit per year for Mahidol University; 2006.
Fre_lpd_VF 1.00 | osteoporosis patient with vertebral fracture gamma 0.54 1.00 0.50 4.00 | 0.25
OPD_HF Cost per visit in out-patient department for gamma 350.87
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337.86 | osteoporosis patient with hip fracture (exclude drugs) 337.86 45.74 54.56 | 6.19
Average number of out-patient visit per year for
Fre_HF_OPD 7.14 | osteoporosis patient with hip fracture gamma 6.28 | 7.14 0.66 116.93 | 0.06
Cost per visit in in-patient department for osteoporosis
IPD_HF 73,898.86 | patient with hip fracture (exclude drugs) gamma 71,534.11 | 73,898.86 10,666.38 48.00 | 1,539.56
Average number of in-patient visit per year for
Fre_lpd_HF 1.00 | osteoporosis patient with hip fracture gamma 0.76 | 1.00 0.27 14.00 | 0.07
Cost per visit in out-patient department for
osteoporosis patient with post vertebral fracture
OPD_PVF 474.51 | (exclude drugs) gamma 495.55 | 474.51 25.51 346.10 | 1.37
Average number of out-patient visit per year for
Fre_Opd_PVF 4.89 | osteoporosis patient with previous vertebral fracture gamma 510 | 4.89 0.82 35.20 | 0.14
Cost per visit in out-patient department for
osteoporosis patient with post hip fracture (exclude
OPD_PHF 47451 | drugs) gamma 468.26 | 474.51 25.51 346.10 | 1.37
Kingkaew P, Maleewong U, Ngarmukos C
and Teerawattananon Y. Evidence to
Inform Decision Makers in Thailand: A
Cost-Effectiveness Analysis of Screening
and Treatment Strategies for
Average number of out-patient visit per year for Postmenopausal Osteoporosis. Value
Fre_Opd_PHF 4.89 | osteoporosis patient with previous hip fracture gamma 6.49 | 4.89 0.82 3520 | 0.14 Health 15(1 Suppl): 2012; S20-8
Total medical direct cost
Sum of
parameters
cOS_Med 2,021.43 | Cost of osteoporosis treatment without drug above
Sum of
parameters
cVF_Med 72,989.76 | Cost of vertebral fracture treatment without drug above
Sum of
parameters
cHF_Med 75,550.64 | Cost of hip fracture treatment without drug above
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Sum of
parameters
cPVF_Med 2,319.85 | Cost of post-vertebral fracture treament without drug above
Sum of
parameters
cPHF_Med 2,319.85 | Cost of post-hip fracture treatment without drug above
Utility estimates
Tosteson AN, et al. Impact of hip and
vertebral fractures on quality-adjusted life
years. Osteoporos Int. 2001
Dec;12(12):1042-9.
U_o0s 0.9100 | Utility of osteoporosis patients beta 0.9043 | 0.9100 0.0153 317.21 | 31.37
U_VF 0.7200 | Utility of vertebral fracture patients beta 0.7020 | 0.7200 0.0293 167.94 | 65.31
Hiligsmann M, et al. Utility values
U_PVF 0.9310 | Utility of post vertebral fracture patients beta 0.9399 | 0.9310 0.0077 1,020.19 | 75.61 associated with osteoporotic fracture: a
systematic review of the literature. Calcif
U_HF 0.7970 | Utility of hip fracture patients beta 0.7483 | 0.7970 0.0140 654.23 | 166.64 Y
Tissue Int. 2008 Apr;82(4):288-92.
U_PHF 0.8990 | Utility of post hip fracture patients beta 0.9055 | 0.8990 0.0064 2,006.03 | 225.37
U_GEN 1.0000 Utility of general population Assumption

Adjusted paramenter

AD_hip

0.62

Adjust probability of hip fracture

Kanis JA, et al. International variations in
hip fracture probabilities: implications for
risk assessment. J Bone Miner Res. 2002

Jul;17(7):1237-44.
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