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Quadrivalent influenza vaccine
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ANANBALANIZYBY Quadrivalent influenza vaccine

Quadrivalent influenza vaccine
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(pre-filled syringe aw1A 0.5 ml)
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Sterility
pH
Extractable volume
Identification
Potency *
Haemagglutinin antigen content
-EU SRID-A (2 strains)
-EU SRID-8 (2 strains)
Bacterial endotoxin*
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pH

Virus Inactivation

Bacterial endotoxin

Total protein
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Triton X-100**
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AT muﬁizq‘lu final lot product specification

As29kIu Awfiseylu final lot product specification
laivaunin 0.5 ml

Positive for all annually strains that recommended by WHO
The lower confidence limit not less than 12 pg /dose

(80% Label claim) in each strain

A% AuFiszylu final ot product specification

NI muﬁ‘szq’[u final bulk product specification
ATIVAUY m’mﬁisqlu final bulk product specification
NI mmﬁfszu’lu final bulk 3@ final lot product specification
m329sU Mutszylu final bulk product specification
#5796 szl final bulk w3e final Lot product specification
msIwiy muftszylu final bulk product specification

AT muﬁaw’iu final bulk product specification

AT mnﬁszq’iu final bulk #38 bulk product specification

* nsalladlensia Tu final Lot Faadlnisesialy final bulk

* nIfllunssuunINERNanT detergent dufililldsenisil awnsowanamansiv. eiansiulneiinansiasin
aufiszylu final bulk product specification %38 bulk product specification
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Qmé’nuwzmmzﬂae Adsorbed Diphtheria, Tetanus, Acellular Pertussis, Inactivated Poliomyelitis,
Hepatitis B (rDNA) and Haemophillus Type B conjugated vaccine (DTaP-IPV-HBV+Hib)

1. iam Adsorbed Diphtheria,Tetanus, Acellular Pertussis, Inactivated Poliomyelitis, Hepatitis B (rDNA)
and Haemophillus Type B conjugated vaccine (DTaP-IPV-HBV+Hib)

2. gueiEal

uuu / wuuil 1 Buteduriiauen Haemophillus Type B conjugated vaccine
duvsznay Tu 1 gausznaume

) J’ v al v v a o
doufl 1 sunuszneuUnAN@edmiudn ussylunsuandanioudmivdn (pre-filled syringe ) vum 0.5 ml

) ) & v a v o w a
dwi 2 wesenndedvndmivdaussyluriaumdmiuusigenda (type | glass)
o T | , v v v v a v
Weagmenai 1 uazdud 2 Wheiuud axldmsazatsuriunznouuiugs 0.5 ml Usznaulume
- Diphtheria toxoid 230 IU

- Tetanus toxoid 240 IU
- Bordetella pertussis antigens
(toxoid 25 mcg, filamentous haemagglutinin (FHA) 25 mcg and Pertactin (PRN) 8 mcg)
- Inactivated poliomyelitis virus type 1 40 D-antigen unit
- Inactivated poliomyelitis virus type 2 8 D-antigen unit
- Inactivated poliomyelitis virus type 3 32 D-antigen unit
- HBs antigen 10 mcg
- Haemophilus influenzae type B polysaccharide conjugated with tetanus protein 10 mcg

o v a a . o -
wuuil 2 Wuirduriingau Haemophillus Type B conjugated vaccine
gUURENBUAYIYY Unanidedmsuin ussylunszuandawioudmiuia (pre-filled syringe ) ¥u1d 0.5 ml

Usznaulume
Diphtheria toxoid 220 U
- Tetanus toxoid 240 U
- Bordetella pertussis antigens toxoid 25 mcg,

filamentous haemagglutinin (FHA) 25 mcg

2 Inactivated poliomyelitis virus type 1 40 D-antigen unit
- Inactivated poliomyelitis virus type 2~ 8 D-antigen unit
- Inactivated poliomyelitis virus type 3 32 D-antigen unit
- HBs antigen 10 mcg
- Haemophilus influenzae type B 12 mcg

polysaccharide (Polyribosylribitol

phosphate)

conjugated with tetanus protein 22-36 mcg
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Final lot product/Filled product

Identification

1. Diphtheria toxoid ATIINY

2. Tetanus toxoid MIIINY

3. Pertussis component AIINY

4.  Poliomyelitis virus type 1 FFIINY

5. Poliomyelitis virus type 2 AFIAINY

6.  Poliomyelitis virus type 3 TN

7.  Hepatitis B antigen ATIAINY

8. Haemophillus antigen MTIANY

Assay .

1. Diptheria component potency ~ 539K1U mmﬁssq‘lu Final lot product/Filled product specification
2. Tetanus component potency AN mu’ﬁszu‘lu Final lot product/Filled product specification
3. Pertussis component potency  #333NU mmﬁ%xq‘lu Final lot product/Filled product specification
4. Poliomyelitis component aTIaEy Aufiseyly Final lot product/Filled product specification

potency (D-antigen content)

5. Hepatitis B antigen component  psqasiu anufiseylu Final lot product/Filled product specification
6. Haemophillus component A529RU AuAszyly Final lot product/Filled product specification
potency
(non- adsorbed PRP and
7. Exactable volume AIIINY muﬁis‘tﬂu Final lot product/Filled product specification
pH AT muﬁsz‘tﬂ.u Final lot product/Filleu product specification
Aluminium AU Awfiszylu Final Lot product/Filled product specification
10.  Sterility test A7 AuTisElu Final lot product/Filled product specification
11. Endotoxin A529Eu Aufsyylu Final lot product/Filled product specification
12.  Pyrogen test AT muﬁizu’lu Final lot product/Filled product specification

wnewes, 1. mMsiesed potency mnlailévinnisliasesilu Final lot product/Filled product
Foauanansiaseilu final bulk product uazasivsulasiiduusznavvasinfuusazyiin
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Yavinduvia primary vaccination wag booster vaccination iwmmmnizﬁu antibodies = seroprotection/seroconversion
rates
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ARANYUZLANIZYDY Varicella Vaccine (Live-attenuated)

1. ﬂﬂm Varicella Vaccine (Live-attenuated)

)

2.
JUuuY {Husautis (tyophilized) #um ymniufiseanvies slaunenndonmiauivhazarseie
Unnidedmiudn Usinms 0.5 faddns dwsudadldiom
dwvsvnou W 1 9@ Uszneude waeussqeirfusasdnarvaneusrnide udasTia (0.5 faddns)
v 4 o @ 5 a0 f v ) ; " v i
Usenaude Wedandlaaneiug OKA fivihligausiad (lived attenuated) litfeyndt 1,350 PFU
MIULUTIY TN 2 du AB vInsewasiY ALY ussglunruzendnusiannide
HATH - vuusTYel vy Been duvssnaudendifyuazanuuse Tunda Tudueny Laviindn
awvzileusinsuen Lagndnny '
- yumurusseEeiedessrytesmiednusznoudmendidy s Tudueny iinda
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3. quauidnamaiia nanmsamviesisinaunwmlulunuseasiBendua Sslsaamezisudedinnuamsnssuns
2IMNTUATLT ATINTNATITUAY
(neindu)
1. Identification a5k muAseylu finished product specification
2. Infectivity titration ATIWU muﬁwq‘tu finished product specification
3. Sterility test a5y Aufiseylu finished product specification
. ; o , I
4. Moisture AU muAsEylu finished product specification
' <l . i ¢
5. pH MU mumz\ﬂ.u finished product specification
6. Bovine serum albumin ns1asu Muisylu finished product specification
(Aavhazane)
1. Acidity or alkalinity As29H 1Y AuTsyyLu finished product specification
2. Ammonium Tifiu 0.6 ppm
3. Bacterial endotoxin Tadvfiu 0.25 EU/ml
. . ' = i 3 1
4.  Calcium and magnesium ATITHIU mums‘lﬂ.u finished product specification
5. Chloride (ppm) LAy 0.5 ppm
6.  Conductivity Taiifiu 25 micro S/cm
. . X i
7.  Deliverable volume MTIINU mum:tﬂu Final lot product/ final bulk product specification
8. Nitrate as29R 1 AuTiszylu finished product specification
9.  Particulate Matter
>10 pum Lifiu 6,000 particulate/vial
>25 um lailfiu 600  particulate/vial
10. Sterility test AsaR1U MUyl finished product specification
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AuAnwuzianIzYaseuIndiusnriaiulsinuy

g1uNIATUTUTIATUUTEN Y

Huemindon vliasusemnu

luasavanotBuoms 1 ml Ussneuseshevisniiu esnties 9 ¥dn deil

Vitamin A 2,000 I.U. Vitamin D3 400 L.U. Vitamin C 40 mg. Vitamin B1 2.0 mg.

Vitamin B2 2.0 mg., Vitamin B6 1.8 mg. Nicotinamide 15 mg. Dexpanthenol 3.5 mg.

Vitamin B12 5.0 mcg

usslumndv auin 15 faddns Sihdnatn wieuvaesgaeniifiuiunsiadaeu Uasndbuas

wiuean ussylundaanseay Uasiuuaa

- vuusTRet sey Joun dnnlssnaudendruazanuuse Tundn Sunuaeny WG
Uitninanuasiaunziloudiuen Hegredanu

- UUALEUTTYEneEREdBITEY Tee1/Aemsdn dauusznaushendnfty Amuse Yuiludn vl
WA Sudueny Ty

- nadilsiannsafuiigamaivies Wddernuudufougumgiidmiufuinmenlufidusaysey
gumgiiuuzhlumsifuinwuuussyiusiuas/mianimueuss

aqusuiimenada wanismsadiasziaunimduluamm finished product specification waz drug substance
specification AT wazdead1eans Falsaaneidoured innuanenITIMIDMNIUATET NTENTNETEITNAY

1. Identification test AIIY muﬁiquu finished product specification
2. BSunauendndigy

Thiamine HCI 90.0-150.0 % LA of Thiamine HCI

Ribofalvin 90.0-150.0 % LA of Ribofalvin

Ascorbic Acid 90.0-150.0 % LA of Ascorbic Acid

Pyridoxine HCI 90.0-150.0 % LA of Pyridoxine HCI

Nicotinamide 90.0-150.0 % LA of Nicotinamide

Dexpanthenol 90.0-150.0 % LA of Dexpanthenol

Cyanocobalamin 90.0-150.0 % LA of Cyanocobalamin

Vitamin A 90.0-165.0 % LA of Vitamin A

Vitamin D3

3. pH

4. Microbial Test

90.0-165.0 % % LA of Vitamin D3
30-40
A5 MUTTEYU finished product specification

' v -,
CoeR  grrvivony Rrns_ mamsl

wmdngainaiey A3ane wndwnswidned arsedovny undunsvdjadiuens Assuyial

(Usgsrunsiunig)

(n3sung) (ngsuNn13)



15 funAu 2567 gUTIMEUTINTEATUUTENUY Wi 2/2

a. Faulvdu
fiauenndeatiudiunnmeneienans wisuasmeiledousenenanslaediisune swanduadil
4.1. nansmslisueygntunyleusugitesmingluysemalng wazdiuas (declare) undndn
4.1.1. Tudhdynistuneideusiuen WWun vne.2 ne.3 ne.a wie 8.2 whudnsdl
0.12. TuAmetumzdeuiiuen ve.1 wie 0.1 weuswasiBeavhtonsemunuaumwawdndusimuiitunado (inished
product specification) uaztanvuaAnAMYBIRGAY (drug substance specification) nicﬁﬁaejszwmmsmﬁauuﬂm
uAluiuduasssiuuienarsmsvendla (8.5) iwdau finished product specification uag/w3a drug substance
specification
4.2, 1NaTFUTBMIATFIUNTHAREN
Q’wa‘mﬁmﬁLaﬂm‘ﬁ’maammyumwﬁmaWnwé’nanﬁuaﬁ%'msﬁ‘ﬁ[umwﬁmm PIC/S (Pharmaceutical Inspection Co-
operation Scheme) luminagnilausne Tasmneau PIC/S participating authorities atiua1ganusaumsnsiapulaeiinans
fuseadriulszmalsemasiedidnnsedng
4.3, LONANIAUAMYBITALRTIAN
431, nannTieTsiRuAMRARSYe1dagUresHaR (certificate of analysis of finished product) Tugnfuitdadu
PLLAN
432, wanINTIIRTIRiRunwingAuveiiedfg) (certificate of analysis of drug substance) Alunsudneuiidady
FataiaasuAneuasinAnTagAy
433, enasvievdngududuanudiniussewheiunsndavesingiuvasiiend ey (drug substance) 9o 4.3.2 fuguntanéin
voadnSsiedn3agy (finished product) 9o 4.3.1
434, wansAnw long term stability maeatvanguasenitunsloulifudinnusnzassumsemsuazen nssnT
anTTUY
4.4. Frathaen flauesien fosdwhegnenetiaios 2 mheussyiug Fadusuruuansneazoaldasuiounud
fmunluhdenuauiRvh gy
4.5. nMsUseiunmuameniiduey
4.5.1. wiiidsweusesdiongldlalitosndt 12 Wewluaniuduey
452, ymnaInTidwey wfesddnnmaelufuTemanm AT Tie s uidwey
453. nidifmbersmahniduieteiidmeuiiedmsvinssiguan mherwnsasimnidesesededi laugiaue
s'm'r(r;‘q"ma)asﬁa\teiw'lLﬁuﬁnmm’wmuﬁwﬁw'mnﬁa'qmwfiLﬂﬂsﬁuamﬂug’%’uﬁmauﬁﬂ?ﬁﬁ'ﬁiﬂﬂﬁzﬁmﬁaq’mmimw
Trsevinun nsditnuielidulumugudnvuzians mismmsveanudvilisuinsannisiauesAigiing
voIiaueIA(§ne) war/vieuanluadasoly
45.4. Gavesm(due)siesiudsudleslndumney viadlaiiansidananmeusznnsla deurvua
TaglsilTeuly
4.6. fauesm ({ue) Busenlienidndyqrieunsuimun foid
4.6.1. mtﬁwamseﬁummﬁmwﬁmﬁ TnenswineneamsnisunmeviaviasujiRnsiildnasgu ISO/IEC17025 Ha
maniereilidulumunesputeimuslulssnmalsznmasmdidnnsetnd
4.6.2. ﬂiﬂuﬁmﬁmﬁawﬁﬂﬁqﬂﬁunLﬁuﬁumnﬁ'awmm‘lmaé’wﬁ‘nmuﬂmsﬂﬁumﬁmmmazm lutranaesdygnee
dove
463, ndwulgmasnmnasdnsusieivesdmanoussavirauasauasadusediaslazuem
4.7. mhewnsveanudnslisuRnasdndusioiiusziignifeniuiulaediinnuensnssunisemnsuazen Tussszom 19
fouulssmaszmanmdidenseind uuafraniddidunsudlodgmammunndasiignidsnifuiuduiouiesudade
dANUANENTINNTTOMISLAZEN
48 FuedssreliuansIAa yneRINTIIMIRANS U IR USYnAdas fvuaTainaieen wagliimuananansend
\aueld vide fUszmedes VB mdnuwiend uarldresesmadiaauasniiauall wamfmusnmnanmSenisreses
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AMANYULIANIZYD81 Montelukast 10 mg tablet

1. 3281 Montelukast 10 mg tablet

2, ua.'a]l

Jusuy Duediaeioulidu (Film-coated tablet) ¥ilnfuuseniu

dwuseneu lu 1 Wiausgnaume fe1 Montelukast sodium Lfisuiviniu Montelukast 10 mg
NYULUTTY UsTluwnalnaiin Yasiuuas Hoatunuiiu warussyfasitoatuuas

281N - Tl sey e dulssneumieddtuazanuuss Tudn fununeny

wuiinde wanezdeusisue egedaau
- vuwsluusiazidln sgaipesiassyy Yeu/Aen1sdn diudsznaudiedfty mnuuse
Funuaeny Titaau

3. qmﬁﬂmlmsmm NANIINIIAIAGIE Mﬂmmmﬂulﬂmu finished product specification as drug
substance specuﬁcatlon wmammnma'umsuauummnu ﬂuﬂmmmLuaumamum'\uﬂmuniiumimmiuaasm
NFENTWATIUEY

Finished luct ificati
1. Identification test NI muﬁssq‘lu finished product specification
2. Usunausendrdey 92.5-107.5% labeled amount of Montelukast
3. Content uniformity AU muﬁisq’lu finished product specification
4. Dissolution uanmanIsazatsvasise1litasndt 80 % (Q vosUTurmienfiuds
meluiaa 20 ui
5. Water content* AT muﬁssq’lu finished product specification
6. Related compound
- Sulfoxide Tadwnnin 2.0%
- Monteleukast ketone lalwnnnan 0.2%
- Cis-isomer Tadnnnan 0.2%
- Maximum single impurity laisnann 0.2%
- Total impurities laiwnnna1 3.0%
7. Microbial limits test AU muﬁizﬁl‘u finished product specification

* J1As1291 water content w38 moisture 1u finished product specification #38lu drug substance specification
atitpgag1lnag1mila

Q/ Eonia _ Grsuwad! frnns_ @ySagsnl

G o G G el /
uwwumqunmw:u & qvm wndsnvdedyed onsetuyigy LNFUNININULINT mau\;sai
(Usgsunssunis) (AF5UMS) (Gratlanr))
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Tl n

1. Assay 98.0-102.0% labeled amount of Montelukast (anhydrous basis)
2, Identification ATIU muﬁ'ixu’lu Drug substance specification
3. Sulfoxide impurity (C) launnan 0.2%

4. Cis-isomer (G) Tawnnan 0.15%

5. Michael Adducts 182 Lainndt 0.15%

6.  Methyl ketone impurity (F) lalannnin 0.15%

7. Methylstyrene impurity (B) laiannnan 0.3%

8.  Any other individual impurity lasnnain 0.10%

9.  Total impurities laiynnan 0.6%

10.  Water * lalsnnndn 4 %

11.  Enantiomeric purity S-Enantiomeric 1sitfiu 0.2%

12.  Residual solvents** Methanol laiynnnan 3000 ppm

Toluene Liiunnna1 890 ppm

QU

* 31p31e94 water content ¥38 moisture T finished product specification #38lu drug substance specification
ataawetnslaganiia

** imit of Residual solvents Wulumy ICH Q3C(R6) $aiaUSuauans Carcinogen, Hazard, Toxic class & Class Il
ns6l Residual solvents [HuasBuNFANLUUBNANTTUD

4. Jaulvdy
fauenmdoiudunnmdienans wienawmneiledeiusenenansiaediisna swandoadal
4.1, wnansmslisueugniunsdeuinsusuios g lulssmelng uazduns (declare) uvdandn
a.1.1. luddymstunsidousiuen Tun ve.2 ve.3 ne.4 vie 6.2 ududnsdl
4.1.2. Wwiedunfowihiuen ve.1 vie 0.1 wienswanduadensmunuammwiadnfausimuidy
ne1U vy (finished product specification) was ¥ NMMUARA MAINYBIT AN A U (drug substance
specification) nsdifiegsvmrinansiudsunasudlufiunduarsouuuienasmsvendly (2.5) uniou
finished product specification waw/138 drug substance specification
4.2. LONANTTUTDWINTFIUN TNENEN
frandasdienansiusesnnsgumsHaRg AN asikaz IS NsTiRlunsHanen PIC/S (Pharmaceutical
Inspection Co-operation Scheme) Tunnaefiauens tnemieny PIC/S participating authorities aUu
aaamusaumsavsdeulasiinanisiusesdeiulsrnaussmnnmddinnseling
4.3 lonaNsARINMYBITAuE AN
4.3.1. WaMINTIIATIRRUANARSuYiBdNSIgUeHEN (certificate of analysis of finished product)
Tusnjuildadusedng
4.3.2. NaMINTIVIATIEANAWIngAUTRWIENERTY (certificate of analysis of drug substance) aluns
wanenguitduiudeguiesdneuasindningiu
4.3.3. enansvisevanguBuduanuduiusseniniunisndnvesingivessaendrdiy (drug substance) Uo
4.3.2 Augunssdnvaadnsasiondnsagy (finished product) fe 4.3.1
4.3.4. wamsfinw long term stability AreAt e gvasefitunsieulitudinnuamenssumse LAz
81 NIENTNATITUY
435 wuukamsfinw stability vdsinudadineeiuiiaamadl 230°C fuansnannsovinudadinguay
Whedndyethaies 48 Hala

wwndndaindlitey a5ama wndnsndednyed o1seduuey wdnsvdaiuenns asauysal
(Usgs1unssunnsg) (N351N"9) (ns3un19)
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44. fretheen  fauemim Fesawiegeeegnaien 2 mieussyfost JudufunuanioazBesldnsudu

muiifvusludenmatiniluinegu

4.5. myUszAuamAMeTidenay

4.5.1. pnidweudeslongldlalidesndn 18 wWiou Wuantudweu

4.5.2. yWnuRTidwey wdesdsdunnmeeluiusemamsarsinssiniuiiduey

453 nsdlmhenemainsduieguniidmeuitedmnalianeinunm mhessmszimiideiee
fets Ineflauesian ({uepsdesdiniudnnudwuiimiesensdinsalinssivasdy
waumm%aum’lmwmnmaﬂumimunmiw siaaunm nsdfimuirelidulunuaudnuuziane
wmaiwmsmaanuawﬂmuwa'ﬁzmmsmuaswmmmﬂawwawLauawn(mw) war/m3eruanlunss
sl

4.5.4. fiauena(ensdoaiudsusilenlndvuneny viadlaiinnisdenanimiiusznislag feu
favua TaglisliTeuly

4.6. fauesim (e) Buvaubivnidindyg risunsuimua 4 o

4.6.1. nsdlnamsduATITITIEiend lnensuinemandnisumduiedesufURmsnidumsgiu ISO/EC
17025 wamimﬂmm%ﬁlwLﬂulﬂmummg’mmamwum‘lumun'\ﬂﬂsxfmmm

4.6.2. nsdiansusismiatgnFoniviunnvesmaialasdiinnuaaenssunisenniuaze Lt
maaﬁtyzywz%a%ma

4.6.3. nszﬁwuf]symﬂzumwmnmamﬁm%mﬁﬁmaﬁ'aNasﬂ'aﬂszﬁw%nauasﬂfawuﬂaaﬂﬁm\'aéﬂwﬁ‘lﬁ%’um

4.7, mheswnsveanudns Wifunsumdniurieivss iignSeniuAulnedninnuamznssnise msuas
oluszeza 1 ’i'lriauﬁ'uﬂsvmmﬂsummwmﬁL?iﬂwiaﬁﬂéﬁul,m'ﬁwﬁmlﬁﬁwLﬁummf'ﬂm{]mmﬂ'a'munws‘m*?i
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AMANWUZIANIZYBT Tacrolimus 0.1% ointment, 10 gram/tube

1. igm Tacrolimus 0.1% ointment , 10 g /tube

2. pusuivly

suuy gRsdvIoRNWEBIaU (ointment) dwSuldmaneuen
dulsenau Tuslasiya oswmun 0.1% Usuia 1 ndu Usenaumesemlasdya 1 Jadniy
Tugumlasdyalululawsy
NYULUTTY vssqagluvaenailiug Undneqninde) [Welnald vuiussy 10 nu
287N - vuussYusisey Teen dudszneumenddyuaranuuss Tunda Tumuney wannan
vz dousisuenlisgnadnau
- uumruzUTIYeteiaedetsrylien druusrneumiedifyuaseuuse LYinan
Juduongliogadaau
guauiAmanada wan1smsrnliesizinunimduluai finished product spedification Auswazdsat1sa Fal

ANz auRedINUANENTTINTEIMITUAYEY NTENTNATITUEY

1. Identification AT2H1Y Mafiseylu finished product specification
2. Ysnieddy 90.0 - 110.0 % of label claim

Homogeneity

Mean 90.0-110.0%

Individual 85.0-115.0%

Consistency 180-290

Related Substance
Identified Single Peaks

XV laiwnndn 2.5%
Other Taiunnnin 1.0%
Unidentified Single Peak luiunnan 0.6%
Total laiynnd 5.0%
6. Microbial Limits
Total Aerobic Microbial Count 102 cfu/g
Total Combined Yeasts and Molds Count 102 cfu/g
- Escherichia coli Absent
- Pseudomonas aeruginosa Absent
- Staphylococcus aureus Absent
uwnEndunindidy  Haed wndunsufeyed onseduyia wndgnsudjaiueing asauysal
(Usgmunsiung) (nssunns) (n§5uN"3)
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a.dauludy
fauanmosiuduunnmansienans wiouasaeiledesuseaenanslnediisuns TwaviBuadsil
4.1. mnmsmﬂﬁ%’uauzywﬁwzLﬁauﬁw%'uwﬁaﬁmﬂw'luﬂsswmlwa wazdwan (declare) unaandn
a.1.1. luddymstunsdeussue Wud ve.2 ne3 ne.d wie 8.2 ududnsd
4.1.2. Wimetumaioumiue ve.1 wie 0.1 niaureandundonsmunuaunmvamdntusimuitunsdey (finished
product specification) uazvafvunnunwuasingau (drug substance specification) nitﬁﬁagﬁzijmiLﬂﬁauuﬂamfﬂ,‘u
uRasfsuuuenatsn1svauily (8.5) uwdes finished product specification waz/v3e drug substance specification
4.2, WNANITUTBANATTIUNTHERYN
frdndasionansiuseunaspunisnangmimaninasinaz8nsiirlunisudne PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tumnagiiauane Tasminss PIC/S participating authorities atuagamuseunsasivaaulneiinans
fusesdiviulssmeuszmasmdidnnseiind
4.3, (ONANTANIN TR TIAUBTIAN
43.1. WANIATIVNATIY wﬂmmwwammmmmLiaiﬂmaamwam (certificate of analysis of finished product) “lumiuwauflumamq
432. wanmnsRleTeiRunwingauvesienddty (certificate of analysis of drug substance) m‘z’ﬂummammqwauﬂu
et iwesidneuasindaiagiy
433, enavievdngududunruduiudsarinsqunisidnvesingivvesiiend ity (drug substance) e 4.3.2 Augumsninves
wansaueigndniagu (finished product) 1@ 4.3.1
434. wansfine long term stability AaeAt e YTBNETTUNm sl ITUdinnuANEnTTIN e IUATEN NTENTINENSITAIAY
4.4, fheghaen flauean Fesdeoagagnalion 2 mhursyinst fudusumuanieazBealiasudumad
Aualuidosmaudi@rmludhediu
4.5. MsUseAuRuAMETidewoy
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