qmﬁnwzmmwaqm Denosumab 60 mg/1 ml for injection, prefilled syrlng;e”6
Tsewenurauasunen

1. Y281 Denosumab 60 mg/1 ml for injection

W o
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2.1 Huedausanide

2.2 Ussnausiudien Denosumab 60 mg

2.3 U'i‘ii]ilq’l‘um'u'uvUﬁqE}’mﬂﬂi’lﬂﬂﬂﬂtﬁﬂ‘duﬂpref illed syringe vu@ 1 ml
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3.1 Fnished product specification:
48 Test Items Specifications

1 | Identification W39 IURY Finished Product Specification
2 | Assay 80 - 130.0% relative potency

3 | Protein concentration 54 - 66.0 mg/ml

4 | Osmolarity 285 — 345 mOsmol/kg

5 | pH 50-55

6 | Sterility test m523EUAY Finished Product Specification
7 | Bacterial endotoxin #9296 1uAN Finished Product Specification
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s 5 - 2/6
AMANBSIAWIZTDIT Diacerein 50 mg Capsule
TsaneuIauATUIEN

1.iam Diacerein 50 mg capsule

e &

2

2.1 Wupdiagfiaiudsenu

2.2 Usgnaumaeie Diacerein 50 mg

23, Uﬁiqaq'l.uumaquLuauwauamabuster pack Hosfuaudu
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3.1Finished product specification:
90 Test ltems Specifications
1 | Identification m‘s‘J’ﬂd’mmuﬁ‘isq'lu Finished product specification
2 | Assay 90.0 - 110.0% of Diacerein
3 | Uniformity of dosage units ASAHAURSY q'l‘u Finished product specification
4 | Dissolution test wanInansazaevassenlitiosndy 759% melu 30 wii
5 | Impurities
-Monoacetylrhein | Not more than 1.0%
-Monoacetylrhein Il Not more than 1.0%
-Rhein Not more than 0.5%
3.2 Drug substance specification: BP
40 Test Items Specifications
1 | Identification m52W AU Finished Product Specification
2 | Assay 98.0 — 102.0% of Diacerein
3 | Impurities B and H
-Sum of impurities B .and H Not more than 15 ppm
4 | Chromium Maximum 10 ppm
5 | Loss on drying Maximum 0.5%
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49 Test Items Specifications

6 | Related substances
-Impurity D,E Not more than 0.5%
-Impurity C Not more than 0.2%
-Impurity F Not more than 0.15%
-Unspecified impurities Not more than 0.1%
-Total Not more than 2.0%

7 | Sulfated ash Maximum 0.1%
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AnANULIANIZYBIY Etoricoxib 90 mg Tablet &
Tsswenunauasunen

l.ﬂﬂuj_Etoricoxib 90 mg tablet

e W

2.

2.1 Wuendiaeiiniulsznu

2.2 Usenaudiemien Etoricoxib 90 mg

23. Uﬁqaq'iuumaauLuauwaaawm blister pack Upafumuiuuazias
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3.1Finished product specification :

4o Test Iltems Specifications
1 Identification M579H1UM Finished Product Specification
2 Assay 95.0% - 105.0% of Etoricoxib

Uniformity of dosage form unit

M3 Finished Product Specification

Dissolution test

uasanantsarasveenlitiosndt 80% nelu 15 uW

Degradation product
-Any individual degradate
-Total degradates product

Not more than 0.1%
Not more than 0.3%

3.2 Drug substance specification :

4o Test Items Specifications
1 Identification @53ReUAIY Finished Product Specification
2 Assay 98.5% - 101.5% of Etoricoxib
3 Impurities

-Any individual impurity Not more than 0.1%
-Total impurities Not more than 0.2%
4 Water content Not more than 0.1%
Residual n-heptane Not more than 1000 ppm
6 Residual toluene Not more than 890 ppm
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qmﬁn‘umsmwww\lm Gabapentin 600 mg Tablet .
Tsawenunauasunen
1.5_0_03 Gabapentin 600 mg
2 AouANTRAY
2.1. Wusndiadmsuiuusenu
2.2. Usenaudusien Gabapentin 600 mg
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3.1 FAnished product specification: USP
4o Test Items Specifications
1 | Identification @579 IUAIY Finished Product Specification
2 | Assay 90.0-110.0% of the labeled amount of gabapentin
3 | Uniformity of dosage units @539HUAY Finished Product Specification
4 | Dissolution
Test! - Not less than 80%(Q) of the labeled amount of gabapentin
is dissolved in 45 minutes
- Not less than 809%(Q) of the labeled amount of gabapentin
Test Il is dissolved in 30 minutes
5 | Impurities
-Gabapentin related compound A Not more than 0.4%
-Any individual unspecified impurity Not more than 0.1%
-Total impurities Not more than 1.0%

3.2 Drug substance specification: USP

) Test Items Specifications (USP) Specifications (BP)

1 | Identification M529WTUAY Finished Product | #5279 1UAY Finished Product
Specification Specification

2 | Assay 98.0 - 102.0% of gabapentin (on the | 97.5 — 102.0% of Gabapentin
anhydrous basis) (anhydrous)

3 | pH 6.5-80 65-175

4 | Water Not more than 0.5% Maximum 0.3%

cesssasrsewissananinaattesetensssinnnany
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4o Test Itemns Specifications (USP) Specifications (BP)
5 | Residue on ignition Not more than 0.1% -

6 | Heavy metals Not more than 20 ppm Maximum 20 ppm

7 | Chlorides = Maximum 100 ppm

8 | Sulfate ash - Maximum 0.1%

9 | Related substances

- Gabapentin related compound
E

- Gabapentin related compound
A

- Gabapentin related compound
B

- Any other individual,
unidentified impurities

-Individual impurities
-Total impurites

(including the impurities
quantified in Limit of early
eluting impurities)

1.Limit of early eluting impurities

2. Limit of late eluting impurities

Not more than 0.1%

Not more than 0.1%

Not more than 0.06%

Not more than 0.1%

Not more than 0.1%
Not more than 0.5%

10

10 | Related substances
Test A

-Impurity A
-Unspecified impurities
Test B

-Unspecified impurities

Not more than 0.15%
Not more than 0.1%

Not miore than 0.05%
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a.1.1.2 tunsédhBusmindrilensueussq (mnefia ne.3)
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Usemasen 1 wacliiiu 2 ¥ dunnfuussmedssnansadiénvseiind

2~

— | i _,-(afk\ .......... ) (EOSRT———|

aAsanwal vt

uwysednd Begunua wimna  Usuuy



gl

4.2 Wnsdifesdalussmelve frdndesdidunameemidoiussanmspunsring mwanmmmﬁmwﬁ'iumsuamuwm
NTENTNAIGITUAY (GMP-PIC/S) ‘memmwLaua'u'mmrumammuswmimqaaau Tnefansiusesiisfuilauenauas fuilidn
€N

Tunsiiidusmindhansndsvna Q’uﬁmﬁaaﬁﬁwmwmwmaﬂﬁqﬁa"s’maammgwummﬁmmwé’nmmﬁ‘ﬁ'msﬁéﬂunﬁnﬁm
&1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagviaeau PIC/S participating authorities atua1gaamsouNT
mwaau‘lmuﬁnams%‘mmﬁﬁuﬂsvmﬂﬂummnmatﬁnwsaﬁné V380 8MADATWLILANTE

4.3 éhmewmaLanm‘sqmanwmaamwa&mmauas'am

4.3.1 HaMIRTITIATIERRUN WHER eIV IENER (Certificate of analysis) Tumquﬂaal.flumama
4.3.2 pamInsv AT wigunwingiu (Raw material) yosheddililumsranjuiiduiudegsiwsuanuuay
Huaningiv
4.33 lnansbutunuduiussywingunisudnvasingAuvesiiendfy (4.3.2) nu‘;umwamﬂmuamnm'nmmsﬂ (4.3.1)
4.3.4 wansANWIAUAILUSYEEENYB981 (Long term stability) naontategvaitunsdey anenansiioy (Rud)
Funviouglunsdvedougtunuannnd 2
4.4 Fpg N
4.4.1 fauesediosdwineg vyt aon 5 naes Fadurunuansneadonidasuiunuiitwusiuhdenaeianly
Fasiu
4.5 mavseiunmuameiduey
4.5.1 mmaamwmmaumaﬂuuaurm 2 U duaniudaeu
4.5.2 sWnaIRTidewey a"maaaqéwmmwmﬂ'luwsamam'mLﬂi’tmmquwamawaauuam
4.5.3 Tunsdifvinssemavinmsduiednenfidweudiedsmsvlinseinonm mhessmsazimidedaiveiiage lny
n-n'mvwaaaamquanmummummEmnumiamsqmmiﬂmu.autﬂumwnmaum’l‘mw’lunﬁmﬂmmmuﬂmmwua"mimmﬁw
(Reference standard)'lunsmwwmwm"lmﬂu'lﬂmuﬂman-acuvmm., mhgrmsveanudElifURTsINMauenMEFNENYEY
duneuas/ manuam‘l.uﬂwmaw
454 u-:nﬂmaas'uLﬂaaumﬂwnmmmam’tﬂawnmmq uRBIY viadlaiansdonanmnousmualaghifideule
5. MsUssdiuAUsEansnwsiesnan (Price Performance)
- ENATRLUINeIaY 1
6. Raulundwirdiyan
Q’maﬁuaeuiﬁ%’%aanLﬁnﬁzycywﬁauuumﬁmcmriaumn

6.1 Wusemsefignineenaniydelsmeiuta

6.2 mamsinulud TaenisBuduainunmengsiaiumngg

6.3 Sinamsieednnnadnemaninisuwng Viomnmhseuinsemsesisauiuserhemiulidhinasgu
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ANANYALIANIZYBYT Ibandronate Sodium 3 mg/3 mifor injection e

TsaweunauasuEn

1. §a#1 Ibandronate Sodium 3 mg/ 3 ml for injection
2 e &
2.1, Wumsazaneusmnide
2.2 sEneaumedien Ibandronate sodium 3 mg
23, U'i'sq'lum'uuuussqmamﬂmmmnwawsammmm 3ml
24 aa1nmﬂnguumwvus‘sqmaa‘squm a'mﬂ'iunaumma'mmuasmmm Fundn Tuvaineny Llauikdn Law"muumsu
o1 wavanmrlumsifiuinelitnou wasaanuunannen statiossryien dwuszneumimdfyuaraiuus Tumineny il
wan Lintedaau
3. guanUAMIwAlla
- namsarvieeinuamiulua finished product specification uag drug substance SpECIFcatlon figrdennindusiiiu
auummnwﬂmwvLUﬂumaﬁwum'mﬂmvnsﬁumimm'ma..m NIYNTHANGITNGY Tndlurdilpuenssumsdedusimen
USENANSINTIANS1AUEEY STUMS1E WA.2561 artuit 6 furan 2561 (assmelusieRnampununiuil 12 nuaniug 2562)
Gh) USP 39 BP 2016,EP 2014 waz JP 17
muuﬂimmauaswm Sdwatuilminiviesedu Fuduluamssmansensisanssuguies styisie Wifiaue
i'\mmmtu'uana'ﬁmﬂmﬂﬁmmqwuu'mmnma
wiflumsionsan WiufugaeRtavewuenssunisfiarsansa

3.1 Finished product specification:
) Test Items Specifications

1 Identification @579H1UAY Finished Product Specification
2 | Wuudenddny 95.0-105.0% of Ibandronate Sodium

3 pH 3.8-45

a4 Related substances

- Related compound A
- Any unspecified impurity
- Total impurities

Not more than 0.5%
Not more than 0.5%
Not more than 2.0%

Bacterial endotoxins

Not more than 4 EU/mL

Particulate matter

Less than10 pm particles does not exceed 6000 per container

Less than25 pm particles does not exceed 600 per container

3.2 Drug substance specification:

Ln) Test Items Specifications
1 | Identification A5738UAM Finished Product Specification
2 | Assay 98.0 - 102.0 % (on dried basis)

3 | Heavy metal Not more than 10 ppm

4 | Loss on drying 4.0 - 6.5 % w/w
Limit of ibandronate related compound A
-Ibandronate related compound A Not more than 0.15%

5 | -Impurity Z Not more than 0.15%
-Single impurity Not more than 0.1%
-Total impurity Not more than 0.5%

6 | Bacterial endotoxins yNot more than 0.25 EU/mg

U s.,ﬁ-.nﬁ aaﬂ‘unua

yefivswa  Ustualy
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) Test Items Specifications
7 | Sodium content 6.0 - 7.5%
8 | Chlorides Not more than 200 ppm

WULR

el - v w . - e et o a ' Vs asa U
- nsditammSouudensiiu (waive) mansavasuiiasisisenisle Iduwanenansuingrufnanilisueniide
- Drug substance specification Asananluliasievivasifuin Drug substance wio TUliAs1evi Drug substance vaNanL"

LY R = . i o
difaguatiulnadunils Falinsasrlesinsuyniileiinmue

4. dovleduq

4.1 duunnmensenansnsiisveygetunsdouiiveniedmmindlulsemelng wazduas (declare) uvasnan

4.1.1 luddynstunsdouiiuen (ne.2 ne.3 vie.d udusinse)

4.1.1.1 Tunsdiifusinanluvsemalne (vinets ne.2)
4.1.1.2 lunsdifugmindifiensudaussy mneds ne.3)
4.1.1.3 lunsalluenddrannaadssma (vaneiie ve.d)

0.1.2 Wmetunseuvetefiauem wiouseandoniatontsmuruann wuesdndousifitunzidou (Finished
oroduct spectification) nsdiiegszwimsidsuiaudlufudy sxdosuuuenansmsvaudly (8.5) uwiondae Tagveufly
fAeuulszmasen 4 warliiu 2 U unnfudsnmauszmasiaiddnnsetind

4.2 lunsdifiensdslutsemelve frdadesdidunmmeaenideiusewnsgunsuane mmanmmmﬁn'ﬁm‘ﬂumiuamm'um
NSENTNAEIINGY (GMP-PIC/S) 'memmmauammawmammmavmsmwaau TneflnamsiusesisTufiauenauas fufindn
&
Tuns@ifduenindhansreuszne Q’wﬁmﬁaa‘ﬁﬁ'xmmwdnawﬁaﬁa%’usammsgwm‘iuﬁmmwﬁnanﬂ".]'ﬁ'nﬁﬁ'ﬁlumm?m
&1 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagvianau PIC/S participating authorities atfuaganusaunis
mwaaﬂﬂaﬁuams%’usmﬁﬁuﬂvn'mUs..n';mwﬂ'\ﬁLﬁnmaﬁnﬁ viDgnaERTNLEILAN T

4.3 eﬁm’umwmawnmsﬂmanvmsmm.mmmw.auamm

4.3.1 HaNIRTIVIATIERUNREN ivaEkan (Certificate of analysis) lumwwmummamq

Ll

4.3.2 Nan1IRTIVIATIBRA WM INGAY (Raw material) 'uam'Jmmmyﬁ-'ﬂunﬁiuaﬂm‘;uwmLﬂumammwmuuammuav

@

HnanIngAy
4.3.3 \enastuduanuduiussenitgunisdavesingRuvesiiendngy (4.3.2) n'u'i‘un'1'mammuamnmma'wi%iﬂ (4.3.1)

4.3.4 samsAnwAuARTlusyELe1 198481 (Long term stability) maaﬂmamqﬂmmwwmmeu prsenans Ao (i)

Sunsidvugilunsdinaidousiunannni 29
4.4 feeaen

4.4.1 fiauesimdosdiinodnesdnios 1 naes Fudurunuuanssoasdonidasuiuniitmusluhdenamuaivily

drediu
4.5 miUivﬁ’uﬂmmwmﬁeiwau

45.1 mqﬂaaumeimaumm'l.uuaanm 1 ¥ duaniudweu

4.5.2 ywnanTidaey avmaqaaﬁwmmwma’luwsmwan'mm'ﬂmmquwmuawmnwaw

453 'lunﬁmwwmm'\-um'smmsanmamamwawaumaaamm'nﬂwuﬂmmw mhsswmssvhmideioedete lay
mnumvrﬂaaawnmuanmummuwvzmus'mnTselam'i'm'mﬂmua.,Lfluudsunmaum‘lﬁmu‘lumicﬂﬂmLﬂ'n.v,vzﬂmmwuaumimmimu
(Reference standard) tunsgifiwuinenluifulununadnuaziany WiheTwnsreauAs LIS URTITUINsae AL RN TIvRY

tueuay/ wmmuam'iuﬂiqmaiu
454 nmumaawLﬂaaumﬂuvgnnsmmamlnawuﬂmq MRy Wadaiansideranmieurvualasbifidouly
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5. psUszdiuAtszansnwaesial (Price Performance)

- HUBNATTUUUVINELAY 1

= w o
6. Raulundwidgyan

> = vv:r - . & ]

gmaauaa:u'lwg-uaimtﬂnfﬁgmnawuﬂamry‘mwmn

6.1 Wuswmsefigniaeanaintiyfenlsmeuia

6.2 wamsinwlii TnensBudunnusminguausngeg

6.3 fuamTiansinnaAnemaasmMIwng viennmsnuiinsevriamsuguivsevheniubiinnagiu

' - - < v ) w X a =W - -

64  whesmnishuaTetieuimsquamid maaqnwuatyfgwmwmamnmwﬂmenufﬁﬁsjmmmanwmmmmsmqw "io

aeAMsLAdYNTIY
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qmﬁnwsmmwmm Teriparatide 250 mcg/1 ml solution for injection in prefilled pen 2.4 mt**
Tsamgrunauasuien
1. imu“l‘eriparatide 250 mce/1 ml solution for injection in prefilled pen 2.4 ml
2. W
2.1, iuansavanela Liifd Useainide
2.2.Us¥nousiesaen Teriparatide 600 mcg/ 2.4 ml
2.3, ussq’lunwu,ussqawaﬂﬂ'ﬂﬂmnwawmmnmﬂ‘muaﬂ
2.4 ganfusnguuneurusTyRessEyten a'm'dnnaummﬁmmummmuw Sundn Suvunany wuiindn memﬂumsu
o1 warammelumsiuneliiaey waraanuuvasay atetiessyyBonn duusenauiedfiguaranuuse Sumney il
uan 1Tetndmiau
3. uauinawaiia
- wamsasaviasigaunmiduluanu finished product specification uae drug substance specnt‘catlon figraBannunde
isuatufuaiuddldems L'uaumaﬂ'\umwﬂm.,ns‘mmimmsua"m NIENTIAGITUGY Totluafriipaenssumsdredinusinm
EUUSENIANTENTHASITUAUED SEYFIIE WHL2561 av¥uit 6 Suen 2561 (awsemeluseienununiud 12 puanius
2562) fiv USP 39 BP 2016,EP 2014 uaz JP 17
Frifunseifiaussien Srdeatuilminiwiessedu Sululumuuszmansenssansisuguies ssyie Wifiaue
smdsdiunenansimsen il mianudie
aiflunsinrsan Wiutusaofitiivesuenssunsinsusa

3,1 FAnished product specification:
4o Test Items Specifications

1 Identification ATRHUANN Finished Product Specification
2 | Wwnusheddyy 95.0 — 105.0% LA. of rhPTH

3 | Uniformity of dosage units A57aRUAM Finished Product Specification
4 pH 38-45

5 | Sterility test A5798UA7 Finished Product Specification
6 | Bacterial endotoxins M5I9HUATY Finished Product Specification
7 | Impurities #5I9HIUNY Finished Product Specification
8 | Particulate matter #329HuAY Finished Product Specification

-u@ > 10 Pm v 6,000 ayma
- um > 25 Pm Lifiu 600 ayna

3.2 Drug substance specification: USP

4 Test Items Specifications
1 | Identification M5296 AN Finished Product Specification
2 Assay 95.0 — 105.0% LA of rhPTH (anhydrous, acetic acid- and
chloride-free substance).
3 Acetate content Not more than 5%
4 Chloride content Not more than 4%
5 Bacterial endotoxins Not more than 50 USP Endotoxin units/mg of Teirparatide
6 Water determination Not more than 10%

O{%\ ‘J\
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40 Test Items Specifications

7 | Producted-related impurities
Total of methionyl sulfoxides of teriparatide | Not more than 0.5%
-Largest other individual related impurities Not more than 0.5%
-Total impurities Not more than 2.5%

a.dovlydun
4.1 mmewmmaﬂaﬁmﬂﬁwaumwmm-n.,Luuumsummamwmu'luﬂ's”mﬁlﬂu wavdune (declare) uvenan
4.1.1 '[umﬂrumwummaumsum (V1.2 N8.3 o8 uusinsdl)
4.1.1.1 Tunsaldusirndslutsewelng (vanetis ne.2)
4.1.1.2 lunsalfugnhdndemsusussg (nefia ne.3)
4.1.1.3 lunsdifugmindrandsUseina (muneis v 4)

4.1.2 'lumna-uumLUﬂu'ummeauaﬂm W‘samwfmmﬂmm'uam':mUﬂnﬂmmwuaqNamnmvmwwvmuu (Finished
product spectification) n'im'nagi suirinsiAsuntauwdludiinfy srdoauuuenansmsvauily (2.5) ymdaudae lanvoudly
ApuTuyszmasan = wazldiiy 2 U duaniulse mAUsEnmaABanIaiing

4.2 lunsdifer@aluusemelng unammaqnﬁwwmwmawqammmmmsgﬂuminawtn m'mv:anmmmﬁmsw"'lum'iuamawaq
N3ENINAEINEU (GMP-PIC/S) 'i.wmﬂmmauamﬂauua'lammusaumw'i’maau Iﬂunuan'ﬁi'u'iaamwmauai'\mLLau'Juwuam
g

TunsdifidusnhdhansnsUszimea nnammammtmmwmwmﬁeiusaqmmsmummammwanmsumﬁmiwmumwam
81 PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewuae97u PIC/S participating authorities atuagAnINTauNS
aswaaulnoiinanisiusesiviudsy mﬁ'l.}iuﬂ'm'i'lmﬁl.ﬁﬂ%iﬂﬁﬂﬁ viongymanatwwdusinsdl

4.3 E?'ummwmﬂmnmsﬂman‘wm"mmmawmmua'ﬂm

4.3.1 nan1IRTITIATIRRUATNRARSLTiveENER (Certificate of analysis) 'Lumquwauﬂumam«

4.3.2 WamsnINAATITVRNIWIRGAY (Raw material) -uaamméﬁﬂmﬁ[ﬂummammjuwdaL*‘L‘}umaﬂ'nwwamuammua"
KHAnIngiy

433 Lana“ﬁauﬂuﬂmuﬁuwuﬁs-'mﬂa-;un'ﬁmam-uimmnmwmmmzﬁﬂm (4.3.2) n'uqumwammuamnmmawmsﬂ (43.1)

4.3.4 nanmsanwnauelusEszeIueEn (Long term stability) maamwmwaammuwwau anuenansioy (i)
Funsouelunsdivedousnnusnni 2 Y

4.4 feg1en

441 fauenmiesdsiietgnedinioy 2 nded dufurumuanissasSonlirsuiunuiituusluidenmauinly

dnadu
4.5 nsuseRuRmuAmETideoy

4.5.1 mwmmﬂﬂauaumaﬂuuaanﬂ 1 ¥ fduaniudawsy

4.5.2 mwnnmwaauav avmaaaaénmmwmaiuwﬁaawammﬂ'ﬂmmiuwamawawuam

453 'Lunimwmuﬁw-nmﬁmmiaumas'Numdmaum DI IIATIIRAN mhenensevimideiewedegie lae
umua"ﬁ\aqaammnanm:u'ﬂwmuwu'mwmiaamsdmmﬁvmm-’Lﬂumuuﬂ'ﬁawzw'l.-umu'lumimﬁmmﬂmqmmwuaamﬁmmmu
(Reference standard) 'lunsn.mwwnmluvflu'l.ﬂmuﬂman‘dmzmm" wu‘miwmwaaewaw&lmumﬁmnmauaﬁﬂ‘lmmna“nﬂdaa
Huntuas/ mawnawﬂumama'lﬂ

4.5.4 wmamawuu]aﬂumﬂumn‘smmam'[.na'wuﬂmu HABE wseu.laanmsnﬁauamwnaummﬂ‘iﬂﬂhuLaau'lm
5. ziiuAUszans i rfor

- pNENANTWUUINELaT 1
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6.‘] uoi

r;?maﬁuaau‘lﬁé’%aunLéﬂé’fymﬁawumﬁrgmﬁaumn

6.1 \Husmsefignineenantydelsmena

6.2 wam3inwlif TnentsBuduannunmednguatusineg

6.3 fnansieTziainnsuineimansnsunng vl‘%'aa'1nm.i’mmuﬁmawi‘mmmsmqﬁmmiﬂmﬁv‘u"biti’ﬂmmwg'm

64  whuswnsluederieuinsaunmiia ﬁaqgﬂﬁuﬁmmﬂmsﬁ’mﬁaéwawﬁmﬁmﬁuﬁmummw‘%anszmwmsﬁmﬂﬂ %30
BIAMTNAUNTIY

65 waniusewindgnidnivunniemanlnedninnuanznssunse LA Tudhananuesdoyyasdessen
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wannUNNsUsEEiuAUsE AN A nedas1an (Price Performance)

a v [ ¢ a - ' o o
Tumsssandrurnsiauesian TngldndninusinisuszdiuAssansnmeasam (usail
- fiauesa finuanifasudiugndssmisznialsennsniuasionatsusyningien
a  w ¥ o a =l
- nandueifiiauesim SidefmungnissrsutiunuguanuuzanziUsEmMalsEnIngAT
a - - 1 - ' - 1 v a ar ;
- sawusuandwiuldidunailunisusediuauseavsnmeasna Ysenounae 2 fuds fatl

LANATALNEEATY 1

v

fauds dmtnAzLLL

1. faudswan : snafiaue (Price) 40 AZUUY
2. FuUTI99 WMTFINVBINERITUS (Performance) 60 AYUUY

IUVIINLUA 100 AguY
msnsanliazuuyvesiawswan@nazuuudiy 100 AvLuL)

al A’ o v Lo d =y L3

# sruudndedadramaign sxdfiumsusynanaazuulvinnluauesim
msAnsuildazuyyvesiaulsses (Anrvuuuiy 100 AzuL)

RTRIETEE UNALILY
2.13PSFIURMAMKERTtus 30 ATUUY
2.2 WasgvissUuang 30 ABLUY

- - e
2.3 WIASIUBURaTUSUANAINEN 20 ATl
2.4 MTFIUTTYAUS 20 ATUUY
SIUNUA 100 AU
- " o
ar el a

2.1 wwsguannRaRTs (Fendeideatilizuuugegn)

Wt Aziuy (3ouay)
(Midugndeeglutydsisniseinaameas WHO List of Prequalified Medicinal Products 30
(9) Wusdseglutiydsetondniurisqunmuazindn(Green book) Insnsuvenmansmsunmgiay 30
1 fudutlagdu
(7) finansaninsieialneviosujiRins 1ISONEC 17025 Tlilsdnan Tnenansaseiionyliius O
Hunnfuildusewanmsinneiteiulssmasenansadidnnsaiing
- {ia 1-2 lot 10
- fimasnnniviawiniu 3 lot 30
2.2 g o jiing (Gondedieifreuiugean)
euin! pzuuy (ovaz)
(). Ve fFinsuenanlanisiuseansgu ISO/IEC 17025 Frumsmageusdniiusiuilusiensi 30
\aue
() Hundednlnelssmuiiifenfianmsidsunisiusomunmnnsguegludydsede WHO List of 30
Prequalified Quality Control Laboratories
(f L\ ok
(8 == oveiliO ) (ossanin

£

welsedvc unua

weimsna  Ustuaiw
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- o w - v v
2.3 wmsguduiaduayuaua e (Fenldnanede)

Wate zuuy (Fovax)
(n) Long term Stablllty #74 ASEAN guldellne on stability study of drug product lagvinsfine 7
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