i'lﬂaxtﬁ2101qmé’nﬂmzmwwuuuﬁ'lmana’l‘smsﬁ'ﬂ%anﬁﬁm‘rfﬂﬂ
a2 BO4 / 2561
180130 1 Leuprorelin acetate 3.75 mg for injection
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1. Baen Leuprorelin acetate 3.75 mg for injection

2. ansaaiania byl
2.1 guuy Wunsendeanide dwiuda
22 dudsznay  Usznaudan Leuprorelin acetate 3.75 mg 1w 1 Pre-filled syringe (dual chamber)
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3.1 Finish product specification“)

anaNiamMnaka BP 2013

1. Sanaarendaiy 95.0 - 105.0% of the LA, of Leuprorelin

2. ldentification ATIVHU

3. Water content NMT 5.0%

4. pH 5-7

5. Sterility ATIINIU

6. Uniformity of dosage units ATIIN

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%
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3.2 Drug substance specification !"

AmaANyaNIsmaia BP 2013
1. YSanadrndey 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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378190 2 Oxybutynin chloride 5 mg tablet

mulszndasnaa AURBEH

1.Ba1  Oxybutynin chioride 5 mg tablet

2. anasiana

2.1 31uuy Wueude §wsusulsznn

2.2 wdsznay  dsznaudsdaen Oxybutynin chioride 5 mg 1w 1 e

2.3 MTUUIN ussaluumamuuwﬂaﬂa %38 blister pack LLamssanmmﬁaonmLm

2.4 aan miam fudsznaudiedmAgueza LT TuKEa 'maumﬂ LRUTiNES
wanzidoudsuen meﬁmsmmnmm"l:;amammwumﬁqnmm
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3. amaNaNIImARa

Namsm’m"imﬁ"ﬁﬂmmm‘ﬂuvl,ﬂmu Finished product specification was Drug substance specification 1'71'
819899 NLNFTI T LAt ULA N ﬁmvlmm‘ﬂ o UA D E NI UA LN TTHNITEIMITURLEN NIENTWRDITUFY
mul,na"ﬁmiiml’ﬁmﬂamamﬂuamum‘nmJm’wmalﬂwmﬂmmmuma‘m’wulmmi‘u‘nm AMNUTTNMANTENTI
MTTUFY 1509 i”um’mm W.91.2556 893171 11 LUBIBU W.9.2556 (mﬂi“mﬂlm’l"mﬁ]ﬁnumnw’nu‘n 10 &mu’mu

2556) nsm"lw LN El‘lJLYﬂl‘Vi‘U%ﬂ‘U(ﬂ AuNilavaIn nIsNNsUTENIATIAEN

3.1 Finish product specmcatlon( M)

amFNLfinmake ‘USP 38 = BP 2013
1. ﬂsmmmmmmy 90.0 - 110.0% of Oxybutynin HCI 95 0- 105 0% of Oxybutynin HCI
2. Identification ATITNW AU
3. Dissolution sxanglalstounin 80%(Q) of the L.A. of azano'livaandn 70% of the LA of
Oxybutynin HCI meluian 30 wif] Oxybutynin HCI meluaan 45 wdl
4. Uniformity of dosage units ATIVHU ATITHH
5. Related substances - By Liquid 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%

................................................................... UsemunmensIunms
(Wia3 myUsnaigwe)

(89%a).............. g .................. NITNNT (34%a) //ﬁﬁ; Zﬂo NITUNT

................................ R
(WHMEW NgunTIiau) (WHRIFTULN LuyuNa)

uﬁﬁﬁﬂ‘swmsﬁz'zgﬂﬁ B04/2561



3.2 Drug substance specification : Oxybutynin HC

| 2

amaNianNInaka

USP 38

BP 2013

1. USuudnondngy

97.0 - 102.0% of Oxybutynin HCI

(calculated on the dried basis)

99.0 - 102.0% of Oxybutynin HCI

(dried substance)

2. Identification

ATIINI

AN
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 related 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%
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5181150 3 Progesterone 200 mg capsule
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. Boan Progesterone 200 mg capsule

—_—

. amandanaly

2.1 3uluuy Wueda soft capsule #1HIUTUUTENH

2.2 gudszney  Uszneudiadann Progesterone 200 mg 1w 1 1dia

23 Mrurusny  uITaluussesiiiilsawasd wis blister pack Jasiin

2.4 287N . szq%am UL RNIUAINEAYURTAIINLT TUHES i’uﬁvumq wwuiinGa usziaansidon
dnsuen Wegnstanuuuussiued

- LWMTULTIIEN armﬁam'faas:q%amﬁ%a‘ﬁamomsﬁ’ﬁ #IULTNOUURZIUIAANULSI

2998 LUTINGA fuéumq i5aian

. AMFNLTANINAKA

3.1 Finish product specification

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

2. |dentification m’mmumu'ﬁ'i:qlu Finished product specification

3. Dissolution Gli’silmumuﬁsquu Finished product specification

4. Content uniformity GIS’JﬁJmquﬁinﬂu Finished product specification

5. Impurity / Related substance @i’afﬂmum&lﬁizﬂu Finished product specification
3.2 Drug substance specification : Progesterone(s)’“’

andNlANInaka BP 2013 UsP38
1. ﬁ?mmﬁamﬁ’m"ty 97.0 - 103.0% of Progesterone 97.0 - 103.0% of Progesterone
(dried substance) (dried basis)
2. Identification AT ATINU

3. Appearance of solution ATITNW -

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°

4 gl 4 //p& Zﬁp
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'VIN’ISJWIG! 1. ﬂiELWIiJGWl»LUEJuLLNﬂ’WL’Ju (waive) ﬂ?i@ﬂﬁ]ﬁauuﬂﬁ’l”ﬂﬂﬂmﬂ@l 1%UuLLamLanmwanmumnm’m'lmuaummn
2. Drug substance specification wmswmnlmmﬁmmamwam drug substance ¥3aluSinTed drug substance 184
Nwammmuﬂ‘iﬂ atulaatunils 4 ‘ﬁx‘i&m'ﬁﬂ?ﬁ’sLﬂS’l“’%ﬂﬁUYlﬂﬂ’HﬁJY]ﬂ’muﬂ

3. nsmﬂmawummamﬂuﬂmmmmm@mu vL&JSJE]’NaGl%Lﬂﬁ’ﬁ@'ﬁUU’I lwmaaomm Drug specification ﬂU‘i'i:}'Vle@l
wn%uwmamum’mﬂm‘*nsmmsmmma*m n‘s*mwmmsmm

4. nsmﬂmawummamﬂuﬂmmmma'mmu Naﬁﬂﬂﬂl%tﬂﬂ%ﬂ’l‘iﬂﬂﬁ memnmm'ﬂmmawLauas’lm'lumonu
Lﬂ'ﬁ‘ﬁ(ﬂ’liU(ﬂ']&W!I?OWEﬂU’]RﬂT‘ﬂ']ﬁ Lan Q'N8\‘1LJ'\ﬁ’ﬁ(ﬂ’]?‘umﬁ&lﬂ')ﬂﬂ‘i”ﬂ’]ﬁﬂﬁ”ﬂﬂﬂﬂ?ﬁ’lﬁmﬁ‘ﬂ L3893 5~UW1‘5’1EJ'I

W.¢1. 2556 maEmmmummjmsuuaﬂmuamn‘ﬂ?mﬂn?mwmmsmmj LW@IWLH@H’WLL’UG‘U% 1ﬂmunU@aawua
VRINUENIINNMTUIENIRTIAEN

dowludu q
1. mL‘mmwmmanmsmﬂmuaummmm Lumummznl,waawu’m'luﬂ?mﬂ"lm Uaz§ILA4 (declare)
LASINE®
1.1 1uz%m”n;ms§uwnﬁwﬁw%’um (N8.2 8.3 NY.4 LSUANTH)
1.1.1 luns@ifidunindaludszneng wingds no 2
1.1.2 1unsm°nLﬂummm’nwammmmsa nuedd ne.3
11.3 lunsmﬂLﬂummwﬁmnmoﬂ?mﬂ wuhs ne.4
12 ludwetunzifoun NE.1/8.1 T89LTLEUETIN w%auﬁyaugmﬁ‘aiamsﬂwﬂmnmwwmawﬁmﬁ'mﬂ/i‘
mwﬁﬁmuﬁw (finished product specification) LLa“mam%u@ﬂmmwmammn@u (drug substance
specification) nmmammmamnﬂawuﬂaum"lmwmm O mammmanmsmmwmwmUmwmm‘”l’u 8.5)
VINTaN finished product specification Laz/#3a Drug substance specification I@U‘uamﬂmnau’mﬂ?n’lﬂ
szmeamendidnnsefing uazlaifiu e O m Wdemesemenaidiinnsefing
2. Lanms%’maammg'mmmamm
21 mtﬁﬁmwﬁm‘luﬂszmﬁhﬂ tTN§@@Taoﬁl,anaﬁ%’maammmummﬁmmmméfmnm‘ﬁua‘*’“ﬁmsﬁﬁ
lunsudann PIC/S (Pharmaceutical Inspection Co- -operation Scheme) I@m%mmm PIC/S participating
authorities %38 manmssmaammmumswa@mmwanmmmua aﬁmsmlumswa@]mmaamumm
AENITUNTEIRITURLL NIENTWITIIHGY mm%umul@mm’nma@ﬂaaouam@mﬂunmxanmmmum
Bnnsfialunisuiasn PIC/S ‘Luﬂm@mmauamw auuma@mmaumsmwaauiﬂﬂuwanﬁssusaanoau
Usemadsznmenandiinnsafing
2.2 nsdifdiuensiughansgilse UNF wwa@ma\mLanmﬁmmmmmumswammmwanmmww
’Jﬁmi“n@llumiwa@m GMP w3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasmipam
PIC/S participating authorities auumqm mmaumimmaauhmJNamiimaqﬁoi’uﬂszmﬂﬁszmmwm
aldnnsafing wiaoyanaadn ududnd:
3. Lanmmmmwmaamﬁzauaﬁm Fuwnnana)

3.1 Nami@lﬁmmi’lmﬂ WNWNRAN UsH mmLi‘ﬂiﬂ"uadN WA® (Certification of analysis of Finished product) 11 Tu
EJ’]S%Y]?(GL‘]T]%G]’JBU’N
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3.2 WaNNIATIRIATIERIMWIANAUBITIEEATY (Certification of analysis of Drug substance) 715l

<

s

mswﬁmmjuﬁdmﬂuﬁ%aﬂ'wrfwaa@wﬁmml,a:;gwﬁm@qﬁu
3.3 Laﬂmi%?awé‘ﬂgmﬁus‘]’ummé’uw”uﬁ‘szwmi;umwﬁwaa’i’@lqﬁwaw’ﬁmﬁwﬁ’fy (Drug substance)
T 3.2 NUTUNIHAAVDINTAA MY B & 15931 (Finished product) Ta 3.1
3.4 lunsditunsdonenumnnnii 2 3 ssdesfdnumwanananisdnm Long term stability anaifitin
wadulunsSonguusas LLa:1ﬁ§Unﬁiaauﬁu§usaaLaﬂmiﬁnngﬁéwmwaw%ﬁﬂ
3.5 luns@idunzidousnanitonnii 2 9 axdasddmimmwinonansannanuaeawe et
wdulunzidougnanuses LLazvtei”%'umimmu%’maoLanmsmﬂgﬂéﬁmwaou‘%ﬁ'ﬂ
4. Anageen
4.1 fiauonan dessvdiatnienatneden 3 wihgusranimd Fadudunuusasroszidoeldnsudim
mwﬁr‘imu@luﬁaﬁaqmawu“@ﬁﬂﬂ%aﬁu
5. msﬂszﬁuqmmwmﬁdauau (wantanaI NI sEnN)
5.1 mﬁdawauﬁ’aaﬁmqlﬂ@"hiﬁam’h 1 9 dunniusdney
5.2 mnmmﬁd\mau a:ﬁmmﬁ'nmmwmU'LU{UiaoNamimqﬁms’]:ﬁméuﬁﬁwau
5.3 mtﬁﬁ%mmn"ﬁmsﬁﬁmsqué‘;aﬂ"mm'ﬁdwamﬁladamw’?msw:ﬁqmmw wihgNInTIzinie
S ONELPRIA T,@mfmm:ﬁaqa‘mﬂ’nﬁwﬁnmw{i’mauﬁ%mm'mmidom’aﬁl,mw:ﬁl,l,amﬁu;ﬁuﬁ(ﬂ"nau
mlﬁ’ﬁhﬂ'ﬁLﬁ'U’rﬁaﬂuﬂ'ﬁmwﬁmw:ﬁqmmw ﬂsrﬁﬁwuﬁﬂm"lmﬂuvlﬂmuqmé'nwmxmww: AHILUTNTNIVD
FIIUANS LS URN TN NS ERE AN BN AINEN V04 Qmmm:m?a@wﬁsﬂuﬂ%@iavlﬂ
5.4 g*’mm:éfaa%’mﬂﬁwml,f}amlné”m@mq w'%'mﬁmﬁmmnﬁammwﬁaﬂﬂs:mﬂ@6] Aaufnualag
Lidiouls
6. fiawanen (funn) Busaaldanidndgannanasuivue doil
6.1 nsr?mamssjwms:’imﬁ:ﬁmi{mﬂnsu%mmam‘mmwwsﬂmﬁuvlﬂmummgﬁwﬁaﬁmu@
6.2 ﬂstﬁwﬁmﬁmﬁm’ﬁﬁ@ﬁgﬂﬁmLﬁuﬁumnﬁama’mi@zJﬁwffmmﬂm:nsmmsmmma:m lugr9an
Vst Rz Faszny
6.3 nsﬁwuﬂvzqummwmnNﬁ@ﬁ’msﬁﬁmadwadaﬂszﬁﬂ%mLLa:ﬂ’nuﬂaa@ﬁ’mﬁaﬁﬂmﬁiﬁ%’um
7. umm'vnm?uaamuﬁw%ﬂaj{uﬁmsmwﬁwﬁmﬁmﬁﬁﬂs:i’agﬂL’%UﬂLﬁuﬁuI@wuéﬂﬁfmmﬂmxmsums
wswazenluszaziaan 1 Dhewudszmeadszniamadidnnsafing

NG : 81989970
1 = General requirement 2aILN&¥F1TUSMIU Finished product gﬂLLuumLﬁ@
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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3180137 4 Solifenacin succinate 10 mg tablet

mwﬂs:nmé’wi’mquasmﬁ'ﬂ

1.Zos1  Solifenacin succinate 10 mg tablet

2. amantanalil
2.1 3uuny Wusnde dwsusudsenu
22 dmsznay  Usznaudiseaen Solifenacin succinate 10 mg 1 1 1iia
2.3 NTUUTIY Uiiﬁﬂuumagmﬁmwgnﬁ %38 blister pack Jaaiin
2.4 287N - szq%am fUlEna ML EINURZANNLTI SUNEe i'uﬁvumq \avfinGa
wansdaudsuen LLa:";EmsLﬁu{nmmvﬁashav?@muuumsgn"wﬁ
- UUIEN agnetand amq%am W30ToYIMIan SINLITNEY LAIWINR NS

YDILN LRVNNAR ’S'uﬁumqvl'.i”‘ﬁ'@mu

3. amdaNUANIINARA

3.1 Finish product specification™?

1. YSunuarzndany 90.0 - 110 % of the L.A. of Solifenacin succinate
2. |dentification test @i’s’famum’m‘ﬁiquu Finished product specification
3. Uniformity of dosage units AT

4. Dissolution test m’mb\hum’mﬁizqh Finished product specification
5. Related substances / Impurity mmmumuﬁ's:qlu Finished product specification

= [ a A o oA idY A o o a v A a ¢ } . . ~
WN"UVH@! njmﬂmﬁwuﬂﬂ"lﬂl,ﬂﬂuﬂmaﬂﬂ'ﬁﬂﬁa?@q@u vLNNaqﬂaﬂluLﬂaaﬂﬂ']sUﬂ'l lﬂa']\"aﬂwaﬂqﬁ'uﬂﬁ']zﬂﬂ']u Drug specification 1
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dowludw 9
1. ﬁwmewn"]zJLanmsms"l,@ﬁ'uagtymifmnﬁam‘iﬁuU'}Lﬁaﬁ‘immaluﬂsxmﬂim usz§La (declare)
WABINRG
1.1 'Luz%ﬁﬂ”zynﬁ‘ﬁumLﬂﬂu@‘iﬁum (N8.2 8.3 N84 USWANTH)
1.1.1 lunsdifiduefindalulszmdlng wangts no2
1.1.2 lunstﬁﬁlﬂumﬁwLﬁWLﬁanmLﬂwﬁg wuBie ne.3
1.1.3 lunsdifdugniughanedradsene nanods ne.4
12 ‘lummamummﬁum N8.1/8.1 To9nfilgueTIN wsauﬁﬁmaU@mmamsmumﬂmmwmamamrum
Vﬂwﬂmu‘ﬂ ST (finished product specification) LLa”maﬂ’muﬂﬂmﬂ'lwmad’mnﬂu (drug substance
specification) ﬂsmwam~mmm,ﬂayul,l,ﬂamn’"lmwwmw wdaIuRUENIITENMINIWENE N TTaLT LY (8.5)
NWTBY finished product specification Laz/#38 Drug substance specification I@]U%mehmau’mﬂi:ﬂ'lﬂ

Uszmamandiannsefing uazluifin 2 9 m Tudsemedssnienansidnnsaiing

nIuMg (CENI) N T NITUMS

(WNMEW ugiamw) (WEMIRIULN Buguna)
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2. LaNFIITUIDINIATFIRNIINAAL
2.4 nsdfignudaludsanalneg Andadasdianassusasnaspunskiamaunaninaeiuaz35nsaialu
MINEaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiiipau PIC/S participating authorities
%32 SLaNF1ITUTINATTIUMTH A URANN T LAZ I TN T8 LU NN AAEN TN UA AN TTNNAS
2IMTUAZYT NITNTWENTITUGY Fihwuadulasfausanndauasiafouiundninoeiuaz3ensialu
N1SWRABN PIC/S ’memmmauamzj avvdgaauTaunIaTIIReulasinanssusasfisiudszna
Uszmasadiannsafing
2.2 nsdifdinaningroincoyseana KWdadastiionansiusesnasunsHaaemamaninisiae
’AJ'ﬁ'msﬁﬁlummﬁmm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasminganu
PIC/S participating authorities atiUd1ga aasaun1sasvseulasdinanmsiusasfeiudsemetlsznanm
Auinnsafing WI0019AaATW uaIuAnItl
3. Lanmsqmmwwmmﬁmuaﬁm (Fuwinnang)
3.1 Namimaﬁﬁmﬁ:ﬁqmmww'ﬁmﬁ'msﬁmﬁm%agﬂmaaﬁwﬁm (Certification of analysis of Finished
product) 'Lumi;uﬁ' faduaragng
3.2 namsasviieneinmnwiagfuvasdaundeny (Certification of analysis of Drug substance) filtlu
mswﬁmmjuﬁﬁaLf]mﬁaU"l\mzwaqﬂwﬁmml,l,az;gwﬁmfmqﬁu
33 Lanmiﬁa‘mé’ngﬁuﬁuﬂ“’ummﬁ'ww”uﬁszmwi;umm5@1’11aai’mqawaaﬁ’qmﬁw’fm (Drug substance)
79 3.2 ﬁ’m’umswﬁwaawﬁmﬁmﬁmém?asﬂ (Finished product) T8 3.1
3.4 lunsd@ifunsifousnanannn 2 3 asdosdidnummweinoxansine Long term stability @&
vindulunsouenauaas LLa:"LmumiaommusaaLanmsmngummwaousa:m
3.5 luns@idunzidouegnantosndit 2 & AN FUW NN INANIAN BN AUAITIVBIDN AR
udnlunsdioueuuaas LLa:VL@T{umsaau'lm?‘mmLanmsmnpjﬁéﬂmwam’?ﬁﬂ
4. @70871981
4.1 diauenan dassidiagsenainiies 3 wihguITIAm Fuduiunuusasnossdoeldasutu
muﬁﬁmu@luﬁ’rﬁaqmawﬁaﬁ;ﬂﬁﬁ’mﬁu
5. msﬂszﬁ'nqmmwmﬁdwau (waaIeNF1TN1ITUTENW)
5.1 mﬁe&mauﬁaaﬁmmlﬂ@"lﬁﬁamndw 1 9 luaniudenay
5.2 m‘nmm‘nmuau avmommmewmUlususamaﬂ'ﬁm'amLﬂﬁmm‘mwmuau
5.3 nmmwmmwaﬁmsmmsawmamam‘naouamwammammswmammw whgNINTIinNIFe
fovvaalaEng IG]EJN‘IJ’]EJ’%]“‘G]ENEN2!’1LW&Iaﬂ@'l'mﬁ]’lu’luﬂﬂu?Ui’l’n‘f’l'ﬁad@li’)’%’)Lﬂi’l"%LLayLﬂ%NSUNWHBU
ﬂ’]l"!ﬁ)’]UﬂLﬂﬂ?‘ﬂadluﬂ’liﬂi’Jfﬂ’JLﬂi%%ﬂmﬂ’]‘w nsmmwmwm"l.mﬂu"lﬂmuﬂmanwm“mwm RUETITNTVO
amuawﬁvlmuwmsmmsmuaﬁmmmnma’naa N“IJ'IULL&”/%SQNNGWluﬂSGWEVLﬂ

5.4 gfmmma\ﬁmﬂauummamlna%mmq m‘amam@msmammwmUﬂs:mﬂme] Aauruualaslsid
el
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6. anasdounludng
6.1 mineiaus llsendunuy (original - drugs) daslinilsFauaanin1Imasey Bicequivalence 7Laud
Wisusunueduiuy T@U’?EmsﬁnmﬁaaLﬂuvlﬂmwai”nmm‘vﬁm:umﬂﬁﬁ?}lumsﬁnm%mugamaam
FINY 2B IF RN BA LN TTUNITOIRITUAZEN ns:mwmmsmqmm Tunsdidunzidoudrsusauuuus
adylnd (Ieisanzifousn NG) mminanL’S’ummuuLaﬂmsmsﬁﬂm%mmgamaom
7. flana e (§21e) Busenldanidndyyinewasurivua foi
7.1 mrﬁwamsgum’;a?mﬁ:ﬁmﬁmnnm%mmam‘mmwwU‘"L;J‘Lﬁu"lﬂmummg’mﬁaﬁmu@
7.2 nsrﬁwﬁmﬁmfﬁmﬁnﬁﬂﬁgnL‘%aﬂLﬁuﬁumnﬁawmmI@sJﬁwﬁ'ﬂmuﬂmznssumsmmma:m lugraam
Ya9dty ez doarny
7.3 nszﬁwuﬂurqummwmnwﬁmﬁ’mﬁﬁmad\ma@iaﬂs:ﬁw%maLLa:mwﬂaa@ﬁ‘a@iagﬂ’aUﬁvlé'ﬁ'um
8. minmwmsmamauﬁw%ﬂ;ﬁ’uﬁmsmNﬁmﬁmﬁmﬁﬁﬂszi‘ﬁgnL?UnLﬁuﬁuI@ﬂﬁ’]ﬁfmmﬂm:nssums
amsuasenluszoznm 1 Jheuiudsrmeadszmanadidnnsefing

Va8 : 61989970

1 = General requirement maamﬁ‘ﬁ@‘i’ﬁuémfugﬂuuum 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 LLazfjﬁa
miﬁnm%aﬂixﬁwﬁwaLLaz%msJHamaawﬁﬂﬁ'mcﬁm NBINILANELN ENNNUANTIVMS
BIMIIUAZYT NIENTHATITUGY
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318NN 5 Triptorelin pamoate 11.25 mg for injection

m’mﬂizmﬁ{f\m’fﬂqumwmﬁ

1. 3aen Triptorelin pamoate 11.25 mg for injection

2. amansiana byl
2.1 3wy WunsgnUnaenids dwiude
2.2 gautsenay Usznausay Triptorelin pamoate 15 mg ﬁaugaﬁ’u Triptorelin 11.25 mg w4 1 vial
2.3 MTuIN ms{l,um’ﬁu:ussﬁgmamﬂﬁﬂmm%a wiumsarapUnanFadwiuasan e
2.4 237N - 5:'1.4%691 FUUTENaUMLIE A YLAZANNLTI TUNER i’uﬁvumq 1UTHER wazLaY
nzidoudsuen LL@:?%ﬂﬁLﬁU%'nmmvla”aziwz?mﬁmuumiagﬁ'msﬁ
- UWMTULLITTIEN aﬂwaﬁaaﬁaosxq%am Wiadaynimnn saulsEnauus Ay

ANUIIVEIEN LRVNHER 'S'uﬁumqvli"ﬁ@wu

3. AANUANIINARA

3.1 Finish product speciﬂcationm

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

2. |dentification miaﬁlwﬁumﬂuﬁi:ylu Finished product specification
3. pH m’mmum’mﬁi:qlu Finished product specification
‘4. Sterility test m’mthumuﬁs:ylu Finished product specification
5. Particulate matter @li’mmumw‘ﬁ‘s:qlu Finished product specification

- BUMATWIA > 10 pm 'laikfin 6,000 ayna
- aUMATWIA > 25 pm laiifin 600 ayme

6. Bacterial endotoxins m’thmrmﬁsquu Finished product specification
7. Water content G}ﬁﬁ)ﬁh%m’mﬁizﬂu Finished product specification
8. Uniformity of dosage units @i’lﬁ]mu@l’mﬁiquu Finished product specification

wnamg nidiqusuianmanefavessmistagdu lidsedshundaiium Wsedmanisinnedon Drug specification 11
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1. émmmwmsJLaﬂmimsvlﬁé“uakt,nvnmfumLﬁau@"h%’umLﬁa'«a"mmmluﬂizmavlm waTEIUeY (declare) UWARINES
1.1 'Luﬁm"rymsi’fuﬂnﬁwﬁﬁum (N8.2 n8.3 NY.4 uFANT)

1.1.1 lunsdifiduenfindaludszinelng naneds no.2

1.1.2 ‘Luﬂitﬁﬁlﬂumﬂ’]L’I]"]Lﬁ;aﬂ’lil,l,ﬂ\‘]‘lﬁiﬂ wneie o3

1.1.3 lunsdifdusninthandisUseimne wineas ne.4

Usesunmenssunis
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1 2 ludwatunadoun ne.1/p.1 YoINMaUeTIN WNTIWRE mwmamsmmmmmwmawam W
mu‘nmummﬂu (finished product specification) LLa.»?Jam%u(ﬂﬂmnWW’lJad’a@mﬂu (drug substance specification)
nmmamm:mmnﬂaEJuLLﬂaaLm“"lmwumaJ awdvsuuUanmIFIMWEINgmMIveursly (2.5) swiau finished
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