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ﬂmé’numzquwaam
Leuprorelin Acetate 11.25 mg injection

1. Foen Leuprorelin Acetate 11.25 mg injection
2. AuENUAnIlY
2.1 gduuy rspuazieviarangla ussylunsyuenia

22 d@musenou  fendidey Leuprorelin acetate 11.25 mg Tu 1 viaen
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3. anduUAnIumaie
NaN15n35993LATIgiAn AWl ulunu Finished product specification Wag Drug substance

specification 1819839 1nundrsSuatuiieaty FsldaaneidourenmenssunIsoMIsLazET NSENTIS
41513044 ﬁgaifmﬁ’mﬁw%’uﬁlﬁ'ﬁwﬁaﬁm;ﬂuaﬁ’uﬁﬁauwim'%a’tmjﬂ'jwmmgmmﬁ’wﬁ%’u’tmﬁﬁ’wﬁamu
UseNIANSENTNEI5ITUERY (309584615187 WA, 2561 aetud 6 5urAu 2561 (asdszniAlusivias,
umnwnuw 12 Auaiug 2562) LagUsenAnIensIENsITMAY 1389 38U1518 (AUUT 2) we. 2562 aq
$uil 3 nsNHIAN 2562 (aanvmﬁ'luswmmuLuﬂwnuw 26 nInfAN 2562)
Finished product specification:

U9 Test items Specifications
1. | Identification test m’mmummﬁ'ﬁzq
2. | Assay 95.0 - 105.0 %LA
3. | pH 5.0-7.0
4. | Bacterial endotoxins Less than 5 EU/Syringe
5. | Content uniformity A3 URLTTE Y EP
6. | Residual solvent Not more than 10 mcg/100 mg
7. | Water Not more than 1%
8. | Drug release
-In 3 hrs Not more than 25%
-In 28 hrs 45-70%
-In 48 hrs Not less than 85%
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N1sWane GMP-PIC/S Tnewuase1u PIC/S participating authorities v3eillananssusewInTgIu
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nanssusesindiszuumsiivuasdndse iy cold chain system AlduAsgu mumdninus Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)
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ﬂmﬁﬂ"dm“LQW’] Vg8
Dutasteride 0.5 mg + Tamsulosin 0.4 mg

1. Faen Dutasteride 0.5 mg + Tamsulosin 0.4 mg
2. auaudAvaly
2.1 Uuuy Wusndiaviindulsznu
22 dwlsznou w1 Wieausznaumesen Dutasteride 0.5 mg + Tamsulosin 0.4 mg
23 wuzussy  usselurintnain Jestuannuiy
2.4 aan - syyTon dnusznaussddguasaunse Sunan fuduony wwaiindn waziay
neifouiiuanliegndaauuuussgiue
- umuzUssEegeandesssyiesvietonsd dulsenausend iy
ALY "J’u?;umq uaztaviindnlidnay
3. anaudaniwwaia
Nam‘im‘i’m?&m‘i’]xﬁﬂmﬂﬂw Wulumiu Finished product specification wag Drug substance
specification 1819899 1nndwi1svatuier iy FeldannsfousonnenIsuN1T0IMINTUALET NSENTI
A1513048Y ﬁ"’aﬁmﬁ’ﬂﬁﬁ’uﬁlﬁwﬁaﬁmLﬂuaﬁuﬁLﬁauwim'%'a’l,mjﬂ’hmmmumé’ﬂﬁﬁ%’uimﬁw%‘wﬁqmu |
UsEnANTsVTNas1Tisge 3 Foeszysieen we. 2561 anw 6 SUNAY 2561 (aaﬂ‘ivmﬁ’lumjmmumﬂm
Juit 12 ﬂ:umwuri 2562) UazUIzn1ANIENTNaI51IMEY o4 SYYFIT1EN (a0l 2) w.a. 2562 astudl 3
AINHIAY 2562 (amizmﬂlu‘swnﬂmqmﬂmmw 26 NINHIAY 2562)

Finished product specification:

U9 Test items Specifications
1. | Identification test m‘i'}ﬁ]ﬁhumuﬁ'ﬁwsﬁu Finished product specification
2. | Assay Dutasteride 0.475-0.525 mg/cap (95.0-105.0%)
Tamsulosin HCL 0.380-0.420 mg/cap (95.0-105.0%)
Dissolution mwni’mmuﬁ‘sxqiu Finished product specification
4. | Uniformity of content mﬂwhumuﬁssq’[,u Finished product specification

4. Souludug
mLauaswmmaaaummewmmaﬂms Wi'EJsJEIGa"lEJ?JEJ?jE]iU‘iﬁNLEJﬂ?l’I‘JIG]EJNuE]’mW sreazidondil
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(8.5) um3aY finished product specification wag/13e drug substance specification lagvaunle
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LNENTIUTDWNIFIUNTHEREN

2.1. nsdlgmanlulsemalve dudadefiienatsiusemnnsgiunswineiaumdninueiuagisnsialy
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21YNABATN UAIUFNTE
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3.1 HAN1IASIVNATIERRNA METN AT e1d1595UveeuAn (certificate of analysis of finished
product) Tugnsuildadusiats
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IumswamEniuwaaL‘LJumamwwaqmwaﬂmua“mwammmu

3.3. tenansvisevdnguiudummduiussewinssunsuanvesingauiienddy (drug substance)
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3.4. wan15Anw long term stability maami'mmq‘uaemﬁﬁumﬁwﬁﬁuﬁﬂﬂ'm’mﬂwﬂimmsmmi
WASE NTENTNATITEY

nanskanieiiauedueitussndugnaaviofunusmielasnss

AI8E1987

5.1 fiauesin fesdeiiegeeiegiedos 3 mbeussytus sudumunuuansieasdenldnsuiau
ufirvusluidonmautinludy

/ o e N / Q.:..-. L = - e .
WEUWNEI3MS ale weyhmgwaie Yoatan WNFYNTNYDANT UaRURANS
Us¥aunssung N33UNTT NIIUATT
J
L‘h.dffua ”"‘M"'NJ {Au ‘ﬂ‘ﬁnTﬂNh
YNNG uFiesy inenans wndunsaiu ﬁsiaﬂ;nqw
N35UN"5 NIIUNIS




wihil 3/3 NALT 4 NFuYIARYNTTN (LBNENTILY 2)

6)

8)

nsusEAUAMA M TdWBY

6.1.
6.,

6.3.

6.4.

6.5.
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qmé’nwmzmwwwaqm
Diosmin 450 mg + Hesperidin 50 mg Tablet

]
=

Yy Diosmin 450 mg + Hesperidin 50 mg tablet
2. auauUaNqlY
2.1 Uuuy \Dugndlaviiniuuszniu

22 dmwlszneu Tu 1 feusenaunasdiaen Diosmin 450 mg + Hesperidin 50 mg
23 muurussy  ussdluussegiidloumesd vide blister pack Hesiuanuiiy
2.4 aan - svyfionn daudsznaueddyuazanuuse Jurdn Sudueny wauiindn uasiay
nuieusinsuanlisgnadnauuuussadue
- vuMBuEUTIYIeganfeessyTosmietensf dauuszneufienddy
Aruss Judueny uazauiindalidaiou
3. Auantinamaia
nan13ns33nsiziaua wiluluniu Finished product specification wag Drug substance
specification fign98sa1nndusasuatudioatu Fsldvanzifousonmznssunisamisuazen NsENse
as1sniqu sanduifuiilddedsfeaduatuiifieuiielniniwasgunduiifulasdunina
UTENANTENTNAGISULEY 130955Ys15187 WA, 2561 asufl 6 Surtaun 2561 (asusenialusieiann
YUNIUR 12 nuatius 2562) uarUsznanTsvsiansIsuay 5o ssyisnen (Ui 2) we. 2562 aq
Fuil 3 nsngian 2562 (assemalusivRaamuunuriudl 26 nsngiay 2562)
Finished product specification:

U9 Test items Specifications
1. | Identification Gl'i']ﬁmi’mm’mﬁ‘isqlu Finished product specification
2. | YsuneumiendAny 90.0-110% of the L.A of Diosmin
90.0-110% of the L.A of Flavonoides
3. | Uniformity of dosage unit (weight m’)w\i’mmuﬁi:ﬁﬂu Finished product specification
variation)
4. | Disintegration time Gl'iwﬁ\immuﬁi::qiu Finished product specification

4. Feulvduq
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(8.5) uw3ou finished product specification wag/%3e drug substance specification lngvaunly
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51, Namims:}fﬁm51:1ﬁﬂmmwNﬁmﬁ’mﬁﬁmﬁu%gﬂmmﬁwﬁm (certificate of analysis of finished
product) lugnguiidadiufogig
3.2. HAMIATIVIATIERANN N INgAUTBIIEEAY (certificate of analysis of drug substance) i
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QmﬁﬂENSLQWﬂSﬂBGHW
Bethanechol chloride 10 mg tablet

]
=]

YU Bethanechol chloride 10 mg tablet
2. AuaANANlY
2.1 JUuuy Jugdevdnsuusemnu

22dmwdszneu Tu 1 WinUszneumesaen Bethanechol chloride 10 mg tablet
23 Muusussy  usTilunnsegiiilieuviesd
2.4 281N - seyiienn duusznouRsdAyuazauns Tundn Tudueny aeiindn wasias
neidousiFuenlisgnstnuuuussyiue
- vumuzussEnegeesdesssyliosmdedonisd daulszneusendidiy
Auss Fuduoy uaziauiindnl it
3. auandaniunaia
wamim‘nﬁﬁLﬂﬁwﬁammwvﬂulﬂmu Finished product specification L& Drug substance
specification 1819849 nndesiruatuifienty Fsldaanzifoudonnsnssunisemisuazen nsensas
GRIPIVGL! v‘?af':mﬁ'ﬂﬁw%’uﬁlﬁ'ﬁwﬁﬁauﬁuaﬂ’uViLﬁEJU:ﬁ/i'm%a'Lmjm'wmm'igﬂuLﬂﬁ’Wh%'u‘lmﬁﬁwﬁwu
UsEN1ANSENSIEBITUEY 130955UM3181 A, 2561 asTuil 6 Surau 2561 (asUsennalusigian
wunwfudl 12 nuatus 2562) wazUsenAnsEnTsas1sg 13ee seuisen (@Uudl 2) wa. 2562 as
fuit 3 nsngrAs 2562 (aeUszmalusieRinanyiuneiufl 26 nngiau 2562)
Finished product specification:

U9 Test items Specifications
1. | Identification mwaimmu“ﬁ.isqalu Finished product specification
2. | Yunusienddgy 90.0% - 110.0% of the L.A. of Bethanechol chloride
3. | Dissolution Not less than 80% of the L.A of Bethanechol chloride
4. | Uniformity of dosage units m?i]ﬂ\i’mmmﬁ'ixqiu Finished product specification
5. | Organic impurities

- Desacetyl methacholine Not more than 1.0%

- Any unspecified degradation product | Not more than 0.2%

- Total impurities Not more than 1.5%
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