9
i'lﬂa:tSﬂmqmam-:rmzmmztmufﬁmanm‘smsw%anﬁnmﬁm
182N B04 / 2561

3781151 1 Leuprorelin acetate 3.75 mg for injection
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1. %am Leuprorelin acetate 3.75 mg for injection

2. ansaatiarialy

21 3uuy dussndnemnide dwivda

22 swmtsznay  Usznaudae Leuprorelin acetate 3.75 mg 14 1 Pre-filled syringe (dual chamber)
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3.1 Finish product specmcatlon

aAmaNTAMIMata BP 2013

1. USandapndeny 95.0 - 105.0% of the L.A. of Leuprorelin

2. Identification ATINU

3. Water content NMT 5.0%

4. pH 5-7

5. Sterility ATITN U

6. Uniformity of dosage units ATIINU

7. Bacterial endotoxins NMT 11.6 IU/mg of Leuprorelin

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%

=l -y €,
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3.2 Drug substance specification "

anaNtAnsmaia BP:2013

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

(anhydrous and acetic acid-free substance)

2. ldentification AIITEH
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%

. Acetic acid 4.7% - 9.0%

5

6. Water NMT 5.0%

7. Sulfated ash NMT 0.3%

8. Bacterial endotoxins NMT 16.7 1U/mg
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5787151 2 Oxybutynin chloride 5 mg tablet
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1. flaen Oxybutynin chloride 5 mg tablet

2. aanionaly

2.1 gluyy Wuenidla dwsusudszniu

2.2 sawilsznay  Usznausiealnn Oxybutynin chioride 5 mg Tu 1 1
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3.1 Finish product specification™”
AmANLANIIINATA k usP 38 ; BP 2013

1. SSnmdandngy 90.0 - 110.0% of Oxybutynin HCI 95.0 - 105.0% of Oxybutynin HCI

2. Identification ATITNIW ATITU

3. Dissolution seaelivannin 80%(Q) of the L.A. of semelitasndn 70% of the L.A of
Oxybutynin HCI melwiaan 30 wd Oxybutynin HCI melum 45 i

4. Uniformity of dosage units AN AT

5. Related substances - By Liguid chromatography

- Oxybutynin impurity A : NMT 1.5%

- Phenylcyclohexylglycolic 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"®@

AmANANsINaa

USP 38

BP 2013

1. PSnmdrendeny

97.0 - 102.0% of Oxybutynin HCI

(calculated on the dried basis)

99.0 - 102.0% of Oxybutynin HCI

(dried substance)

2. ldentification

ATV

AU
3. Melting range - 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 20 ppm NMT 20 ppm
8. Loss on drying NMT 3.0% NMT 3.0%
9. Sulfated ash - NMT 0.1%

10. Chromatographic
purity

-Oxybutynin related compound A : NMT 0.5%
-Diphenyl analog of oxybutynin chloride
:NMT 0.1%

-Oxybutynin related compound B : NMT 1.0%
-Oxybutynin refated compound C : NMT 1.0%
-Cyclohexenyl analog of oxybutynin chloride

: NMT 1.0%

-Ethylpropyl analog of oxybutynin chloride
:NMT 0.1%

- Any other single impurity: NMT0.1%

- Total impurities : NMT 1.0%

- Impurity A : NMT 1.5%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Sum of impurities other than A : NMT 0.5%

wanuing 1. nitdifiaanzadouudanmaiu waive) meanemeriienzinenisla Wiwsasansmsngudnsnildivaysifaae

2. Drug substance specification ﬂmsm’m’lﬂlm%mﬂ:ﬁ”ﬂao%&ﬁ@l drug substance w38lUAaTeH drug substance 184

v a o w a o 4 A4 a a ' o« @ de
}dwa@mﬁ’uifﬂgﬁ QUUI@QUUV\%G sﬂ\iuﬂ'ﬁ(ﬂiqﬂjLﬂiqzﬂﬂﬁuﬁﬂ“?mE]Ylﬂ'ﬁﬂu@

3. nmydigauanAmainatiavasemiadagau liddredelundudsien TWhedsau Drug specification AivFuld

nudousdadiinnun WENTIUNTDIATITHREET NN FIBNIEY

4. nadlgasuAmanaiiavas 1 mInianay fgrebslundvdniuen Lwimsm'aﬁmﬁzﬁmm:jftaumﬁm‘l&iman”u

LNFTETUANALSINENLIRY ST e L 5’10’5\1mﬁﬁeﬁﬁuﬁlmﬁndwﬂs:mﬂnszmwmmsmg{m RLARTT ge gty

v a @ o o d 9 oa ;a & o an
W.¢1. 2556 ‘vﬁaemaamwmmjmsuuanmﬁamnﬂszmﬂnsxmndmmsmam LWﬂl“vﬁLﬂﬂﬂ']ﬁLL’UG’U% lﬁmunmmawm
q q

YasameNIINMItsznia e

.
A

wanludn g

9 3 v J = ) Qv tﬂl ° [} o
1. E‘T’]L%WI]'IWH’IEJLaﬂﬁ’liﬂ’livL@TUQEQJW@]’URW&UU%(ﬂ’li‘uU']LWB"%]’]%%WUI%?J?ZLYWIVL‘Y]U LasELed (declare)

LRSINAR

o r J ] o Qv v k3
1.1 ‘Lua’m@mwumwwmmm (.2 ne.3ny4 LLa'JLL@m‘iEﬁ)

1.1.1 lunsdiduennndaludszinalne waneds ne2

aa o o d ) =
1.1.2 luﬂﬁmﬂLﬂuﬂqu']L’U']LwaﬂqiLL‘U\'ﬁJii"g RUUD3 Ne3

1.1.3 lunsdifdusnsindhanddssineg waneie ne.4

CRE0) —— g ................ nTINNIT

(WNEw isuangiaw)

(WIEIFIULT LTYUNa)

win2/nensilzyaiiB04/2561

T nITuNI



12 lusmafunzfouen no.1/.1 vasenfianemen wisumuazduaatomamugug M wua N AT
aufdunzifon  (finished product  specification) uszTarimuanmMIWIa9TAAY (drug  substance
specification) nsr’i‘ﬁagjszwmmsmﬁyuuﬂaum”'lmw‘i'mﬁw FBILULENEIENMIMWENE N TTBLA b (8.5)
W IWTBw finished product specification Waz/%38 Drug substance specification lagvaurlurieusudsznie
drzmiaadidnnseding warlitiu 2 9 o Sudszmeadsemenendiinnsafing
2. 1ENAIFUIDINIATFIRAITHAAL

21 nsdifignadaludlsznalng AnRadasfiianassusssnaspumsniameaunaninasiuazisnisfialu
MINasen PIC/S {Pharmaceutical Inspection Co-operation Scheme) Tasgwiagau PIC/S participating authorities
wia flanmsiusasmnasgmmsnaamaunaninosiuasiinsfalunmnaasvssdinnuasenssums
DIMITUHZLT NITNTIATITUY Fernuadulaodarnuseandosuasriafouiunaninmaiuazisnsialu
nmInaae PIC/s Tuninapfiauaans avuagaauseunaTesaulasdinanissusesfisiudsena
thrmeasandiannsefing

22 nsd@fidingringreineonszne HHRadadionmsiusennasunHaaemunsninmia:
Efﬁ'miﬁal%mmﬁ@lm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taswsianny
PIC/S participating authorities atfusnga auseunsasaseulasiinanissusesfieiulszmenlsznmanen
alannieiing nIse1yaaaadn udrudnsd
3. LanmsqmmwmaomﬁLauaﬁm (Fnuwnnane)

3.1 wamaanadleneigmnwnaai i uTaguesiuie (Certification of analysis of Finished product) 11
mjuﬁéuﬂuﬁ’;ama

3.2 wansasedeTzRamn I ingfuyesdensety (Certification of analysis of Drug substance) Aldlu
mswﬁmm;‘uﬁ'daLﬂmﬁazmﬁgwao;jwﬁmmuazﬁwﬁmi’mqau

s

33 Lanmi‘v\%avsﬁngﬁuﬁuﬁumwNé'uw"uﬁszmwjumw5%905’@1{36%30@7’;méhﬂty (Drug substance)
7 3.2 n”u;’umswﬁmamﬁ@ﬁmﬁmﬁm%gﬂ (Finished product) 18 3.1

3.4 luns@ifunsfougnanannnd 2 3 asdosfidimnwenonansine Long term stability A
s lunsdougnuuaas LLa:"L@”%'umsaamm”usaal,anmsmnQﬁéwmwaoﬁﬁ'ﬂ

3.5 lunstidunzDouenantasnd 2 9 ssdasddumnnuinguamsanenanaaIsauasenea ity
s unzidonenanuans LLa:VL@T'é"umsmmu{mmmnmamngﬁ”ﬁa"wmwaw%ﬁw
4. ag1een

4.1 iauanen devsdragignatniiay 3 WiBUITY Fadusunuuaasnossdoeldasudm
mwﬁ'r‘imu@luﬁﬁaqmauu’”@ﬁ"a"lﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁdwau (wa@estaN&E1INIT3UYIZAW)

5.1 mﬁdwauﬁaaﬁmqlﬂ@“’iﬂﬁamniﬁ 1§ Yuaniusevay

5.2 eMNIANFINaY a:ﬁaaa‘raéﬂmewmU‘Lu{maawamsmaﬁ,ﬂﬂ:ﬁmjuﬁd@uau

(WINEW suanyiaw) (WHRIF3IULT LIYuNa)

wifi3/munsitzyaiiB04/2561



5.3 nsﬁﬁﬁmanmsv‘i’mﬁduﬁ"gamamﬁaawamﬁadmﬂﬁmﬂ:ﬁﬂmmw RTINS
Fovveadni lasdusazdasss meaJanmwmmuwmmwmsmmammemua%ﬂumuwmau
mlvjmmmmmaalumsmammﬁmammw nmmwm'mm"tmﬂu"[ﬂmmmanwmvmwv nihgTMIve
mmamﬂmuwawsmmnauammmmnmwao mnmLa'vmsawNa@'Lumwa"Lﬂ

5.4 ;dmmz@aasmﬂaUummam’[nwmmq wiaillaifiansifansnwdaoysznsla g dauswualaslis
douly
6. onasanludu g

6.1 Wmmﬁmuavl,&il‘ﬁmﬁmmu (original drugs) foIliniFaLRAIMITNATAL Bioequivalence ﬁlLaua
wWisufisunuenduuuy I@U"?ﬁmsﬁnmﬁaaLﬂuvl,ﬂmwé’nmmsﬁua:LLmﬂg“jU‘“ﬁlunwﬁﬂwﬁ’mugamaam
N VBIRIUNN AU NITUNTERITUALEN ﬂs:mwmmsmqm(s) Tunydidunzfowdusnamuuuum
sy lna (Idaansidouen NG) swsnenIuMsuHLLenTIMIANINFIauyave s

7. diawa e (1e) Bvsanlvanidandyginawasumnue aoi
7.1 nszﬁwamﬁf{wma'«ﬁl,ﬂﬁ:ﬁmﬁmﬂnm’mmmam‘mmwvltﬂmﬁuvlﬂmummgmﬁaﬁmum
72 nsrﬁwﬁmﬁ’mﬁm"nﬁ@ﬁgnL’%‘yﬂLﬁuﬁumnﬁawm@ﬂ@ﬂé’]ﬁfmmﬂmniswmimmmazm Tugrsamas

s

&

qygIcTascY
7.3 ﬂizﬁwuﬂrqummwamNﬁﬂﬁ’wﬁﬁmﬁ]d\ma@iaﬁs:ﬁﬂﬁwaua:mmﬁaa@ﬁsj@iaﬁﬂwﬁvﬁ%’um

8. B2 zm’ﬁms’uaamuﬁﬂﬂsﬁuﬁmsmwNﬁmﬁmﬁmﬁﬁﬂszfﬁgﬂL’%‘ﬂmﬁuﬁmﬂ@ HERNITUAUENTTHNIT

psuazenluszezan 1 Jrawiuwdenmeadszmanasidnnseding

ERE O d198997n
1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLﬂ:@;ﬁa
msﬁnm%aﬂsz@w%waLLa:%aawgamaawﬁmﬁ'mm‘m NaymUNUYN NNUAMENTINNT

IMITURTEN ﬂitﬂi’)ﬁﬁ’]ﬁ’]iﬂ&ifﬂ

GE12) N
(
(BITD)............ C' ................. NITNNT NIIUMT
(WHMEW LA IUINTIAIW) (WHEMISIu Buguna)

wﬁ1ﬁ4/swmsﬁ2mﬁ B04/2561



v
TNBaLd gafwa numzmwwtmuff'\manm‘smsam%an?jnmsﬁm

L1827 BO4 /2561

s78n119N 3 Progesterone 200 mg capsule
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Progesterone 200 mg capsule
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3. amaalANmaARa

3.1 Finish product specification

(1.2}

1. YSunmansndngy

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

2. ldentification

329 aNATEYLY Finished product specification

3. Dissolution

maﬁlmum&lﬁizﬂu Finished product specification

4. Content uniformity

asarnuaNfszylu Finished product specification

5. Impurity / Related substance

m’;amumwﬁi:@u Finished product specification

3.2 Drug substance specification : Progesterone

(3).44)

AMANTANMIIN ana

BP 2013

usp 38

1. USunmarudagy

97.0 - 103.0% of Progesterone

(dried substance)

97.0 - 103.0% of Progesterone
(dried basis)

2. ldentification

ATITN®

HIVNU

3. Appearance of solution

ATIIM®

4. Specific optical rotation

+186° to +194° (dried substance)

+175° and +183°

5. Related substances

- Any impurity : NMT 0.5%
- Total : NMT 0.8%

6. Loss on drying

NMT 0.5%

NMT 0.5%

7. Melting range

126° and 131°
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2. Drug substance specification Wa1sasanlu’ Lﬁm‘vmawwaw drug substance wieludiames drug substance 294
AnaaenduTagl avtleatiumils 4 615\1ummnmmﬁmmmﬁmm’uawnmu@

3. nszﬁ@mamﬁamamﬂﬁﬂmmmw?ai’wqau laididresalmndwdniven IWsedeoma Drug specification fiu5wn e
anudaudafminauasenIsumIawiTuazen NIENTHITIIUFY
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1. a‘hmewmmLanmsms"l,@ﬁ'uagzymifumlﬂwe‘h%’umnﬁaﬁmﬁwluﬂs:mﬂ‘lm wazd el (declare)
LAEINE®
1.1 ludeynstunsdoudniven (n8.2 N8.3 N84 uFWANTHR)
1.1.1 lunsdifiduendndaludszinetlng nanois no.2
1.1.2 ‘Luﬂitﬁ‘ﬁllﬂumﬁﬂLfﬂLﬁ@ﬂﬁiLLﬂdUii? wuefe ne.3
1.1.3 lunsdifiduendighandnalszane nunsds no.s
12 ’Lummamuwmzmm N8.1/8.1 LBINTEHETION wsa&mumammmamsmmmmmwmaawamnmfn
@m‘n’uu‘n”mﬂu (finished product specification) LLavmanﬁﬂuﬂﬂmﬂﬁwmad’mnﬂu (drug substance
specification) nsmmmzmwmsmauuuﬂaum”l’mwumu adasunulenmsdwmwiemsvautla (2.5)
NIWTDY finished product specification Laz/%#38 Drug substance specification I@UmaLLﬂﬂmﬂau’Juﬂizmﬂ
dszmenandildnnseding uazliviu 2 I w Sudszmetssmanasdnnsaing
2. LBNFITIUIDINNATFIMAIHAALN
2.1 nsdfiswdalulsznalng Hriadasdionmyiusasanaspumsniamanamaninaeiuas35msna
lumsudae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswianan PIC/S participating
authorities %38 a‘JLanmsi”maommmummﬁmmmwé“nmmsﬁuavﬁﬁmiﬁa’lumwammmaaéwﬁfmm
ABENITUNITAMTIUALLT NITNTWITIIFY mmvxumﬂmumwaa@ﬂaaoua‘*mmwnwanmmmu,a~
BmsfialunsHaasn PIC/S ‘memmmauamm atuigamuseumsasiasoulasfinanissusasde
deemeadsznienandidnnsaing
22 nsdifidiugniugminareysama HnAadasdianansTusasnaspumIKaaemansnIn e
FEmsfialumswiaem oMP uie GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagi#1ia2414
PIC/S participating authorities a1iud1ga ausaumsanameulasfinanissusesfisiulszmeayszniasian
alannsefing wiaaganaadn usudnydl

3. LNAITUMWYBIENEUD AT (FuwInIwa)

341 Nami@lﬁﬁnmi’\”iﬁﬂmmwwamﬂ N mmw%ﬂ’uaw N&® (Certification of analysis of Finished product)l
miuwa\nﬂumama
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3.2 WanIeTIRIANERINWIANAUYaITIEEATY (Certification of analysis of Drug substance) il%lu

2
o
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3.3 lanmsmsananguiuduanusiiuiizniniunsniatesinnfuaasdendety (Drug substance)
79 3.2 NuFuMINAavasniaimsisnduiagl (Finished product) 78 3.1
3.4 Tunsdidunzdouenynannnii 2 O axdasfidrumnmenenamsfing Long term stability aafiaim
vntdnlunsidougnunuaas LLa:vl,oﬁ’{un'\smmw?maoLanmsmﬂg’ﬁéﬁmwaw‘%ﬁﬂ
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5.2 Ummmﬁdauau %zﬁaae‘méhmewmU'LU%US@JNamwmﬁl,ﬂﬁ:ﬁméuﬁdmau
53 nstﬁﬁmmmwmsv‘hmssjuﬁ'aa:homﬁdwauLﬁaddmn%mﬁ:ﬁqmmw AUBTNTAIYNRUIFD
Sa9eai0ed I@mﬁ’mm:ﬁaqmmLﬁufa’nmm‘hmuﬁﬁmmwmsﬁomqﬁmﬁ:ﬁua:Lﬂu;ﬁ'uﬁwau
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FIIEND WIS URN TN MILEHETIANIIRINEN IS ;Emmtaz/vﬁa;j’mﬁ@luﬂ%ﬁiavlﬂ
5.4 Qmm:ﬁaa%’mﬂﬁmmnﬁamlna’”mmmq wiaaiansfonanwaazdsznisla g nauiwualay
Lifi3enly
6. Alawanan (Ha1e) Busanienidndyginowasuimue Goit
6.1 ﬂsffmamsqumafﬁmﬂzﬁmiﬂ’mﬂm%wmmami‘mmwwiﬂﬁLﬂu‘lﬂmﬁuwmsgwuﬁaﬁmu@
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Ve ToeznY
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HN’WIMG! : §198937n
1 = General requirement UaILNFTA1TUSEMIY Finished product gﬂLmumLﬁﬂ
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 = British pharmacopoeia 2013
4 = The United states Pharmacopeia 38
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3180190 4  Solifenacin succinate 10 mg tablet

Qs Qs =
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1. Bon Solifenacin succinate 10 mg tablet

———

2. amasianaly
2.1 3Uuy Wuede dwnsusudsenmu
2.2 #udsznay  Usznaumaedlen Solifenacin succinate 10 mg 1t 1 1@
2.3 NTUTUIIY msgluumag&ﬁwﬂamﬁ %38 blister pack Ja&din
2.4 28N - :q%am SISz NAUTINFIATYUIZANNLT TUNEA i'uz?uumq \8TinGe
wansdoudiive waedsnmafushwmliadetanuuuursarioed
- LWIEN 8819 ane); aas:y%iam WioBamImMITh SIULTNOL LTI AR NN

PRI LAUNHAR fuﬁumqvlﬁ'@mu

3. AMANTANIMARA

3.1 Finish product specification™®

1. YSunmwdrendnay 90.0 - 110 % of the L.A. of Solifenacin succinate

2. Identification test @i’a’qwhumuﬁ‘szq‘lu Finished product specification
3. Uniformity of dosage units AT

4. Dissolution test m’;’%hmrmﬁi:‘i_ﬂu Finished product specification
5. Related substances / Impurity mwmumm‘ﬁ'sth Finished product specification
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1. dnmnisienssmsldivaugnedunzdoudsupitedmihelulszmelng wazduas (declare)

LAEINE®
1.1 luidymsdunzidoudiun mu.2 no.3 no.4 ufuensd)
1.1.1 lunsdifidunnfindalulszinelng nansds no2
1.1.2 ‘Luﬂitﬁ'ﬁ'tﬁumﬁ'\LiﬁLﬁamiuﬂomﬁ; nanpie ne.3
1.1.3 lunsd@imdunndudrannenslszang nanefis ne.s
12 ludedunafowen no.1/p.1 vesendiiauasen wibumuazdueawatemInuaug I TNYBIHRASTTI
mwﬁ’ifuﬂuﬁﬂu (finished product specification) LLa:’iTaﬁ’muﬂqmmwmaoi'@lqﬁu (drug substance
specification) nszﬁﬁaQi:wmmsmﬁyuuﬂmun‘"tmﬁuLam dpsuuulanTITELMAWEENSTaUT 1 (8.5)
VINWTaN finished product specification Uaz/n3e Drug substance specification lagvaunlanawiudsene

Uszmasandidnnsading wazldiin 2 O o Sudszaiadszniamendidnnsaing
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21 nsdifiuaalusunalng ;j:w5@ﬁaaﬁLanms%'usaammsgmmswﬁwmmwé’nansﬁuaﬁ'ﬁ'msﬁalu
M3suNa®EN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiingau PIC/S participating authorities
wia flonasiusasmnaspumandamaundnnusiuazdinmsnalunisuiasasdminnuamenssuns
DIMTIUNT NIENTWFIT TG Farmuedulasinnuseandosuasriofiouiunaninosiuasisnvialu
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Urmanadiannsefing

2.2 padmfidiwenindaeindousene AnRadasfianansiusaanaspunsniaenamamaninasiuee
58msfialunsnaag GMP wSa GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tatniasi
PIC/S participating authorities 217aq® auTaUMIATIeReUlandNamITUsasdviulszmedsznianan
aidnnialing nIea1yaaaadn usudnadh
3. LanmstmWﬁaamﬁmuai’um (Fnwinnana)

3.1 HANMIATIR AR NNNEaA TN WTegU89HEw (Certification of analysis of Finished
product) ‘Lumi:uﬁ gadudiagng

32 Namsm’aﬁms’l:ﬁqmmw*.i”mqﬁumaa@hmﬁﬂﬂ”ry (Certification of analysis of Drug substance) Allu
mswﬁmméuﬁduﬂwﬁaimwzwaa;jmﬁmml,l,azgwﬁmi'mqﬁu

[

3.3 ianmnmlananuiuduanusuiuszniiunmmiasasiagduyeseasndety (Drug substance)
78 3.2 ﬂ”i_ls;un'ﬁw'ﬁmaawamﬁmﬁmﬁﬁL%ﬁ]gﬁ (Finished product) 18 3.1
3.4 lunsdidunsfougnanunnah 2 9 asdasiidiuinwanonan1sdne Long term stability anaififiu
Rudlunzdougnanuaas wazldsunsaawasusesanansnngisnunavasnium
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4.1 fiaue A davsaniagienainiias 3 ummussqﬁmeﬁ Fafusunuusasneazaue ldasuiomu
mwuﬁﬁwu@luﬁ'ﬁaqmam“awdﬂﬂ"zj’wﬁu
5. msﬂs:ﬁuﬂmmwmﬁdmau (waadtanaIn1TIulIzn)
5.1 mﬁdwauﬁaaﬁmqlﬂ@ﬂajﬁaund’l 1 9 uaniussnay
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5.4 Qmma:ﬁaa%’un,ﬂﬁwml,ﬁam‘lnﬁ%mmq vﬁaLfiaLﬁ@miLéammwﬁuU'ﬂs:mﬂ@6] fiawinualosaid
Fowly

LG 12) Tt ﬂszmuﬂmznswms
(Wes WyUsziEsgnes)

A a—/ %}M
CAN12) IR, 6 ................... nIsuNITg ao‘zja ...... i NITUMT

(WHNMEW L1 BUINTIAW) (WHENIFIULT L INYUNa)

w2/ ifiagaiiB04/2561



6. lanasdanladu g
6.1 minonfaualailgenduuuy (original drugs) daedwilidauaasninaay Bioequivalence 7iLaua
Wisuipuivenduwuy °L<ﬂﬁ'ﬁ'mﬁﬁnmﬁadLﬂu"l,ﬂmwé’nmmeVTLLa:LLmiJﬁU“@lumﬁﬁﬂm%aawga‘uaom
SN UBITIUNIIRATENTINNTOMITUAZEY NIZNTIEDITUAGD Tunsdldunzifoudrfusaauuu
satylnal (ldtsunzidauen NG) sansnunyiunsuwLLenEIMIAn TRy ava e
7. flananan (fo1e) Busanlisnidndyginonasuimue dodl
7.1 nm”mamsq‘m@ﬁﬁ,ﬂﬁ:ﬁmﬁmnmu%ﬂmmam‘mmw"nU“LajLﬁuvlﬂmummganaﬁmu@
7.2 nsﬂmﬁmﬁmﬁm%ﬁmﬁgnL’%'Uﬂl,ﬁuﬁm'mﬁamawi@sﬁ’lﬁfmmﬂmxnsswmsmmmazm lugraan
YaIFTy YT
7.3 nstﬁwuﬂyrqummwmnwﬁmﬁmﬁﬁmaéwae’mﬂs:ﬁﬂ%mLLaxmmﬂaa@ﬁ'a@iaﬂ'ﬂ’wﬁw{um
8. ‘vw'nUWﬁmﬂJaamuﬁw%ﬂ&i%’uﬁmsmN§@ﬁ'm%mﬁﬁﬂs:i‘ﬁgm?ﬂmﬁuﬁuimﬂéﬁﬁfm'\uﬂm:nssums
amsnazenluszesiian 1 Jrewiudszmeadszmianaididnnsading

RANEIAA : 81989370

1 = General requirement 2a9tN&TA3UEMTUZLLLLEN Tablets, Capsules

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 LLa:gjﬁa
mfnnEnlseinfnauszrauyavaniaimeinn NBIRNIUANET MUNNUAILNTIINT
BINRIILLATEN ﬂi:ﬂi’)dﬁﬁﬁ’ﬁmqﬁ
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181150 5 Triptorelin pamoate 11.25 mg for injection

s Qs =
ﬁ’l&lﬂizﬂ’lﬁ%\‘lﬂ')ﬂq‘ﬂaiﬁﬁﬁ’\% 10 a{'ﬂ' 258‘!

1. Baen Triptorelin pamoate 11.25 mg for injection

2. anaaLana )

2.1 3iuy unsendsenids sndude

2.2 dwusznau Usznaudae Triptorelin pamoate 15 mg ﬁam&aﬁ/‘u Triptorelin 11.25 mg 1 1 vial

2.3 MIULLTN ussqlummwﬁ?mamﬂswﬂmm%a WHuETaeanuUsIFRNIE o fAIU T A BNIEN

2.4 aa1n - s:q%am U TN UAILEIAYUAZAINLTI THHER fuéumq 8UfinEe uazla
nafoudiven wasiimafushwnaddannuuussyined

- UBMNTUEYTTIEN B WkDod aaszq%am WiaBamensm sulsznouLazIWIARY

AMALIIVOILN LUANER fuﬁvumqvlﬁ’mw

3. AMANUANINAUA

3.1 Finish product speciﬁcationm

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

2. |dentification m’:ﬁ)mummﬁliquu Finished product specification
3. pH m’mmum&lﬁi:qlu Finished product specification
4. Sterility test a39RUTszY LU Finished product specification
5. Particulate matter m’mmumwﬁs:qlu Finished product specification

- a%MATUIA > 10 pm LiLfiu 6,000 aunA
- 93MATWIA > 25 pm laiLfiu 600 aumA

. 2 .

6. Bacterial endotoxins m’aﬁlmumum:ﬂu Finished product specification
7. Water content Gls’siwi’m@\’mﬁs:q‘lu Finished product specification
8. Uniformity of dosage units m’aﬁlmummﬁi:lﬂu Finished product specification

winuwma nsdigamuiimanaiievasswiadngiv lifidredslwndadsue TWheBmamsiinszsiony Drug specification i

U?ﬁm‘lﬁwmﬁ HUADF N UATIENTTIM I TURS gl ns:mwmmsmqm
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Gauludu g
1. éi'u,mmwd”lULanmsmsvl,éﬁuaigkq;mifuml,ﬁzm@‘h%‘umﬁaémﬂm‘tuﬂszmﬂ%a Wazded (declare) WARINE®
1.1 ‘Luz%ﬁﬂ”rymﬁ‘fm:l,ﬁwﬁﬁum (N8.2 NB.3 N4 URILANTTR)

1.1.1 luns@fidunfndaludsanalng nansfis ne.2

1.1.2 luﬂsﬂﬁLﬂumﬁ%ﬁmﬁammﬂamﬁ wapfe no.3

1.1.3 luns@fidundadhannednstszina wanoiis ne.4

A e
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1 2 lusdmetunzouen no.1/0.1 va9nfiaueren WIDNTUALE HARAT aMIMIURUAMNVBINT AR U]
mﬁu‘nmummﬁu (finished product specification) LLawman'mu@ﬂmmwmaommu (drug substance specification)
nmmastwm'mmquaauuﬂaum"'l,mwmw wdpsuutlangsFwIMwanansvautly (9.5) uansay finished
product specification Laz/w3a Drug substance specification lagwaurtlutauiulsemalszniemesidnnseing
wazliufin 2 9 o Fudsemedszmesandiinnsefing
2. 1aNATTUTDINAIZIUMINAAEN

24 nsdifiadaludsanalng HuaadpsdianmsiusesnaspumsHRamaananinms a3 n1sialu
NINAaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiaeau PIC/S participating authorities
3o flanasfusasnnasgumniasaumaninaurias s nsfialumInanowesdinue sensIInS
2IMIURTLT NITNTWEITIIFY %ﬁﬁmmi‘jruimlﬁmmaaﬂﬂﬁama:ﬁ'mﬁwﬁ'umé’nLﬂm‘VTLLa:'“;'ﬁ'msﬁﬁlu
nMIKdae PIC/S Tunaiagnfiiawasn atuagaarusaunisaseulasdinanisiusasiiviudsenie
demenadidnnsaing

22 nsdifidiwveingreneeyssne Hdadasiiianansiusesnasunsniamemamaninasiuas
"i%miﬁmumma@\m GMP %3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasmiaeau
PIC/S participating authorities 217§ ausaumsaraseulesiinanisiusesdisiudszmalsznanen
Bilinnseiind nieanyasandw usaudnsdl

3. Lanm‘sﬂmmwwaamﬁmumwm (Fuwnwana)

3.1 Nﬂﬂ’li(v’li’;ﬁ)’;l,m’]”%ﬂmmwwa@n TN ma’nsaiﬂmaawwa@ (Certification of analysis of Finished product) T
msma\uﬂumama

3.2 maniav i mmwingfuyesdiendety (Certification of analysis of Drug substance) AlElu
mmﬁmméuﬁs‘ruﬂum‘”’satmﬁgwaatgwﬁmml,l,az;gwﬁmfmqau

o

3.3 Lanmsvﬁa%é’ﬂgﬁuﬁuﬁummé’uw”ufs:wméummﬁmaﬁ@qﬁwaaé’amﬁmm (Drug substance)
78 3.2 n”u;’umswﬁmmaawﬁmﬁmﬁmﬁﬁagﬂ (Finished product) T8 3.1
3.4 lunsdidunadongnanannni 2 9 rdasfldmumnmerunans@nm Long term stability anafifin
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