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s1zlmi‘7; 1 Alprostadil 500 mcg injection
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1. famn Alprostadil 500 mcg injection

2. amanianaly
2.1 3w ussazaudnannidels dmiuaa
2.2 dudsznay  Usznaualne@ann Alprostadil 500 meg i 1 274
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3. amaNIANINARA

Nam?m’aﬁﬁmi’}:ﬁqmmwLﬂuvlﬂmu Finished product specification waz Drug substancei specification ‘ﬁ
freBsnnundrdniuatiudoanu Soldennfoudedinnuamenssumsatmsuazen N3ENIRABIIHGY Hait
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304 32T W.4.2556 89TUR 11 WU W.71.2556 (ams:mﬁ‘luﬁ’ﬁﬁamgmnmfuﬁ 10 dquaw 2556) W
i’fuﬁuqaUﬁﬁwaoﬂm:nswmsﬂs:mmwmm

3.1 Finish product specification("

AndNUANIINARA USP 35

1. USunadandeny 90.0 - 115.0% of the L.A. of Alprostadil
2. ldentification AT
3. Bacterial endotoxins NMT 5 USP Endotoxin U/100 mcg of Alprostadil
4. Sterility AT
5. Water NMT 0.4%
6. Particulate matter ATIWU

-9 > 10 um 'LiLAU 6,000/container

- 99 > 25 pm BiAU 600/container
7. Extractable volume ATIFHY
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3.2 Drug substance specification : Alprostadil “

auaENaNINARA USP 35
1. Bumaandany 95.0 - 105.0% of Alprostadil (Calculated on the anhydrous basis)
2. Identification ATIVNWAILIT Infrared absorption
3. Water NMT 0.5%
4. Residue on ignition NMT 0.5%
5. Limit of Chromium NMT 0.002%
6. Limit of Rhodium NMT 0.002%
7. Limit of foreign prostaglandins NIV

NABIHA 1. nsdifiansdonus smaiu waive) MmInTRaLAAEATIENIle 1 éuuamtanmwﬁnyuﬁmdnﬁ'ﬁ%’uaw‘ﬁﬁ'w
2.. Drug substance specification #9131 InluAieneduasinda drug substance wisluTamew drug substance 289
AwanedFag avulaasunite %oﬂm‘:m’aﬁmﬁ:ﬁmuvgnﬁ‘aﬁaﬁﬁmm ;
3. Impurity A = 7-[(1R,2S)-2-[(1E,38)-3-hydroxyoct-1-enyl}-5-oxocyclopent-3-ethyllheptanoic acid (prostaglandin A,)
Impurity B = 7-[2-[(1E,38)-3-hydroxyoct-1-enyl]-5-oxocyclopent-1-enyl]heptanocic acid (prostaglandin B,)
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s1ansh 2 Clopidogrel 75 mg + Aspirin 75 mg tablet

muﬂsxmﬂﬁ'awi’ﬁqnmwmﬁ

1. Bamn Clopidogrel 75 mg + Aspirin 75 mg tablet

2. anasianalyl
2.1 gtluuy WDusnudanfauRau (Film coated tablet) 8 m3susulsnin
2.2 dutlszneu  Usznaudaaaen Clopidogrel hydrogen sulphate ’ﬁ'augaﬁ'u Clopidogrel 75 mg uaz
Aspirin W38 Acetylsalicylic acid 75 mg lu 1 Lila
23 mruzuiny  uasilwwssegiiiflvaWand wia blister pack vsaruanuduls
2.4 a8n - sz‘q%am fIULTNAUAENE N YUALA UL TUKER 'E'uéumq wwafinde wassunziiou
dfuen Hatwtaauuuuraioe
- LWMBUSUIIEN azmﬁaUﬁaas:q%am’wﬁa"ﬁiamamsﬁw FIUUTENOUUAZTUNIAAIULTY
20981 1aUANER fuéumq 1irauan

3. amaANLANINARA

3.1 Finish product specification'®
1. Panmarendng 90.0 - 110.0 % L.A. of Clopidogrel

90.0 - 110.0 % L.A. of Aspirin
2. |dentification test mmw’wuwmﬁ:quu Finished product specification
3. Dissolution mwmumuﬁs:lﬂu Finished product specification
4. Uniformity of dosage units m’aﬁlmum&lﬁsquu Finished product specification
5. Impurity / Related substance ﬂiaﬂdﬁumﬁuﬁszq‘lu Finished product specification

3.2 Drug substance specification

3.2.1 Clopidogrel hydrogen sulphatem'“’
AmANIANIIMARA BP 2013 USP 35

1. ﬂ‘imméf’mné’m"@ 99.0 - 101.0% of Clopidogrel hydrogen 97.0 - 101.5% of Clopidogrel hydrogen
sulphate (anhydrous substance) sulphate (anhydrous substance)

2. Identification AT ATITNIN

3. Appearance of solution ATIININ ATITNIW

4. Enantiomeric purity Impurity C : NMT 0.5% Impurity C : NMT 1.0%

5. Related substances - Impurity B : NMT 0.3% - Impurity B : NMT 0.3%
- Impurity A : NMT 0.2% - Impurity A : NMT 0.2%
- Unspecified impurities : for each impurity, | - Any other impurity : NMT 0.10%
NMT 0.10% - Total : NMT 1.5%
- Total : NMT 0.5%

6. Heavy metals NMT 20 ppm -

7. Water / Loss on drying NMT 0.5% NMT 0.5%

8. Sulfated ash NMT 0.1% -

9. Residue on ignition - NMT 0.1%
(m%a)................... o (St oo UsemuamenIIums

’, (wielepzsat Tnuamand) _
(m’?}a).......................i.. .............. nIsuMs (ao’ﬁa) .................... \* ................ n3ITUMI
(winil YAy (WamWas mgawiant)
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3.2 Drug substance specification (#8)
G144

3.2.2 Aspirin
AnMmNIaNIIMARA BP 2013 USP 35

1. ﬂ?uwmﬁ'zuwéﬂﬂ"cy 99.5 - 101.0% of Aspirin (dried substance) 99.5 - 100.5% of Aspirin (dried substance)

2. Identification AU ATIU

3. Loss on drying NMT 0.5% NMT 0.5%

4, Readily carbonizable - ATIINY

substances

5. Residue on ignition - NMT 0.05%

6. Chloride - NMT 0.014%

7. Sulfate - ATIHU

8. Heavy metals NMT 20 ppm NMT 10 mcg/g

9. Free salicylic acid - NMT 0.1%

10. Related substances - Impurity A,B,C,D,E,F : for each impurity, -
NMT 0.15%
- Unspecified impurities : NMT 0.05%
- Total impurity : NMT 0.25%

11. Sulfated ash NMT 0.1% -

3 . e p P, T e m s
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1. ammmwmmanmsms'l@?{uagrywifuﬂnﬁ e e lutsnelng uszd e (dedare) unsInae
1.1 ’Luéwﬁ'zynwﬁfumt.ﬁnus‘h%’um (N8.2 NE.3 NELA LAILANTTH)
1.1.1 lunsdifiduenfinfaluszinalng nanefls no.2
1.1.2 ‘lunstﬁ'ﬁtﬂummLﬂTﬁLﬁammﬂdmsq wefis ne.3
1.1.3 lunsdimdunihdhanensszina nanefls ne.4
12 ludwatunzfown no./e.1 vasenfiawenen wisumuszdsaatamImuaua INYBIHAAA T
ﬂﬂuﬁi{uﬂuﬁﬂu (finished product specification) LLa:’fJ”aﬁwuﬂqmmw'uaai’ﬂqﬁu (drug substance
specification) n‘s:ﬁﬁaQizmwamsm5ﬂuuﬂmurﬂmﬁwLﬁu rFBdLuLLANETE LM NEENITYaUA LY (8.5)
WW3Tow finished product specification Waz/M3a Drug substance specification lagvaun luraniudszme
dermenadidnnsefing uazlifiu 2 9 o dsrmedszmenandidnnseding
2. 1NFAITTUIDINATFTIRNIHAAL
2.1 nsdfimwaalulsznalneg Rriadasiianansiusannasgumsniameunaninasiuas 35n1sAdlu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laewioau PIC/S participating authorities
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2.2 ns@fineainugrindwlssina Qwﬁm”aoﬁLanmﬁ'maammgmmwﬁ@\mmwé’mnmﬁuaz
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1 = General requirement YAINFTFTUE NIV Finished product E‘IJLLU‘U Tablets

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = The United State Pharmacopoeia 35

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ll.a:@;ﬁa
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s18A19N 3 Atorvastatin calcium 40 mg Tablet

MalsEn1AIININgUATIBEIN

1.8as1  Atorvastatin calcium 40 mg Tablet

2. amasnianaly
2.1 guuy WWuenidainfauAay (film coated tablet) S1suIULTENU
2.2 gudsznay  Usznauae@len Atorvastatin calcium ﬁaugaﬁ’u Atorvastatin 40 mg 11 1 e
23 Mruzusny U luunidasdn vostunnaiu
2.4 2.4 3810 - s:q"fiam R IWUTNAUAILNEINTPUAZAINLTI TUNEA fuguaﬂq Wwufinda ussaanadon
dnsuen Madwdanuunusriu
- UWMITULLITIIEN as_mﬁaUﬁaaszq%amﬁa‘i‘amamiﬁw FuUszNauLAZIMIAA ML
283 LaTTINAR ’S'uﬁvumq Tirauau
3. AMANTANIINARA

3.1 Finish product specification'

1. Sunmeendnagy 95.0% - 105.0% of the L.A. of atorvastatin
2. Identification @33 ueuiszylu Finished product specification
3. Uniformity of dosage units msa%ciﬁum’mﬁsquu Finished product specification
4. Dissolution mmmumuﬁs:ﬂu Finished product specification
5. Related substances m’aﬁ]mumuﬁsxﬂu Finished product specification
3.2 Drug substance specification : Atorvastatin calcium™*
AMANTANIINAKA USP 37 BP 2013
1. ﬂ%mmﬁama”m”zy 98.0 - 102.0% of atorvastatin calcium 97.0 - 102.0% of atorvastatin calcium

(on the anhydrous and solvent free basis) trihydrate (anhydrous substance)

2. Identification ATININ ATIVU
3. Heavy metals NMT 20 ppm NMT 20 ppm
4. Enantiomeric purity NMT 0.3% of atorvastatin related Impurity E : NMT 0.3%
compound E (38,58 enantiomer)

5. Sodium - NMT 0.4% (anhydrous substance)
6. Water (JuriLCrystallinity
Vaseendngy)

- Trihydrate form 3.5% - 5.5% 3.5% - 5.5%

- Amorphous form or NMT 6.0%

Semicrystalline form

- Propylene glycol solvate NMT 1.0%

(GEE:) N i e UTe I UA I NIINMT
- wiedozsad Inuaemaas)
o N 1
-
[GEXE) NN <A NITUMS [GR 1) W D DS NTINM3
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3.2 Drug substance specification : Atorvastatin calcium™

AmANTANMIMARA USP 37 BP 2013

7. Related substances - Organic impurities - Impurities A,B : for each impurity,
(Lﬁaﬂ Procedure1 w3aProcedure2 ﬁuﬁu NMT 0.3%
FER NN polymorph 1a$H387) - Impurities C,D : for each impurity,
Procedure 1 NMT 0.15%
- Atorvastatin related compound A - Unspecified impurities : for each impurity,
(Desfluoro impurity) : NMT 0.3% NMT 0.10%
- Atorvastatin related compound B - Total : NMT 1.5%

(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.2%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%
Procedure 2

- Atorvastatin diamino : NMT 0.15%

- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin 3-deoxyhept-2-enoic acid
- NMT 0.1%

- Atorvastatin related compound H
(Lactone impurity) : NMT 0.15%

- Atorvastatin epoxy tetrahydrofuran analog
: NMT 0.15%

- Atorvastatin ethyl ester : NMT 0.15%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.15%

- Atorvastatin related compound |
(Acetonide impurity) : NMT 0.15%

- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 1.0%
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81N 4 Azilsartan medoxomil 40 mg Tablet
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1.8a8n  Azilsartan medoxomil 40 mg Tablet
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22 dwmtlszney  Usznaudiudaen Azilsartan medoxomil ﬁaugaﬁu Azilsartan 40 mg lu 1 1l
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3. AENLANINAKA

3.1 Finish product specification'”

1. Sudrendagy 90.0 - 110.0 % L.A. of Azilsartan medoxomil

2. Identification test m’:whumuﬁisq‘lu Finished product specification
3. Dissolution mwmummﬁszq'lu Finished product specification
4, Uniformity of dosage units mi’aﬁlﬁ'luﬂ’luﬁiquu Finished product specification
5. Related substance/Impurity mwchumuﬁsquu Finished product specification
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3780130 5 Bisoprolol fumarate 2.5 mg tablet
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1. Ban Bisoprolol fumarate 2.5 mg tablet

2. ansanianaly

2.1 3uuuy Wueide Swsusulsznmu

2.2 §ulsznay dsznaudanane Bisoprolol fumarate w3a Bisoprolol hemifumarate 2.5 mg 1u 1 e
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Namwsaﬁﬁmi’l:ﬁﬂ‘mmmﬁuvlﬂmu Finished product specification W&z Drug substance specification 7
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3.1 Finish product speciﬁcation"’

AmANIamMunaia , USP 35
1. YSnmdendary 90.0 - 105.0% of the L.A. of Bisoprolol fumarate
2. Identification AU
3. Dissolution azanel3itoundn 80%(Q) of the L.A. of Bisoprolol fumarate neilu 20 w1t
4, Uniformity of dosage units AU
3.2 Drug substance specification : Bisoprolol Fumarate'”
AmaNiAMInatia USP 35
1. U?mmﬁﬁmﬁwﬁ’ty 97.5 - 102.0% of Bisoproloi Fumérate (Anhydrous substance)
2. Identification ATIINN
3. Specific rotation -2° to +2°
4. Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%
7. Chromatographic purity Total impurities : NMT 0.5%
8. Content of fumaric acid 14.8% - 15.4% (on the anhydrous basis)
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3.1 Finish product specification'”

Test Item R , BP 2013
1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. Identification AU

3. Acidity or alkalinity 68-75

4. Bacterial endotoxins NMT 0.02 1U/100 U of Streptokinase activity

5. Sterility ATIVNH

6. Particulate matter ATITHU

- 2119 = 10 um LitAn 6,000/container

- 2U7e = 25 pm A%  600/container

7. Uniformity of content or mass AU
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3.2 Drug substance specification : Streptokinase concentrated solution™

Test item BP2013
1. Estimated potency - 90% - 111% of the stated potency 4
- the confidence limits are 80% - 125% of the estimated potency
2. Specific activity NMT 510 IU per microgram of nitrogen
3. Identification ATIININ
4. pH 68-75
5. Streptodornase NMT 10 IU of Streptodornase activity/100,000 1U of Streptokinase activity
6. Streptolysin AU Finished product specification
7. Related substances Total impurities : NMT 5%

8. Bacterial endotoxins Less than 0.02 iU / 100 U of Streptokinase activity '
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181190 8 Ticagrelor 90 mg tablet
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1. Bamn Ticagrelor 90 mg tablet

2. amanianaly

2.1 gluyy uenda dwmsusudszmu

2.2 dawtdsznay  Usznaudandann Ticagrelor 90 mg 1w 1 15ia
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3. quaENiGNIIaha

3.1 Finish product specification™?

1. Snmenendnny 90.0 - 110.0 % L.A. of Ticagrelor

2. ldentification test mm&humuﬁszq‘[u Finished product specification
3. Dissolution m’mmumuﬁniﬂu Finished product specification
4. Uniformity of dosage units mwmumuﬁ;szq‘m Finished product specification
5. Impurity / Related substance m’m&humuﬁnq‘lu Finished product specification
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378079 9 Enoxaparin sodium 60 mg Injection
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1. §amn Enoxaparin sodium 60 mg Injection

2. anasnianaly
2.1 Juuny Wussazaodnannds 1elidaddnaasson

2.2 shudsznay  Ysznausioaien Enoxaparin sodium 60 mg USunas 0.6 dafAaT @a 1 syringe

2.3 MTUVUIN Ussa{lumaﬂmsgmﬂﬁﬂmm%awfauﬁ@ (pre-filled syringe)
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3. anaNlANIInaa

Namsmwimsw:ﬁqmmwLﬂu"lﬂmu Finished product specification lLaz Drug substance specification ‘71'
seBannundriniuatudioatu SoldvenafoudedinauamenssunIaIwsuac e NIENTNIDITUY it
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3.1 Finish product specification("

sy a
qmauummomnun

USP 35

1. USinmaandagy

90.0 - 110.0% of the potency stated on the label of International Anti-factor Xa Units (IU)

ATITMU

2. Identification

3. Anti-Factor Xa to Anti-Factor lla Ratio 33-53

4. Benzyl! alcohol content (if present) 1.35% - 1.65%
5. pH 55-75

6. Bacterial endotoxins

NMT 0.01 USP Endotoxin Unit/unit of Anti-Factor Xa activity in Anti-factor Xa IU

7. Anti-Factor IIA Activity

NLT 20.0% - 35.0% of the potency stated on the label of International Anti-factor
Xa Units (IU or U/mL)

8. Free sulfate content NMT 0.12%
9. Sterility tests ATIWW
10. Particulate matter AIITHW

- 9w1@ > 10 um 1%iifin 6,000/container

-9w1@ > 25 ym ifin 600/container
11. Impurities ATV
12. Volume in container/Extractable volume ATV

wwirh yaIT)

................................................ ATINMT
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3.2 Drug substance specification : Enoxaparin sodium "

)

auaniamanana

usP 35

1. Winmdaednty

®  Anti-factor Xa

®  Anti-factor lla

The potency : 90 - 125 Anti-Factor Xa International Units (IU)/mg,

calculated on the dried basis

The potency : 20.0 - 35.0 Anti-Factor lla IU/mg, calculated on the dried

basis
®  The ratio of Anti-Factor Xa activity to | 3.3 - 5.3
Anti-Factor lla activity
. ldentification AT
. Benzyl alcohol content NMT 0.1%

. Nitrogen Determination

1.8% - 2.5%, on the dried basis

. Sodium content

11.3% - 13.5% on the dried basis

. Heavy metals

NMT 30 mcg/g

pH

62-77

o|l~Nlo|lalsr|lw| N

. Loss on drying

NMT 10.0% of its weight

9. Specific absorbance

14.0 - 2 0.0 on the dried basis

10. Bacterial endotoxins test

NMT 0.01 USP Endotoxin Unit/lU of Anti-Factor Xa activity

11. Molar ratio of sulfate to carboxylate

NLT 1.8
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5180151 10  Cilostazol 100 mg extended release capsule

AT NEIINIA qum'mmﬁ

1.#981  Cilostazol 100 mg extended release capsule

2. amantianaly

2.1 3uuuy Wusndedmivsudsemu siiesangnwiu 24 $alus

2.2 #udsznay  Usznaudlw@aen Cilostazol 100 mg tu 1 1l

2.3 MTUTUTIY uss{luumfl@\aﬁﬂ

2.4 287N - s:q%am §ULTENUAINF N YUAZANNLIY FUNE® fuéumq wafinge uasaunadou
dnsuen Vet wdamuunussanoe
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3. AnANIGNIMAKA

Nami@li’m%mi’lzﬁﬂmmwrf]uvlﬂmu Finished product specification Waz Drug substance specification

3 L3 a Qv 3 Rl a s A e ! o L
ABNBINNFBETLRLVLGEINT m‘lmamLﬁUumamunmuﬂmznssumimmmazm ns:maommsmqm

&

A e . o A0 we A e e A a LA o T R o a
nifnsrdTuR T8 sdanduatuinouivinnIalninit nsdlamsumnuaduldaundsemeansznsis
A ) VJ Qs Y-
DU 1389 2y IWaunugasRiliwesamensninisdizmanamn

3.1 Finish product specification "*

1. UTnudnendag 90.0 - 110.0 % L.A. of Cilostazol

2. |dentification M’Jmi’lumuﬁﬁ:ﬁu Finished product specification

3. Dissolution mmmum’mﬁﬁsﬂu Finished product specification

4. Uniformity of dosage units mmmum’mﬁs:qh Finished product specification

5. Related compounds / Impurity mwmumw‘ﬁ's:q‘lu Finished product specification

3.2 Drug substance specification : Cilostazol B
amMianIINARA Japanese Pharmacopeia 16 edition USP 35

1. Snnmdasagy 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 ATIINU - 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%

F (G2 ) e ST~ NI tsemuanenIINMS
RN ) N i .............. nNTINMT TGEET2) WO ot NTIUNS
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