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37871190 1 Adenosine 6 mg/2 mL injection
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1.80n  Adenosine 6 mg/2 mL injection

2. amansianall

2.1 3w DussazeUnenndels swmiviadinaanidand

2.2 gwsznay dsznaudlualen Adenosine 3 mg/mL ludSunas 2 mL

232weusTy  ussgluauiaainida Type 1
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3. amdNiANWINALA

Nami@li’aiﬁmi’l:ﬁ‘qmn’mtﬂuvlﬂmu Finished product specification W8z Drug substance specification 7
Q/ = s o hod as = a A L2 1 o a \’: Al
dafimnindadisuadiidorii ssldanzdoudadninnuanenssunsemiuazen nznTemssmgy Yok
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3.1 Finish product specification")

AndNIANINARA USP 38
1. USinmenandnmy 90.0 - 110.0% of the L.A. of Adenosine
2. Identification ATIU
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATITHU

- 9uN@ 2 10 pm LitAiu 6,000/container

- 2u1@ > 25 pm laitfiu 600/container

6. Chromatographic purity - Any individual impurity : NMT 1.0%

- Total impurities : NMT 1.5% |
7. Sterility AT |
8. Volume in container AT

(CRAT2) IS SN 2= ol Usemuamenssunig
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3.2 Drug substance specification : Adenosine o

AmsENIaMImaia USP 38
1. USanmudnendagy 98.0 - 102.0% of Adenosine (Calculated on the dried basis)
2. identification AU
3. Specific rotation -68.0° to _72,0°
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities - Guanosine : NMT 0.1%

- Inosine : NMT 0.1%

- Uridine : NMT 0.1%

- Adenine : NMT 0.2%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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22 nsdiiueningrenawysana HuiadasiiienasiLsesnasgumsniaenamananinmsiuas
3"Eﬂ'm71'ﬁ1umsw§mm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taswiasnu
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3.1 NAMIATIAATIERA I HHE AT endusagiivasinia (Certification of analysis of Finished product) T
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5181151 2 Amiodarone HCI 150 mg Injection
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1. Zag Amiodarone HCI 150 mg Injection

2. amaianal

2.1 3wy WumsazaeUnennds la smiudatmasaiiand

2.2 swlwenay  Usznaudandaen Amiodarone HCI 50 mg/mL TuwdSanes 3 mL
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3. AMENLHNIa®A

Namsmw"?mﬁ"ﬁﬂmmmﬂu'lﬂmu Finished product specification 1z Drug substance speciﬂcation 171"
dednindadsuatiudeany Soldeanadoudasiinmuamenssanisamisuas e NIENTNETIIHGY it
Lnaﬁmsuw'l"nmaawauﬂuauuwmmJmea‘lmn'nmmmummmsul@msumm a1 sEMANTENT
TSN 309 FUMTIN WA.2556 83T 11 LumEU W.A.2556 (aaﬂsvmﬂluﬁ'mmumnmmﬂ 10 figuwieu
2556) nsmvl.umzmm'flmunumzlwm’uaoﬂmvnﬁumsﬁsmmwmm

3.1 Finish product speclﬁcatlon

o awEmniEmanaia gt E BP 2013

1. ﬂ?mmﬁﬁmﬁﬁﬁm 95.0 - 105.0% of the L.A of Amiodarone HCI
2. Identification ATIIN
3. Color of solution ATITHW
4. lodides NMT 500 ppm
5. pH m’:im"mmuﬁsxq'lu Finished product speéiﬁcation
6. Particulate contamination ATIWHU

- 2W1@ > 10 pm l4An 6,000/container

- U@ 2 25 um LitAiu 600/container
7. Sterility ATINIU
8. Bacterial endotoxins mwﬁhumuﬁixq‘lu Finished product specification
9. Volume extractable m’ai]mumuﬁiquu Finished product specification
10. Related substances - 2-butyl-3-(4-hydroxy-3,5-di-iodobenzofuran : NMT 1.6%

- Any other secondary spot : NMT 0.5%
@ wlezsasl Tnuaenaas)

X2 WU S nIIuNs 3 NYTUM3

Wizl yainm) (WWRNTT mgyaudand)
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3.2 Drug substance specification : Amiodarone Hydrochloride"’

amauiannaia BP 2013 :
1. ﬂ?mmﬁmz%’wﬁ'ry 98.5 - 101.0% of Amiodarone HCI (Calculated on the dried basis) ‘
2. Identification AT
3. Appearance of solution ATINIU
4. pH 32-38
5. Related substances By Liquid chromatography

- Impurities A,B,C,D,E,F,G : for each impurity, NMT 0.2%
- unspecified impurities : for each impurity, NMT 0.10%
- total impurities : NMT 0.5%

By Thin-layer chromatography
- Impurity H : NMT 0.02%

6. lodides NMT 150 ppm
7. Heavy metals NMT 20 ppm.
8. Loss on drying NMT 0.5%
9. Sulfated ash NMT 0.1%
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3.2 Namsm’smLﬂﬂmamm‘wwmﬂuma\‘immmﬂ"‘m (Certification of analysis of Drug substance) m"ﬂu
mswammsuwmnﬂumamommaawwammuwwwam@m@u
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79 3.2 nmumswawawamnmmmmmsﬂ (Finished product) %ia 3.1

3.4 lunsdidunsdougnanannnii 2 & daviidnunnmwerenansfine Long term stability anafids
Wandulunafouanuses LLa~"l@sun1saou1mmmLanmsmnwummwaamnm

3.5 lunsdidunsidouenantasndi 2 9 wdasl Wi ananIAnIIAMNAITITEIN AR
wandulunadouenanusas LLa:‘lmumsaommmaoLanmsmngua‘hmwaou’%wﬂ

3.6 LANATUFAIAMINAITIVRILNMENINT 2T T TmINzaNa ATt nuda e Ielun it
ﬁ‘lﬁﬁ'u;jﬂ’m LLa:@TaaLLamﬂmanﬁm%ma@ﬂﬁaan”uiaga’lmanmsﬁwn”um
4. @7ag198n

4.1 disuanan dassdnatnaenagnaes 3 Wiy T Fadudaunuuansroacidseldasudou
mmmvxu@lummaﬂmauumm'lﬂmmu
5. msﬂsmm;mmwmnaauau (wdastanaIIN1ITuL W)

5.1 mﬁz«iwauﬁaaﬁmﬂl‘ﬁ"'lm"l.&iﬁfaﬂn'h 1 9 duaniugdeney

5.2 ﬂ'mnmwnmuau frmaammmewmU‘Lusmaowamsmammmmmsumwau

5.3 nsmwmmwmsmmsaumamammwamwammamms%mmmw wihgTNIITyniide

So9vad8814 Tﬂmmnmvmaammquanmummuﬂwmuswmsamnmmﬁ sfiuszflugivfaney
ml’zmzjmnmmaalumsmammﬁwmmmw nsmnwmwﬂmﬂu'lﬂmuﬂmanwm,mwm WHILTTNITV
aomémﬁvlmuwmsmmsmuaﬁmmmnmwaa mnmmdmawna@‘luﬂswaw

54 tjaneazd RSTR Uummam‘lnamﬂmq wiaul am@msmauamwmﬂﬂsznﬁ'l@6] rousmualagliddanly
6. flanayen (fue) Busaanlianidndyginanasumvue aoit

6.1 ns:ﬁwamszg'uma'«ﬁlm'::ﬁmﬁmnﬂm%mmam‘mmwwzﬂmﬁuvlﬂmummgnmi”aﬁmuﬂ

6.2 NITNAAL U mﬁ@ﬁgnﬁumﬁuﬁumnﬁ ssamnalasdminnuanznIsimIasLazen lugsaes
fynazdeszang

6.3 nsrﬁwuﬁ”tqummwmnNﬁmﬁwﬁﬁa'ma'\maviaﬂs:ﬁw%waLLa::mwﬂaaﬂﬁwiacgﬂmﬁvld'{um
7. m‘nmwmwaaaauﬁw%ﬁﬁ%’uﬁmsmwﬁmﬁmﬁmﬁﬁﬂs:fﬁgnL‘%‘UnLﬁuﬁuT@Uﬁﬂﬁfmmﬂmzmsums
awisuazenluszozion 1 Jrewiudszmeadsznianadidnnseding

wangme - 898990

1 = British Pharmacopoeia 2013

nITuNII

(w33l Yassin) (WHEMIWES ngawda)

nﬁ'}ﬁSlﬂum'sﬁz-qaﬁBoelzsso



swauﬁﬂﬁqmﬁ'ﬂvm:mwwtmuﬁ'lmanm‘smi’{fﬁ%anﬁﬁmﬁm
1@z BO6 /2560
318115 3 Amlodipine (besilate) 5 mg + Valsartan 160 mg tablet
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1. Haen Amlodipine (besilate) 5 mg + Valsartan 160 mg tablet

2. amantianaly
2.1 31w Wueude dwsusudsenu
22 dwdznay  dsznaudlneaisn Amiodipine besilate ﬁ'augaﬁu Amlodipine 5 mg Uaz
Valsartan 160 mg 14 1 13a
23 mrueusny  usstluuwsagiiflounand wia Blister pack Yesiuarngu
2.4 287N - daen FULIZNBUANF IR YUUITATNLTI TUHAR 'S'uﬁvumq Wafinde ussaunzdon
L aritlig LL&:‘?%’n’mﬁué'nmm'li“aamﬁ'@muuumﬁﬁ'mwf
- U aRinakaad amq%am Fusnaueend N amus fuﬁvumq WeFUTHA®
3. amdatiamamane

3.1 Finish product specification'"?
1. UBanmdaendnngy 90.0 - 110.0 % of the L.A. of Amlodipine
! 90.0 - 110.0 % of the L.A. of Valsartan
2. ldentification test ﬂi’mmuﬂ’mﬁizylu Finished product specification
3. Dissolution m?ﬂmue\mﬁiszq‘lu Finished product specification
4, Uniformity of dosage units ATIINIW
5. Impurity / Related substance m’nﬁm’mﬂ’mﬁﬁzqh Finished product specification

3.2 Drug substance specification

3.2.1 Amlodipine Besylate””

AuANaNINARa UsP 38 BP 2013
1. ﬂ?mmﬂv’amé’lﬂuty 97.0 - 102.0% of Amlodipine besylate 97.0 - 102.0% of Amlodipine besylate
(calculated on the anhydrous basis) (anhydrous substance)
2. Identification AU AU
3. Optical rotation -0.10° to +0.10° -0.10° to +0.10°
4. Related substances - Amlodipine impurity A : NMT 0.3% ~ Impurity D: NMT 0.3%
- Total other impurities : NMT 0.3% - Impurity A : NMT 0.15%

- Impurity E,F : for each impurity, NMT 0.15%

- Unspecified impurities : for each impurity,

NMT 0.10%
- Total : NMT 0.8%
5. Water - anhydrous form : NMT 0.5% NMT 0.5%
‘ - hydrated form : NMT 3.1% - 5.0%
6. Sulfated ash - NMT 0.2%
7. Residue on ignition NMT 0.2% -
8. Heavy metals NMT 0.002% 7 -

nITUNIT
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3.2.2 Valsartan™®

. Enantiomeric purity

- Valsartan related compound A : NMT 1.0%

- Impurity A : NMT 1.0%

AMANIANINARA USP 38 BP 2013 ’
1. YTanmedazndngy 98.0 - 102.0% of the L.A. of Valsartan 99.0 - 101.0% of the L.A. of Valsartan
(anhydrous basis) (anhydrous substance)
2. ldentification AU AT
3. Absorbance NMT 0.02 at 420 nm -
4. Water NMT 2.0% NMT 2.0%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm
7
8

. Related compounds

- Valsartan related compound B : NMT 0.2%
- Valsartan related compound C : NMT 0.1%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.3%

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.3%

9. Sulfated ash

NMT 0.1%
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38NN 4 Cilostazol 50 mg tablet
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1.Z981  Cilostazol 50 mg tablet

2. amanianaly

2.1 3upy Wuende & msusuysenu

2.2 dudsznay  Usznaudwdan Cilostazol 50 mg 1 1 e

2.3 MBULVIN mm‘l,ul,l,maamuwwgﬂa %39 blister pack Jaafin LLavmsanmfnﬂaenuum"l@
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3. AMENUANISINALA

Nan’lsm’sﬁﬁmi’lzﬁﬂmmwLﬂuvlﬂm&l Finished product specification a2 Drug substance specification

|

78198 IBMNETEITUATULE A smvlmmmmUumamunmuﬂm.nswmsmmma“m ﬂi“ﬂi?ﬂﬂ"\ﬁ’]imaﬂl

o
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10 &m%’]ﬂ% 2556) nsmvlumﬂum’llwuunu@aﬂwuwaaammssumsﬂum@snmm

3.1 Finish product specification )

AnaNdANInaiia | Japanese Pharmacopoeia 16 edition USP 38
1. USanouan gNEATY 95.0 - 105.0% of the L.A. of Cilostazol | 90.0 - 110.0% of the L.A. of Cilostazol
2. Identification ATV ATIWU
3. Uniformity of dosage units | #5736 % ATITHU
4, Dissolution dasusainisazatelidaunda | Test 1: davazanslitasnin 80%(Q)
70%(Q) mMolu 60 wn mulu 60 i
Test 2 : davazanslivasnit 75%(Q)
molu 30 win
Test 3 : dasazanalivasnin 70%(Q)
mulu 60 wf

Use A S NIINANT

d |
[GER) NN S USRI DA NIIUNS
(Wi YaInT) (WNEMNTT ngyawianl)
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3.2 Drug substance specification "

Amantananaia Japanese Pharmacopeia 16 edition USP 38
1. ﬂ?mm@'ﬁmé'ﬁty 98.5 - 101.5% of Cilostazol 98.0 - 102.0% of Cilostazol
(calculated on the dried basis)
2. Identification AT AT
3. Melting point 158 - 162°C -
4. Related substances ATITHN - Cilostazol related compound A,B,C

: for each impurity, NMT 0.1%
- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 0.4%

5. Loss on drying NMT 0.1% (1 gm, 105°, 2 hours) NMT 0.3% (110°C, 3 hours)
6. Residue on ignition NMT 0.1% NMT 0.1%

7. Heavy metals NMT 10 ppm NMT 0.001%

8. Chloride - NMT 0.018%

o at % o . a o] a a e 2
W&nﬂl"q - ﬂ?tﬁ”ﬁ]ﬂﬂ:lﬂ SULIINTIIIW (waive) MIATIIRDLY Lﬂﬂ:ﬁi’l Uﬂ']ﬂsﬂ .IM ﬂ%uﬁﬂﬂLanm?ﬂﬂﬂﬁ"luﬂﬂﬂﬂ'}')mﬂﬁua%ﬁaﬂﬁﬂ
- Drug substance specification Ra1vananlyd Lﬂﬂ:ﬁ%m%ﬂﬁﬂ drug substance #38lU3LATEY drug substance a4
w a s as o 44 o a o~ 9 dg
Ewaﬁﬂqmlﬁazﬂ Q’Jﬂlﬂ%uv“%ﬂ ‘INNn"ﬁ@?’ﬁ]'}Lﬂ?’]:ﬁﬂfunﬂﬁ?mﬂﬂﬂqﬂuﬂ
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1.1.1 lunsdifiduenfindaludsznelng wanois no2
11.2 ’lunsrﬁﬁlﬂumﬂ'wﬁﬂLﬁammﬂwssg nee ne.3
1.1.3 lunsd@ifdusnidrananstseng wanefls no.4
12 ludmedunadouen o 1/0.1 vasniiauanan WiauTLaBaWITaNINLANA MNIBINAAS A
anufidunzideon (finished product specification) LLa:ﬂ’aﬁ’mu@anﬂwmaafﬁqﬁu (drug substance
specification) mﬂﬁag;'szmwn'mﬂﬁ‘Uuuﬂmuﬁ"l.'mﬁmau wABUULBNFTENUWMNEN BN IVauR L (8.5)
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dsznmianandidnnsafing warliiu 2 9 o udeemedszmenadidnnsefing
2. 1aNF@ITUTBINNAIFT WA IHAAL
21 nadifigwaaTuysznalng Kudadasfiionmsiusesnaspumnaanaunaninasiuss38n1fils
MINaa PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewsiaeau PIC/S participating authorities
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DIMNIUBZE NIZNTIIMNTITFY Fmuadulasfaruseansasussriafisurunaninmilusz3imsnaly
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22 nsdifidiugsingreinaosana HNfadasdianaatusesnaspumsnAamenunsninusiuas
"’Jﬁn'ﬁﬁﬁ‘lummﬁﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taewiapau
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3. Lanmmmmwﬂaomﬁtauaﬂm (Fnwinnane)

3.1 Nammmmmﬂ‘“%ﬂmmwwamnmm mmmsﬂmaowwam (Certification of analysis of Finished product) u
msu‘nmﬂumama

3.2 NaNIaT IR W IRgAuva ity (Certification of analyS|s of Drug substance) 11
mswammsumuﬂumamom’uawwamsmmmwammmu

33 Lanmsmwangmauﬂumwawwuﬁszmw?umswamaai’mqﬁwaoﬁﬁmﬁwﬁm (Drug substance)

48 3.2 ﬁ'u;'umswﬁwaawﬁmﬁ‘mﬁmﬁﬁﬁagﬂ (Finished product) T 3.1

3.4 lunsdidunadonnanunnni 2 9 ssdasfidunmmdonansane Long term stability aufidn
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4. Ao819en

4.1 disuanan devssdlatsnatnatas 3 wihusTaiot Fududunuusasnossdaldarudu
muﬁﬁmm‘[uﬁ‘ﬁaqmauﬁ‘ﬁﬁ'ﬂﬂf’wﬁu
5. msﬂ‘szﬁ'uqmmwmﬁaiwau (waavtanaIINIsulznn)

5.1 mﬁz&wam’i’aaﬁmu‘lﬂﬁﬁﬁaam"h 1 9 fuanniusaey

5.2 mﬂmmwmuau avﬂaamml.mmwmﬂ‘l,ususawamsmammﬁmmmmmau

5.3 nsmﬂv\mﬂswmimmsaumamom*‘nmuamwammammsvv\ﬂmmw WL ITNNTITNIIFe

fodvadiatg T,ﬂzm'mmmaoaommwanmummu‘nv\mmwmsaamammsw suazdusudaney
aldieiiuataslunmsaraiiane LAQ AN nmmwmwm"Lmﬂu'lﬂmmmanwmmwm WYTITNMTVE
amuawﬂmuwmsmmﬂauammmmnmwm mnml,awlmawwamluﬂsmavlﬂ

5.4 ;dmmmaosuu}awmmam‘l,nammmq ‘WiEJL&Imﬂﬂﬂ’]ﬂﬁﬂ&lﬁﬂ’]‘ﬂ@’lUﬂizﬂ’lﬂﬂ"] nawnualaslud

Fauly
6. tonasdanludn g |
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1 = Japanese Pharmacopeia 16 edition
2 = The United states Pharmacopeia 38
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801N S Clopidogrel bisulfate 75 mg tablet

aadszmadviaguasesit | 7 glA 2560

1. Bagn Clopidogrel bisulfate 75 mg tablet

2. ansantianaly

2.1 giluyy Wugude dwsusudsznu

2.2 §msznay  Usznaude@isn Clopidogrel bisulfate ﬁ'awgaﬁ'u Clopidogrel 75 mg 1w 1 1@

2.3 MUV Uiiil‘luLLNdaﬁﬁLﬁﬂNwaﬂﬁ %38 blister pack Jagiin

2.4 287N - 5:'1.4”?6?.1’1 IMYTENAUAINEIATYUEZAMULTI TUNEAR 'S'uﬁvumq 10fNGa uaz
wansdoudisuen use3Smsiiusnsnen vL'.i”asiwﬁ'mwuumsQﬁmﬁ

- ULHIEN aU"mﬁaU@Taos:q%aﬂ'm?a%aﬂ’mmsﬁq FINUTZNOULALUUINANNUTIVDILN
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3. AuANUAN AR

Namwsw‘?ms’wﬁﬂmmwLﬂuvlﬂm'm Finished product specification waz Drug substance specification

fig9d FJ\ﬁ]’]ﬂLﬂﬁ‘ﬁﬂ'ﬁUQUULﬂEJ’Jﬂu émvlm%]m!,uUuﬂamummﬂwnﬁwmsmmmmm ﬂi.;ﬂi’Nﬁ']ﬁ’]ifHﬁ‘ﬂ
& X
ﬂd%tﬂﬂ’ﬂ@l’]iﬂﬂl’ﬁaﬁdaﬂﬂENLﬂ%il‘U‘iJYILYIEI‘ULﬂﬁﬂiﬂl%&lﬂ’)’l&ﬂ@liﬁﬁw,ﬂﬁ‘ﬁ@]’]iﬂl@l@l’]iﬂﬂud avdszna

nimswmmsmam Liﬂ\‘i 5~1JGI"IE’]FJ’] W.¢1.2556 anum 11 WWEN8U% N.7.2556 (ﬂ\‘iﬂi“ﬂ’]ﬂl%ﬁ'\‘ﬁﬂﬁ]ﬁﬂ%LUﬂH’]
’J‘WY] 10 unmau 2556) ﬂivaiJL‘Y]EJULY]’]I‘WU%FIU@]aUWW%’Uadﬂm“ﬂ?ﬁ&lﬂ’liﬁﬁ“‘ﬂ’lﬂi’]ﬂ’]U'l

3.1 Finish product specification "

AMANIANIIImMARA - : ~ UsP38
1. USunmuanendaty 90.0 - 110.0% of the L.A. of Clopidogrel
2. Identification AT
3. Dissolution sxanelaiasndn 80%(Q) of the L.A. of Clopidogrel melu
30 Wl
4. Uniformity of dosage units ATINIU
(Weight variation)
5. Related compounds - Clopidogrel related compound A : NMT 1.2%

- Clopidogrel related compound C : NMT 1.5%

- Any other single impurity (excluding Clopidogrel related
compound B) : NMT 0.2%

- Total impurities (excluding Clopidogrel related compound B)
:NMT 2.5%

n3ITuNI

(W3Btl YaITY) (WHFIWET nyandant)
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3.2 Drug substance specification “

amFIANIeImatia ’ ’ , USP38 i
1. PInudrendngy 97.0 - 101.5% of Clopidogrel bisulfate (calculated on the dried basis)
2. Identification ATITW
3. Loss on drying NMT 0.5% (105°C, 2 hours)
4. Residue on ignition NMT 0.1%
5. Related compounds - Clopidogrel related compound A : NMT 0.2%

- First enantiomer of Clopidogre! related compound B : NMT 0.3%
- Clopidogrel related compound C : NMT 1.0%

- Any other impurity : NMT 0.1%

- Total impurities : NMT 0.5%

{ % o . a aed o @ o
nangng - nadtivanaewdsmaiu waive) msamaserSinTeimnensle 1%nuLLﬁmmnmmanpumnmuﬁ'lmuawaé”m
- Drug substance specification v‘imsmmn‘lﬁmﬂ:ﬁmaaéwam drug substance #W381U31ATEY drug substance 183
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1. ﬁummwdwsJLanmsmﬂ@n’%’uagrywi‘fumtﬁﬂu@’ns“uﬂnﬁaéwmaluﬂs:mﬁ'lmﬂ wazduad (declare)
7 RRARD]
1.1 luddymstunzdoudiiuen me.2 ne.s no.4 WEIUANTOA)
1.1.1 luns@fduenfindealutszmelng vanoi ne.2
1.1.2 1unstﬁ17i'|,ﬁum'1ﬁ1|.°ii"1Lﬁammﬂwssg wunaie ne.3
1.1.3 lunsdiidugnihdhanndadsene nanoie ne.4
12 ludmetunadoun e 1/w.1 vasniiauanm wiauneasduewatanInun g NTBINAA AT
muﬁ’fuﬂnﬂﬂu (finished product specification) LLa:ﬁ’aﬁ’muﬂQmmwmao’i‘@qﬁu (drug substance
specification) ns:ﬁﬁaQszmwmnﬂﬁlﬂuuﬂamn”'l.mﬁ'uLau wdsLULlanaIEMNaemMszeuily (0.5)
UWTBY finished product specification uaz/%3a Drug substance specification Tasvautloraniulsene
szmeanedlinnsaiing uszliiin 2 9 o Fudsemeadssnmenasdnnsafing
2. 1INEATIUTAINIATFIRNTHAALN
24 nadfignudaluysanalng Huindasdianansiusaanaspumsniamnanumsninasiusz35nsiaiu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewineau PIC/S participating authorities
w38 Glan@3iusasna s IunIsniaeunanIn Lz B MR e UM N AE VeI UA TN TSNS
DIMNIURZLT NINTHETIIURY duimuedulasfinnussandasussiafisuiunanin mfuaz3nsialy
nInAasn PIC/S lunaiaenfiauaane avuagaawsaunIsaageulaslinanissusasiisiudsznia
dyrnmenadidnnsading
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22 nsnmLﬁuﬂ'm’nmmnm\rﬂszmﬂ Nwam aduLanmﬁmaammmumswaGlmmumnmmm T4
'Jﬁmiﬂﬁlumiwaﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tagwinesu
PIC/S participating authorities auumqo’l aNNTaUMIATIIRaLla mJNamisusaom’mﬂszmﬁﬂ?zmﬂﬂm
alinnsefing wWiaagaseadn ududnsd
3. lilna’l‘iﬂmn’lﬂiladEI"l‘ﬁlaHE)i’lﬂ"l (ﬁ'uwm"mn"m)

3.1 Namsm’aﬁnLﬂﬂ“%ﬂmn'lwwa@mm‘nmmmﬂsﬂ’umwwaﬂ (Certification of analysis of Finished product) 1w u
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