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Tigecycline 50 mg powder for solution for infusion
(GPU 1160457)
1. Foen Tigecycline 50 mg powder for solution for infusion
2. puautavaly
2.1 JUuuy Wursendaunmanide

2.2 d@wlsenou w1 vial Usznausesen Tigecycline 50 mg
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Finished product specification
) Test items Specifications
1 | Identification A599WUAY Finished Product Specification
2 | Assay 96.0 - 116.0% of the labeled amount of
Tigecycline
3 | Bacterial endotoxins Not more than 1.75 USP EU/mg
4 | pH 45-55
5 | Particulate matter MTIVWIUAIY Finished Product Specification
6 | Impurities

- Tigecycline open ring

- Tigecycline 12-oxo-11-hydroxy

- Tigecycline related compound B

- Tigecycline epimer

- Tigecycline quinone analog

- Tigecycline tricyclic analog

- Any individual unspecified
degradation product

- Total degradation products

Not more than 0.15%
Not more than 0.5%
Not more than 0.7%
Not more than 2.0%
Not more than 0.3%
Not more than 0.5%
Not more than 0.2%

Not more than 6.0%
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10 Test items Specifications
7 | Sterility MTIMIUNY Finished Product Specification
8. | Uniformity of dosage units MTI96 MU Finished Product Specification
Drug substance specification
5 Test items Specifications
1 | Identification MIIMIUAM Drug Substance Specification
2 | Assay 97.0 - 102.0% of the labeled amount of
Tigecycline on the anhydrous and solvent-free
basis
3 | Bacterial endotoxins Not more than 1 USP EU/mg
4 |pH 7.7 - 82
5 | Residue on ignition Not more than 0.1%
6 | Impurities
- Specific unidentified impurity Not more than 0.15%
- Tigecycline open ring Not more than 0.020%
- Tigecycline 12-oxo-11-hydroxy Not more than 0.15%
- Tigecycline related compound B | Not more than 0.25%
- Tigecycline epimer Not more than 1.0%
- Tigecycline quinone analog Not more than 0.15%
- Minocycline Not more than 0.25%
- Tigecycline tricyclic analog Not more than 0.15%
- Any individual unspecified Not more than 0.10%
impurity
- Total degradation products Not more than 2.2%
Water determination Not more than 2.5%
8 | Optical Rotation -240° to -215° on the anhydrous and solvent-
free basis
RUBLA
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(1)
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W&
1.1, Tddynstunadeusiven WWun ve.2 ne.3 ve.d wie 8.2 udusinsd
- nsdidueniinaaluvsemalne waneie ve.2
- nsddueidiensutsussy wneis ve.3
- nsdiduemindnaindnsUssme e ve.a
1.2, Awaiunandou ne.1 wie v.1 vewnilauesia WIBUTaEDEATITENITATUANANNIN
vparAnAusinwitunziliou (finished product specification) WazdaMMUAAMNINYDY
QAU (drug substance specification) ﬂiﬂﬁagsxwdwan']3t.ﬂﬁlEmu,Ua:JLLf’\'L'&Lﬁmﬁmzﬁm
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U Julsenmausemesiandidnmsednd
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2.1. nsdlewinluussinale duindosfiienarsiuseanasgiunisudneimundninusiuaz
Fn1siAlunisudnen GMP-PIC/S Taamiaenu PIC/S participating authorities 3 e
LONASUTBWIATFIU GMP 2aed NI UANENTTUNITOIMITUAYEN NTENTHANTITUAT T
Amundulnefinuaenadesuasiniioniu GMP-PIC/S Tumnaeniiauee atuagany
soUNMInTIIdeulngiinansiuseaiiviulssmalszmasiadidnnseiing
2.2. nsfleninnAUTEma JrindodiienansiusemnnsgIunsHaREIR VA NINUTILAS
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cGMP voaUssivAguin atudiaanuseunisnivasy lnednanisiusesfieiulszns
Usznansmdidnnseiing wieenynasndn ududnsdl
lONANSANAN YA YL TLALTIAN
3.1 wan1snsliasIsiaun mkandusiendsoguuesdunin (certificate of analysis of
finished product) Tugnjuiidadudegh
3.2. WaN1INTIATIERANAINTRgAVUYBIRI81d Ay (certificate of analysis of drug
substance) Aililunsudnensuiidufiusesaiwesitdneuasindniagiu
3.3. lend@1susevangududuniuduiusssuitsjunisudnveeingiuiiondrdny (drug
substance) 98 3.2 ﬁ'Ui"umiwawa\iwﬁmﬁm%‘mﬁﬁﬁﬂgﬂ (finished product) 9 3.1
3.4. wan13@nw long term stability maamhameyvaamiﬁ'"ﬁuwzLﬁau‘li’ﬁ’uéﬂﬂ’nmuﬂmsnﬁums
2INIUAYYT NIENTIEGITNGY
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7.1 ns@eriltaunlilysadunuy (original drugs) AeslilenarswanisAnudlanya
(bioequivalence) 2a¢7ilauasAUIsuiisuiugduLuy Tneddnrsdeadulumiy
waninausiuazuuufialunisinwi@rauyaveseraniyuesamznssunisemisuasen
NSENTNEAGITONEY

7.2. nsdififumeniifesazarsuar/miedenrenould Fosinanisinwmaunsaninmdanis
agany way/visillean luivhazaiesieg Asutulasdenndasiulenalsinuen

fuedusenlionidndyaneuasuimun lunsdeluil

8.1. nsﬁmam%ﬁmmﬁmswﬁmﬁT,ﬂan‘su"‘mmmam%n'1'smeéﬁaﬁawﬁﬁ'ﬁmsﬁlﬁmmgw
ISO/IEC 17025 wansnsiadnsigibiiulumuinnsgudervualulseniauseninsian

8.2. nsdinanAnsieviatigniFonituAuninfesmaslnedninnuansnssunisemisuazen
lutananvesdygesiossane

8.3. nsdinudlgmiaunmefinsinaeuuinin dwmareyssAnsranazanulaonuderuad
lgisuen

8.4. nsdlitAnEnTsUNIRALITFUVEURTRUsSEMAT N1 eI Aelng wazgueli
annsaiusmveliliiiusiadenannle

mi'as}iwm‘:’uaamu%wéiﬁ%nﬁaﬂimﬁwﬁmﬁmwﬁmﬁﬁﬂsﬁﬁqﬂﬁemLﬁuﬁuimﬂﬁﬂﬁ’nmu

AzNsIUNMTEITHasenlussesat 1 U deuiudszmeausemasiadidnnselind

unvdufandzrsses waz flanie Wndrnswivg uaugni Wndunsinding wnte
UsesunIsuns N35UN13 ASSUNTS




wihdi 1/4

oA ' o a &
nauit 5 nauensnwilindiale (enansiuy 2)

AMANYMLVDIEN

Dolutegravir 50 mg + Lamivudine 300 mg + Tenofovir disoproxil fumarate 300 mg

1. Yaeun

2. AnuaNtaNalY
2.1 3Uwuy
2.2 d@ulsenau

23 MYULUINT
2.4 281N

film-coated tablet
(GPU 116045T7)
Dolutegravir 50 mg / Lamivudine 300 mg / Tenofovir disoproxil fumarate
300 mg

Wueudinuiiasudsen

Tu 1 WlaUsznausaedien Dolutegravir 50 mg / Lamivudine 300 mg /

Tenofovir disoproxil fumarate 300 mg

ussqluusvidarinlaain Yostuuasuazanatu

- szyfiann dulsenausdfuazauuse Juudn i’uﬁumq UGS
wagiaunzilsuiduelisgndamuuuussyiug

- vunruUsIEetelasfesssylianviadonisin drulsenaudaen
dfuazauus Yuduany wasavindelidaio

3. ausudinianaiia

HanInTIiAsIziRun dulusy Finished product specification wag Drug substance
specification 819899 naddsuatuiieatu eldaansifourenmenIsuniseImisuayen
NIENTNAIGISUGY ﬁﬂﬁmﬁ"uG‘fﬁ’uﬁlﬁi’f’sqﬁaeffaa{,fluaﬁ’uﬁu‘n’aUwiw%'lminiwmmsgwmné’%ﬁw%’u’tw
frsunils MUUTENANTENTIENSIEY 1584 Seysfue wa. 2561 astudl 6 fuanau 2561 (as
Ussmelusiafanmuunun uit 12 quanwus 2562) LATUTENIANTENTHAITUGY 1309 TrsheIen
(@ifufl 2) wa. 2562 asTuft 3 n3ngAu 2562 (awszmeluneiaanunwiuil 26 nanguew 2562)

nsdifilivsnglusinenlag (non-official pharmacopoeia) Jarimuaautiniunain
FoIUsENBURIY universal tests way specific tests autaimuanazanasgIuilurein1sinse
ﬁﬁmuml*’ﬂuﬁwsqmﬁw%’ugmmumﬂguﬂ (general requirement for dosage form) w38 The

International Council for Harmonization of Technical Requirements for Pharmaceuticals For

Human Use (ICH)

Finished product specification

) Test items Specifications

Description (Visual inspection) | #599:7UA"Y Finished Product Specification

Identification

A5I9UIUA Finished Product Specification

MTIIUATW Finished Product Specification

Impurities

M579HUAY Finished Product Specification

1
2
3. | Assay
q
5

- Content Uniformity

Uniformity of dosage unit #5290UAY Finished Product Specification
- Weight Variation

6. | Disintegration/Dissolution time | #5938 UM Finished Product Specification

Y -~ < Q i N
.................. T VA o e B A AR AR
3 = s ‘ - U s L @ oW a
LLW'VIPJWE‘QQNE:'J?SEN Waﬁ?‘i’ﬂﬁlﬁ’lﬂ Lﬂﬁ‘llﬂiWﬂUﬁ LLHUEjﬂ'I ma‘unsnmmwma’ LINNIR

Uses1UnNssunIg N3IsUNIT N33UNg




v o 1w ' o a &
wihii 2/4 naud 5 nquerinwilsafiaie (onasuuu 2)

W86

vnld In-house specification THitas1zinuiade general requirements u§enuitléan
nzidoull

#198 Dissolution wag Uniformity of dosage units Tuuulan@suanssuazidonnanis
aT9leTen wniildudseasdeaiduiianiilulu coA

nsdimaangzidoundanisiu (waive) nasnsredeudnssisionisle THduanuanans
véngusananilldsueyiiase

Drug substance specification Wa15u19 nludiasievivasgudin drug substance n3olu
AT A drug substance vasrAnsd sy atulaatiuvils Seinsanivlinsissiasunn
wdeditvun

P o
4. deulvduq

v A o ) a4 d oW val o
diauesimdesiudiiuinmaieionars wisnasansiledeiusaenarlaegidiuna

SBAZDUARIL
/ot ﬂv =l o @ =J -] ] o '
(1) nanslasuaygndunzideudisueniiodminslulsemdlng wazduns (declare) unas
NAR
1.1. TuddgnisTungifousiiue 1oun ve.2 ve.3 ve.d v5e o.2 udusnsol
P d a b~
- nsaiueindelulssmalne nuets ne.2
et = o v A ' =
- nsdilugniuduienisutiussy viuneis ne.3
- asadugnidnandnsUsene wuneis ne.d
o c‘fJ = d = L7 3/
1.2. Aweliunzilou ve.1 vi3e 8.1 v0eilduesinn wiauseazidumidanisaluauaMAIn

yoanAnfasinuiidunglou (finished product specification) wasdaAMVUARMAINYBY
Fagiu (drug substance specification) nsdiflegseninansiasunlasusluiiuduossios
WUULBNATNISTaLALY (8.5) uaniou finished product specification wag/v3e drug
substance specification laevaunlaneuiuusemelsemasadidnnseiind waglidiiu 2
U o Julsemauszmasiandidnnsolng

(2) 1BNANTIVTBIWINTFIUNSHERLN

2.1.

2.2,

nstlewanlulszinalng guinsesdiionanssusewnsgiunsndngimundninusiuay
A3n1sialun1sudnen GMP-PIC/S Tnewiaeanu PIC/S participating authorities w3ail
1BNANTTUTBINATEIU GMP UedTiNIUANIZNTINNITOWNIUATEN NTENTIANEITAIAY G
vuatulnefirudenndesuagiinfieutu GMP-PIC/S lunagiitaueny adudaanu
saumsanvdaulaeiinaniusesiiviulssmeauseninsaddnnseiind
nstlgnindnannanssena guansesilionansiusewnnsgiunisudneiaiundninasivas
FBnnsnalunisudnen GMP-PIC/S Tnewuauanu PIC/S participating authorities 138 US
cGMP waUssmrnan atuaiganiuseun1sniivaey Insinanisiusesisiulsznia
Ussmamadlansetlind viieeignasadn udusnsd

S -~
I L L. o Bodyh wnee
\

unngvenigassn wazRlanie WndYnIwaYE waug \ndBnsAndins wnadn

Use51Unssung n3I3UNIT N33UNNT




v o oA ' Y a &
wihi 3/4 nawf 5 naueninwilsafine (onmauwuu 2)

(3)

(6)

(7)

(8)

lonansANANYEYBTaLe I

3.1 wan13ns9TLATIsRANAMREN Ausied 1 a3Uveundn (certificate of analysis of
finished product) lusnsuitdaiureeng

3.2 wan13nsdtasieiauaInIngAvvasfie1d1fy (certificate of analysis of drug
substance) Mdlumsuanejuiidulufetnmiwesiidneuasdudningiv

3.3. lonansvienang ududuainuduiussynitequnisndnvesingiudiedfy (drug
substance) 4@ 3.2 fujunindnvewaniumiendniagy (finished product) 4o 3.1

3.4. wamsfnw long term stability maami'mmqmmmﬁﬁumﬁauﬁﬁuﬁwﬁﬂmuﬂmsﬂﬁums
DIMNIUAYEN NTENTNATITUGY

lenansuansheniauauniuisnidudriaviedunusminelnsnss

ABY1981

5.1. flaueinm desdaiiegneagaten 3 miisussatuet Fudumununanisoasdoald
asuthumuitmmusluidonuainludegy

MsUseiununmenidaey

6.1. tidwousasiongldldlitesndn 12 wou uaniudaey

6.2. vnnaiidweyaziesddmnnmdeluusesmamsinneioiuiidmovresduanua
Teseiingiuiesidnsuasndningiuilinanequiidaey

6.3. thilmswdsuwasingivliudedonsunnads wieuddulinmeiingauiiuasuluuy
fudufitdnds

6.4, ﬂiiﬁﬁ.‘lﬂ‘lj'wi']‘tlﬂ'ﬁﬁ'lﬂ’l"a‘dhﬁ’)@&j’l\‘lﬂ'}ﬁ’c’iduauLﬁﬂﬁﬂmi?‘ﬁLﬂiﬂ%ﬁﬁ]mﬂﬂw MHYIIM Y
viwilviedesadiednenlaofuiszesdiniindnausuauiiviiesiwnisdmsas
AnrwiuazdugSuiaveuailddeifntedunsnnsinseiaunw nsdiinuiel
ulumugudnuagiante miessnisveanudvslifuinsuinisiauesimendngts
vouffuneuay/vienasluniasaly

6.5. wideduseniudvusuiioslndvunery viadaiiansdouanwieysyanslag feu
faualaghifiteuly uaseudafinuindnisuaninnisdursdessuvdoududiusuou
ussqfnsidunigly 7 Sy

lonansauY

7.1 nsdleriauslildeduuuy (original drugs) Aesfitenatsuanisdnwidaanya
(bicequivalence) vasefauasianUisuiisufueidunuy Inedgnsdoudulniu
waninugiuazuwnujidlunisinudauyareseraniyvesnuenssunisemsuazen
NIENTNAITITUEY

ueBueenldenidndyanneunsuimun lunsddeluil

8.1. nizﬁmamseg'umm‘f‘miwﬁmﬁImamu?mmmam%mmwméﬁ‘%aﬁmﬂ;‘jﬁ’ﬁmsﬁlﬁmmgm
ISO/IEC 17025 nansnsaaliaseildiliulumunnsgiudorwunludssniaszninsa

8.2. nsn’?mﬁmﬁmwﬁm‘uﬁﬂﬁgm‘%amﬁuﬁumnﬁammﬂimaﬁﬂﬁnmmmxnimmsmmmasm
Tuthanawesdyiavioazany

N 0 9 2

wwvEnanigasi wazydlanio YN IWAYY waugn Wnd¥NIAREWNS aie

Usesunssunig 3354013 ASSUNNS




v o e ' o a &
wihil 4/4 nauil 5 nquerinwilsafiniiie (onatsuuu 2)

83. nsdinutlgmamameiingiasuudnii deasisussavsuauazanuaeadereruied
lasuen
8.4. n3difinauznssunsiaussuusRTAUsYNIATIANaE WS s 1ATE sl wazevely
dnnsauusmvglliiusiannnanla
9) mieswnisveanudnshiduinsuindadusionfiduseiignidoniivAulasdrdney
ALNIIIMIDMISHareTlussasa 1 U newfulszmeusemesiadidnnselind

o] pci i :

. o G o gy x
wwndndanigass wazlaniy Wndynswdsg waugm wndunsiindiing 1nanin
Usgsunssuns n33UNN3 NITUNT3




v d 1 lﬂ‘ ' s - -5'
Wil 1/4 nguil 5 ngueninuilsafniiia (Onasuuy 3)

AMENYULUDIEN
Tenofovir alafenamide 25 mg film-coated tablet
(GPU 1043285)

1. ¥8N Tenofovir alafenamide tablets 25 mg
2. anauUAnaly
2.1 JUuuy Wuediawtniuuszniu

22 dwsznou Ty 1 fiauszneusesaen Tenofovir alafenamide 25 me
23 MausUsTy  UsTyhuusavieranlaain estunauazauiy
2.4 aa7n - syyiesn dnusznausiediAuazauLss Jusndn Sudueny wuiikae
wazlawngilowiiveliagheadmauuuussgiue
- UuMYULUsSYnetetiosdasseyiasmietentsfn daulseneusiaen
dfnuazeuus Yudueny wasaviinaalidaiou
3. AanduUANIunAla
Nan’l‘im’z’ﬁmﬁ'wﬁﬂmmmﬂulﬂmu Finished product specification wag Drug substance
specification 18198931nun @ fuatuiiiendu ddldannsidoudonnznssun1semisuazen
NIENTIEAIGITUEY ﬁgqﬁlma*"uﬁ'l%Um‘ﬁé'wﬁqﬁaatﬁuaﬁuﬁﬁﬂUMw%'a'lmjﬂ'i’lmmgmmﬁ‘uﬁﬁﬂﬂ
fn3unils MuUsENIANSENTINESIIAY 1309 SEyi3ueT w.a. 2561 asfudl 6 furau 2561 (a9
Ussmalusiefnanyunundud 12 nuawius 2562) WAYUTENIANTENTAAITUAT 1309 TUTEN
(Uil 2) n.a. 2562 astuil 3 nsngaw 2562 (aaszmluswinanguneiudl 26 nsngias 2562)
ﬂitﬁﬁlﬂﬂi'}ﬂgiﬁﬁﬁ’lﬂﬂﬂ‘] (non-official pharmacopoeia) UafivunAuANTANIANATA
fiasUsznouMY universal tests waz specific tests audarmuakazanassuialureImslinse
ﬁﬁﬂ'ﬂU@lﬂuﬁﬁ'}mﬁ”m%'UgULLUUEJ’]ﬁH'u‘] (general requirement for dosage form) #5@ The
International Council for Harmonization of Technical Requirements for Pharmaceuticals For
Human Use (ICH)

Finished product specification

b Test items Specifications
1. | Description (Visual inspection) | #3296 U Finished Product Specification
2. | Identification A5IIUAY Finished Product Specification
3. | Assay MFIMIUMU Finished Product Specification
4. | Impurities M5IMIUAU Finished Product Specification
5. | Uniformity of dosage unit P5IMIUATY Finished Product Specification
- Weight Variation
- Content Uniformity
6. | Disintegration/Dissolution time | #5990 AN Finished Product Specification

9 '/ Le BN 4] |
e G . T L s poode
wnEndanigITsn wazfilaniy indunswaug waugnn wndunsiefinms e

Us¥51uUnssunig A3IUNTT AFIUNT




v o VoA 4 o/ a &
wum 2/4 naui 5 ngueninwilsafiolte (lenansiuu 2)

VUBLNA

m1nld In-house specification 11T 1evin it general requirements wSanuiildan
neilguld

Wit Dissolution uay Uniformity of dosage units I9uuuLenNasUAAITIEAaLEoANANNS
A5 iATed mndldudseasdesiiiudiiariilul coa

nsdivnnzifsundanisiiu (waive) n13msrnaoudiasieisienisle Tdunanaonans
wéngusananildTueuiasmne

Drug substance specification ﬁmsmﬂmﬂ’lufﬁLﬂ?’wﬁ’umﬁwam drug substance #5alu
'JLﬂ‘i’]”‘Vi drug substance vagnAnRgdUTFY auu’lmauwua Fefinnsnsraiiasiy WinTuNN
vdefifvun

4. Geulvduq

BJLﬁuai’lﬂ'lfﬂENEJU?I')LU’]I]']WC]'\EJLEJOH'?‘J waauaamauameiusmmnmﬂmaé’ 91UN9

swandondail
3 ar d‘l od o as A ] ] o '
(1) enasnislasueayymiunsidouimiueniedminelulsemealne uazdiuns (declare) umas

NEN
1.1,

TuddgmsTunsidousmiue Tiun ve.2 ve.3 ne.d vie 0.2 udusnsd
oo g a e <
- neumluenudanlulssalneg vuneds ve.2
P T ' =
- n'ﬁmmL‘i‘]ummmmammwssq WNEe ne.3
- n‘sﬁ]ﬁLfJuawﬂﬁL'?;"amnﬁi'NUiumﬁ BN e

1.2. ﬂ'%‘ll@‘ﬂ‘lé‘ﬂ“’l,UEJﬁ ‘V]F_l 1439 8.1 ’TJBGB’W]LEWST]P}’] ‘W?E)lli’]EJauLE]ﬁﬂﬂTUE)ﬂ’liﬂ?UﬂﬂlﬂmﬂWW

1RaNAN ST AT Tunzdou (finished product specification) LLﬂu‘UEJﬂ']'tﬂuﬂﬂmﬂ"IW'ﬂ’e)\?
QAU (drug substance specification) ninmaq'sumwnmﬂaammamfﬂmmemuwmaa
wuutenasn1sveudly (8.5) uawseu finished product specification waz/n3e drug
substance specification lagvauilaneuiulseniauszninsiaddnnseiing wazluifiy 2
U a Tulszgmaussnmasimsidnnsaiing

(2) 1BNATTUTDWIATTIUNIINENLN

2.1,

2.2.

nidemdnlulssindlng ¢ Auandasiiienanssuseannsgiunisuane i ninaeinay
38n1sAdlun1sndnen GMP-PIC/S Taemuage1y PIC/S participating authorities m‘au
1ONAIIVTDININTFIV GMP Ya9dNUANLNTIUNMIOMISUAZEN Ny NINATITUAY B
fvuntulasfimiuaoandesiasiadfioniu GMP-PIC/S TunaneThauee atuagenu
sumsasiaaeulasiinanisiusesiefulsenialssmasadidnvseind
nsdlemiudrandlssine fuaadesdionarsiusesnnsgiunsudneinamaninasiuas
FBnsAAlunISHEAYY GMP- PIC/S Tapuunea1u PIC/S participating authorities ¥38 US
cGMP vaeUszwmagnan aduaiganiuseunisnsiaaey tasiinanisiusesdeulsynina
Uszminsimdiannsetind wieargnasnin wdusinsel

ninV/ 9[3?{} 'gf}ﬂﬂ@’] ﬁ A ) mpnh

wndndaaigassas wazadlanty WnFUnTwiug LLHU?jﬂ“I WnFYNIANRNNS nndn

Uses1unssunis N33UNTS N33UNIG




v_oa +od : o a &
wihi 3/4 Ngud 5 ngueinwIlsARMLD (lOnansuwuy 3)

(3) Lﬁﬂﬁqﬁﬂmﬁﬂ‘b‘m waqmmauamm

3.1

3.2,

35

3.4.

naN1InTI9NATIERAUA MREn SusionduSagunesdunidn (certificate of analysis of
finished product) 'Lusmjuﬁduﬁuﬁ";asj'm
HaN1IAIIIATIERAMAINTRgRUYeaiaad1ATy (certificate of analysis of drug
substance) #llunsuanenguiidaiusmegeisvasuaneuasduanngiu
lena1susevangududuaiuduiusseniisjunisnanvesingiuiiendfy (drug
substance) 48 3.2 fujumsunvewdndamierduiagy (finished product) 4 3.1
Han15ANY long term stability maamhaa'leg;uaamﬁfu?umLﬁauHﬁ'Uﬁ'zﬁnmuﬂmsniiumi
DIMTUATE NTTNTIAIDITUAT

enasuansinenfiavaiiveiuidndududniedunudminelasnse
88191

5.1

lauasIA desdeinadsenegaiey 3 mirsussyiug Fadusununanswasideals
v o o 9 va o v w
ATUMuAAN R lumdeameauiiiludswiu

o A H
N5UTENUANMATWE A BY

6.1.
6.2,

6.3.

6.4.

6.5.

eiideeusosiongldldlitosndt 12 eu Wuantudweu
emnrmmma:maumwmaaaummwma‘lwu'mwan’mLﬂswmmiummuawaqwwac—ma.,
Tuimsy mmmuwwmwwammLLa~mwammmuﬁ%mammiwamau
r:’hﬁmsmaEJuLLUaaamqﬂU'lmmmawsww}ﬂmq wienddludinseiingRuiuasuluuuy
fududniidnds

niﬂiﬁwmﬂawmiﬁ'}miduﬁaaemmﬁdquauLﬁaﬁammﬁmiwﬁﬂmmw METUNTIY
vimilsdefoswaiiegrsenlaefuisazdesdeenfindnanuiauiviisswnisdnsaa
AnneiwendugSuiiaveualddeniintedunmnainsginunw nsdinuiel
dulumuandnuaizians wheswnsveanuanslisuinsannsauesmednag
voufusuar/vioguanluntiroly

wﬁ’&ﬁaéuaau%’uLﬂésumaﬁ'am‘{ﬂé’wmma w‘%mﬁmﬁmmiLﬁauamwﬁwuiumi'Lm‘] nou
Amualaglafidouly uas grdiaiinuindinsuaninmsduredosiuoududusiu
Uiﬁmmmuumalu 73

(7) zana’ﬁauﬂ

d.

nsdlefausldldenduuuy (original drugs) masuLaﬂaﬁwamsﬁﬂmmawa
(bioequivalence) ¥a481filauas AU B U BURU B FUL UL Immﬁmwauﬂu‘lﬂmm
v:anansnu,asLLU'JUgumlumsmnmmaugam9\1memlzy‘uaaﬂwznﬁumimmmasm
NITNTNATITURY

¢ :
A . 0. . b oo

LLWWUWUQ'EU%’JS‘SM deﬂnieuwa undunswdug uaugan WNEYNSARRTING M0

U9251UnIsuNIg NTIUNIG NSNS




v o "o 1 L a &
vihil 4/4 ngudl 5 ngueinwilsafaie (@nasuuy 3)

(8) dueBuseslvisniandeyginouasuimun lunsdellil
8.1. n3diansduATITIAT i Tnensuingmaninsunmdvieasufoinsildunsgu
ISO/IEC 17025 nan1sasavinseriiifulumunnasgudemwualudssmeyszningan
8.2. nsdlndndnsiowinignFeniivivaniomaralasdninguauenssunisemsuazen
Turrsnavesdyanazioasany
8.3. nsdiwulgannmeiinsvdeuudin dwmaiaussdnsuauasauasnsosediied
Tnsuen
8.4. n3difianugnssumsiaISEUUI WA AYSENMATIAINa e e s1Ane v wasduoll
aunsavsusmvielalidifunaideananle
9) wu"saiwmi‘uaawuﬁm%(laj%’uﬁfa'mmwﬁmﬁ’msﬁmﬁﬁﬂwi’ﬁgnﬁaﬂLﬁuﬁuimaﬁaﬂ'mm
ANENITIMIEMTUAzEIlUTZEZAT 1 U neutudssniAussmasandidnvseiind

R " 9 0
mt?lﬁﬂ/ m?M }}ijlﬂf’ Roat vl Yan DI
................................................ wommonssmmmiedopivelats g arsnasicosas
unngndganlgasT wagydilaie inFunswdvg waugnd indunsin@ims wmannin

Uses1unssunig N33UNT ASIHNTT




