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Doxazosin 4 mg sustained release tablet
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3. AMANTANIIINARA

3.1 Finish product speciﬁcation“)

1. YSunadandnty

90.0% - 110.0% of the L.A. of Doxazosin mesilate

2. Identification

. | N
mmmuﬂ’m'm:qlu Finished product specification

3. Content uniformity

: | . I
m’mmum&ms:qlu Finished product specification

@
4. Dissolution @

. ) .
mnmuﬂwm:qh Finished product specification

3.2 Drug substance specification : Doxazosin mesilate

(2).(3)

ABANTANINAKA

BP 2013

USP 35

1. YSnmdasdngy

98.0 - 102.0% of Doxazosin mesilate

(anhydrous substance)

98.0 - 102.0% of Doxazosin mesilate

(dried basis)

2. Identification

ATITHIB

ATV

3. Appearance of solution

ATITNIN

4. Related substances

- Unspecified impurities : for each impunity ,
NMT 0.10%
- Total : NMT 0.3%

- Terazosin related compound A : NMT 0.3%
- Any other identified individual impurity

: NMT 0.25%

- Any other unidentified impurity : NMT 0.10%

- Total impurities : NMT 1.0%

5. Water NMT 1.5% -

6. Sulfated ash NMT 0.1% -

7. Loss on drying - NMT 2.0% (105°C, 4 hours)
8. Residue on ignition - NMT 0.1%

9. Heavy metals - NMT 20 pg/g

(Wil YaInT)
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5. Impurity / Related substance maﬁ]mumuﬁ'i:ﬂu Finished product specification

Ganlagn 9
1.ﬁm,mmwmmanmimﬂ@ﬁ”{uagtymifuﬂmﬁ sudrueasmingluusingng uszduas (dedare) uEsHE®
1.1 ’Luﬁwﬁ'zymﬁ'fuml,ﬁwﬁﬁ'um (8.2 183 NY.4 UFILANTE)

1.1.1 luns@ndunfindaludsanelng nanefis ne.2

11.2 lunirﬁﬁtﬁumﬁwLiT'nﬁamsLLﬂamsa; waneha ne.3

1.1.3 luns@ndugnitudrannensyszing nanefie ne.4

12 ludaadunadouen ne.1/p.1 Tasenfiiausnan WiDUTAzIEHARITEM N ILANN AMWEY

Nﬁﬂﬁm‘ﬁmuﬁifumtﬁ g4 (finished product specification) LLa:ﬁaﬁﬂﬁuﬂqmﬂﬁwmmf@lqau (drug substance
specification) nsﬂﬁagizwjnmimﬁﬂuuﬂaagm‘”’mLﬁuLaw RABIUUULENTTEUWINWE BN TVaLA 1 (8.5)
NIWIBY finished product specification WRZ/ATD Drug substance specification lasvaud lydauiudsznna
dszmenadiannsaiing wazlidiv 2 9 o Suwdszmadsemenadidnnsefing

(G EX:12) IS UsemunuenIsums

GEET2) [ nITUMS LG RT) T SN ATINNTS
W3l yasne) WWENINTT Myawiant)

wﬁfﬂmliwmsﬁzqnﬁ30312560



2. 1aNEITVIDINIAIFTIKAIINAAL
2.1 nsd@neudalulszimelng grdadasfianarsiusasanaspunisuiacnaunaninpeiuazisnsiia
lun1sudaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiaoau PIC/S participating
authorities  w3e Hlana3iusaannasgIunINEaEIAURANIN ML TN TR IUNN IR AT Id N
ANITUNMIIWITURELT NIENTNATITUGY Fesrmuatulasfanuranadasuasriafsutunsninmsiuas
S3nafialunsudasn PIC/S lunuiamiiguaany atuagaausaunsanarsulasiinamsivsasiioin
drmadsenienandidnnsafing
2.2 nsdbfdingningreineerssme WNAadatilanmTTUTRINaTIUMIHAAtnaMANIN I Le:
3§nﬁiﬁﬁ‘[umsw'§mm GMP %3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) laavmiasny
PIC/S participating authorities 217LA"§® ausaumsassaulasdinanisusasteiudszmmlsznmanm
ldnnIeiind nIea1yasandw usaudnsd
3. tanmsqmmwmaamﬁmuaﬁm (nwimnane)
3.1 wamsmaﬁmﬂxﬁqmmwwﬁmﬁ'mfn‘mé'}L%ﬁ]gﬂmao;jwﬁm (Certification of analysis of Finished product) 11
mjuﬁdmﬂmﬁasjw
3.2 AN e TIERgIWIAgAUTaIdIENdRTY (Certification of analysis of Drug substance) Allu
mswﬁmméuﬁd&ﬂué’hazhoﬁ'imaaﬁwﬁmmua:ﬁwﬁmf@qﬁu
3.3 Lana’ui'vﬁa%é’ngﬁuﬁuﬁuﬂamé‘uw”uﬁ‘s:wms;ummﬁmaoi’@nqﬁwaaé’amz%ﬁﬁ'nvj (Drug substance)
78 3.2 NuuNMINRATaINAaiidUTa3Y (Finished product) 78 3.1
3.4 luns@idunsifouenanannn 2 9 ssdasdidimwinoxamsiine Long term stability A
wudnlunsdouganuaas LLa:vl.@T{unwaomu%'maoLanmﬁnnQﬁa‘hmwaau%ﬁw
3.5 lunsd@dunaouenantasnii 2 9 ssdasddunmwinenamsnenanuasssessmaiiiu
udnlunzfouenuuaas LLa:vl.é'%fumsmmm"maaLanmﬁmngﬁéﬁmwam‘%ﬁw
4. @10819en
4.1 gisuaa dasssniegnsenatnides 3 whousriud Fudusmunuuansnsazidualdnsutm
muﬁﬁwu@luﬁ”’rﬁi’aqmawﬁ‘ﬁﬁ;ﬂﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁdauau (w@agtanaIINIITulsznn)
5.1 mﬁdouauﬁmﬁmq‘tﬂﬁ‘lﬁﬁazm'h 1 D duaniusiney
5.2 mnmmﬁ'dwau a:ﬁaadaﬁ’ummwmUlU%'usaaNamimaﬁmﬁ:ﬁméuﬁdwau
5.3 nsrﬁﬁ%mmwmsv‘hmsejuéhas_mm'ﬁ'dwamﬁadwmﬁmw:ﬁqmmw PUIBTITNTEIRIIFD
fa9v0A28819 T,@mjmUa:ﬁmdomLﬁuSnmmhmuﬁvxmuswmsdmﬁﬁr"zms*u:ﬁuauﬂu;ﬁ‘uEimsau
m’l’ﬁﬁhUﬁtﬁU’J’ffaa’l,unﬁsmaﬁ,ﬂﬂ:ﬁqmmw nstﬁﬁwuiwmlahﬂu‘lﬂmuqmé’nwm:mw*n: wihgTTNIYe
FIIUENE LT URI TN MTERTIAN ENAINEN BB ;Emmm:/m?a;\i"wﬁm‘luﬂ%@iavlﬂ
5.4 ;‘Jl"'mm:é\”aﬁmﬂﬁﬂuﬂﬂLﬁauwlnﬁwu@awq ﬁaLﬁaLﬁ@msLéammwﬁaﬂﬂi:ms‘lmq naufnualay
Lifhouls

‘7

A"
............................... (i USzFUQIENTINNAS

(Wiwes WgUsziESgnes)

[GRE ) N S0 nIINNT (8970 NIINNS
(W3l Yasm) (WWRNIRYT Mgganiai)

w2518 n137i2ge7iB03/2560



6. lonasienludu 9
6.1 winenfivaus llgeduuuy (original drugs) seslimisauaasnmasey Bioequivalence flaue
wWisusungduuuy lasimsnmdsadulaumaninosiuszuwan fudlunmsneasuysvesen
Y VDIFIUNNUA AT NITUNITOTRITUALEN nsst'sammsmqm(a’ Tunsdidunafoudivenemauuuen
malylwal (Idisanzidous NG) sansoeniumsuuuienasmsfinsdauyavasen
7. flamaen () Snsanlisnidndyanianasuimue doit
7.1 nsrﬁwamsq‘immﬁLﬂﬁ:ﬁmﬁmmm%wmma@ﬁmmwwzﬂmﬂuvlﬂ@nummgmﬁaﬁmm
7.2 nﬂﬁwEmﬁmsﬂm’ﬁﬁm‘{gnL?UmﬁnﬁumnﬁammvﬂﬂUﬁﬁﬁmmﬂm:nssumsa'lmma:m lugranmn
vasdyrezdaszany
7.3 mtﬁwuﬂwrqummwmnwﬁmﬁmfrfﬁmaa’wao‘iaﬂizf?f“nﬁwauazm’mﬂaa@ﬁ'wia;gﬂ'aUﬁ'l@‘ﬁ'um
8. mmmwmwaamuﬁﬂﬁvlﬂ%’uﬁmsmwﬁmﬁ’mﬁmﬁﬁﬂi:i‘ﬁgnL%'szﬁuﬁuTﬂm%ﬁﬁmmﬂmznssums
awsuazenluizezia 1 Jdeuiudszmadsznienandidnnsaiing

BAYNKA 8198997n

1 = General requirement UaILNFYAITUEWI Finished product 31JLL1JU 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 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LL&:@;ﬁE)
miﬁn‘m%ﬁﬂsz571"5&4aua:‘fj’aauga’uaowﬁ@lﬁm‘ﬁm NaINILANLN SUNINUAUENTIUMS
IMITURZEN NINTNFFITUFY

GRE ) N A AT YTz IUA M NITNMI
(WB03 WIYUIIEIgNIT)

R N i J\ ................. NIINNT (3970

Wit YeIne) (WHNRIINTT Myandat)

nIIUNIT

Wini3/519n137122071B03/2560



P> ]
NYNIIN 3

sma:tsmqmé’nﬁmzmmztmuﬁ"\zu.anmsmiii'ﬁ%an'ziﬁmfri‘m

Leuprorelin acetate 3.75 mg for injection
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1. amn Leuprorelin acetate 3.75 mg for injection

2. amaNtana

3.

A
21 El]LL‘U‘LI Lﬂ%NGUWﬂS’Iﬁ‘D’]ﬂL’D’E} FIRIUAA

22 swlinsy  Usznaudaw Leuprorelin acetate 3.75 mg 1 1 Pre-filled syringe (dual chamber)
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3.1 Finish product speciﬁcation(”

. Bacterial endotoxins

NMT 11.6 1U/mg of Leuprorelin

AMENTAMIMaia BP 2013
1. USanmaandeny 95.0 - 105.0% of the L.A. of Leuprorelin
2. |dentification ATIU
3. Water content NMT 5.0%
4. pH 5-7
5. Sterility ATITHIU
6. Uniformity of dosage units AT
7
8

. Related substances

- the area of any peak corresponding to impurity D : NMT 1.0%
- the areas of any peaks corresponding to impurity A, B and C
: NMT 0.5%

- the area of any other secondary peak : NMT 0.5%

-the sum of the areas of any secondary peaks : NMT 2.5%
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3.2 Drug substance specification ®

anANiaNWINnata BP 2013

1. Yundrendngy 97.0% - 103.0% of the L.A. of Leuprorelin

(anhydrous and acetic acid-free substance)

2. Identification AT
3. Specific rotation | -38.0 to -42.0 (anhydrous and acetic acid-free substance)
4. Related substances - Impurity D : NMT 1.0%

- Impurity A, B, C : for each impurity, NMT 0.5%
- Unspecified impurities : for each impurity, NMT 0.5%
- Total : NMT 2.5%

5. Acetic acid 4.7% - 9.0%

6. Water NMT 5.0%
7. Sulfated ash NMT 0.3% ‘
8. Bacterial endotoxins NMT 16.7 1U/mg
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‘.i'lzlmiﬁ 4 Oxybutynin chloride 5 mg Tablet

A AIINIRYUATIBE 16 SH. 2559

1. Bamn Oxybutynin chloride 5 mg Tablet

2. ansaatianaly

2.1 31wy Wuedle dwIusudssmu

2.2 dulsznay  Usznaualu@len Oxybutynin chioride 5 mg 11 1 1@

23 mrueusny Ui luunsngfiifluunend wia blister pack LLa:msa;ﬁ'mfn’ﬂmﬁ'uum

2.4 281N - szq"?}am fIULIZNaUAILNEIAYUAZANLTI TUNEA 'E'uﬁvumq \finda
wansidoudsuen LLa:Tﬁ'mﬂﬁufnmm‘l’;l”aai'm’ﬁ'@quuUﬁqﬁ'mf

- UUUEN aBnaiasd aas:q%am W3aBaN M IR FIUUTNBY LASTINARTINLTS

299EN LAUANER 'Yuz‘%vumqvﬁ’ﬁ'mﬁm

3. AMANIANIMARA

Namim’nﬁmﬁ:ﬁqmmmﬂu‘lﬂmu Finished product specification Laz Drug substance specification a
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3.1 Finish product specification™”

AmANTANIIINARA USP 35 BP 2013
1. USanmdrndrnn 90.0 - 110.0% of Oxybutynin HCI 95.0 - 105.0% of Oxybutynin HC!
2. Identification AT ATITHIN
3. Dissolution azanelaltipendn 80%(Q) of the L.A. of azanelsiiasndn 70% of the L.A of
Oxybutynin HCI meluiia 30 wie Oxybutynin HCI meluiia 45 wid
4. Uniformity of dosage units ATINI ATITHIU
5. Related substances - By Liquid chromatography

- Oxybutynin impurity A : NMT 1.5%

- Phenyicyclohexylglycolic acid : NMT 0.5%

- The area of any other secondary peak
:NMT 0.2%

- The sum of the areas of any such secondary

peaks : NMT 0.5%
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3.2 Drug substance specification : Oxybutynin HCI®

AmsniANIINaRA USP 35 BP 2013

1. USuuandang 97.0 - 102.0% of Oxybutynin HCI 99.0 - 102.0% of Oxybutynin HC!
(Calculated on the dried basis) (dried substance)

2. Identification ATIWU ATIIN

3. Melting range 124° - 129° 124° - 129°

4. Specific rotation - -0.10° to + 0.10°

5. Chloride content 8% - 10% -

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 0.002% NMT 20 ppm

8. Loss on drying NMT 3.0% NMT 3.0%

9. Suifated ash - NMT 0.1%

10. Chromatographic -Oxybutynin related compound A : NMT 0.5% - Impurity A : NMT 1.5%

purity -Diphenyl analog of oxybutynin chloride - Unspecified impurities : for each impurity,
:NMT 0.1% NMT 0.10%
-Oxybutynin related compound B : NMT 1.0% | - Sum of impurities other than A : NMT 0.5%
-Oxybutynin related compound C : NMT 1.0%
-Cyclohexeny! analog of oxybutynin chloride
s NMT 1.0%
-Ethylpropy! analog of oxybutynin chloride
: NMT 0.1%
- Any other single impurity: NMT0.1%
- Total impurities : NMT 1.0%
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5180190 5 Progesterone 200 mg capsule
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ANUITNIAINIA qumwmﬁ

1. Bamn Progesterone 200 mg capsule

2. amaniianaly
2.1 3uuuy ueudla soft capsule #%IUTUUTEN
2.2 #msznay  Usenaudie@aen Progesterone 200 mg i 1 1@
2.3 Mruweusny s luussedfiiilounand wia blister pack Jasiin .-
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3. AmENTANINARA

3.1 Finish product specification™”

a

1. Uanmaendety

@

90.0% - 110.0% of the L.A. of Progesterone

2. Identification @‘S’J’q]si’m@rmﬁ‘szlﬂu Finished product specification

3. Dissolution m'amhumuﬁ's:qlu Finished product specification

: p
4. Content uniformity mwmumum:ylu Finished product specification

- . 4 - . .
5. Impurity / Related substance @1‘5'&%‘1%@1‘1&715:‘141% Finished product specification

3.2 Drug substance specification : Progesterone @

BP 2013
97.0 - 103.0% of Progesterone
(dried substance)

AmENTANIINAA USP 35

1. YSwmdasdnty 97.0 - 103.0% of Progesterone

(dried basis)

2. ldentification TN FTIN

3. Appearance of solution

HINTHIH

4. Specific optical rotation

+186° to +194° (dried substance)

+175° and +183°

5. Related substances

- Any impurity : NMT 0.5%

- Total : NMT 0.8%
NMT 0.5%

6. Loss on drying NMT 0.5%

126° and 131°

7. Melting range -

i o Y . A ] a (- K2 Y
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3.1 Finish product specification“m)
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i’lilﬂ"li‘ﬁ 7 Triptorelin pamoate 11.25 mg for injection
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1. 3o Triptorelin pamoate 11.25 mg for injection

2. amaNian? )
A/ ° Qs A
2.1 3wy Wumsndneaanibe Swsuie
2.2 awmdsznay Usznaueas Triptorelin pamoate 15 mg ﬁﬁugaﬁ"u Triptorelin 11.25 mg 11 1 vial
~ & ¥ .o
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3. AmANTIGNIINARA

3.1 Finish product speciﬁcation“’

1. Y3umarendemy 90.0 - 110.0% of the L.A. of Triptorelin pamoate

2. |dentification G\i’ninhumuﬁsquu Finished product specification
3.pH mnmumuﬁszgﬂu Finished product specification
4. Sterility test m’JﬁJmumu‘ﬁi:q‘lu Finished product specification
5. Particulate matter msaa&i’lumuﬁiquu Finished product specification

- aymAIWI@ > 10 pm Lilfin 6,000 ayme
- 9%MATUIQ > 25 pm laifin 600 aumn

6. Bacterial endotoxins m’;’awhum&lﬁsquu Finished product specification

7. Water content mwmumuﬁ'szq‘lu Finished product specification

8. Uniformity of dosage units GIS’JQN"]uﬂ’mﬁi:iﬂu Finished product specification
Ganludu 9
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