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1.8881  Bethanechol chloride 5 mg tablet
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3. amdaniAMinaia

3.1 Finish product specification

1. USnmeaendney ] 1 90.0% - 110.0% of the LA, of Bethanechol chloride
2. Identification ATIHIU
3. Dissolution NLT 80% (Q) of the L.A. of Bethanechol chloride 1% 30 u1fl
4. Uniformity of dosage units ATIWY
5. Organic impurities - Desacetyl methacholine : NMT 1.0%
- Any unspecified degradation product : NMT 0.2%
- Total impurities : NMT 1.5%

(1)

3.2 Drug substance specification : Bethanechol chloride'

1. Phnudaendnag ’ 98.0% - 101.5% of the L.A. of Bethanechol chloride
(calculated on the dried basis)

2. Identification ATIU

3. Residue on ignition NMT 0.1%

4, Heavy metals NMT 30 ppm

5. Organic impurities - Desacetyl methacholine : NMT 1.0%

- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.5%

6. pH 55-6.5

7. Loss on drying NMT 1.0%
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1. #an

Bromocriptine mesylate 2.5 mg tablet

2. amanyianly
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3. amANANIINATA

3.1 Finish product specificationm

Test Item

USP 41

BP 2013

1. PBanusdedngy

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

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

2. Identification

ATIWY

ATIHIU

3. Dissolution

Test 1 ugasmyazangliviasnin 80%@Q)
of the L.A. of Bromocriptine 1% 60 w1t
Test 2 ugasmsazanelaisiannin 80%(Q)
of the L.A. of Bromocriptine 114 30 w1l

uasnsazanelitannit 70%(Q) of the
L.A. of Bromocriptine 1w 45 wdl

4. Uniformity of Dosage units

ATIIW

ATITEIU

5. Organic impurities

- Any spot, other than the principal spot,
from the sample solution is not greater in
size and intensity than the spot from
Standard solution 2 : NMT 3.0%

- Any remaining spots are not greater in
size and intensity than the spot obtained
from Standard solution 3 : NMT 1.0%

- The sum of the organic impurities

: NMT 5.0%

- any secondary band is not more
intense than the band in the chromatogram
obtained with solution : NMT 3.0%

- NMT one such band is more intense
than the band in the chromatogram
obtained with solution : NMT 1.0%

- NMT one such a further two such
bands are more intense than the band in
the chromatogram obtained with solution

: NMT 0.5%

(WNMEW ATWINTIAIW)
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3.2 Drug substance specification : Bromocriptine mesylate

(&)

T est item

- Any individual impurity : NMT 0.1%

- Total impurities : NMT 1.0%

- Methanesulfonic acid : 12.5% - 13.4%
(dried basis)

USP 41 ‘BP2013
1. Yuuaendey 98.0 - 102.0% of Bromocriptine 98.0 - 101.0% of Bromocripnné
(dried basis) (dried substance)
2. ldentification ATIIHIN AT
3. Appearance of solution ATIINIH ATNU
4. pH - 31-38
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 20 ppm. NMT 10 ppm.
7. Organic impurities - Bromocriptinine : NMT 0.4% - Impurity A : NMT 0.02%

- Impurity C : NMT 0.4%

- Impurity B,D,E,F,G ; for each impurity,
NMT 0.1%

- Total : NMT 1.5%

8. Optical rotaion +95° to +105°

NMT 4.0%

+95° to +105° (dried substance)
NMT 3.0%
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9. Loss on drying
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1. Boen Cyproterone acetate 50 mg tablet

2. amanianaly

2.1 upy WDuenda dmsusudsemu
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3. AMANLANINALKA

3.1 Finish product specificationm

amaNiaMIInaia BP 2013 ‘
1. Ysunmwan mﬁ?ﬂ”ﬁg 95.0 - 105.0% of the L.A of Cyproterone acetate
2. Identification ATIEIU
3. Dissolution axanglittoundn 70% of the L.A. mulu 45 widl
4. Uniformity of Dosage units ATIINIU

(Weight variation)

5. Related substances By liquid chromatography

- The area of any secondary peak : NMT 0.5%

- The sum of the areas of all the secondary peaks : NMT 1.5%
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3.2 Drug substance specification : Cyproterone acetate”

AnENLANINAKA BP 2013
1. WSanmushemdndy 97.0 - 103.0% of the L.A of Cyproterone acetate (Dried substance)
2. Identification ATITIU
3. Specific optical rotation +152° to +157° (Dried substance)
4. Related substances By liquid chromatography

- impurity F : NMT 0.4%

- Impurity E : NMT 0.2%

- Impurity B, C, G, for each impurity : NMT 0.15%

- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5%

5. Loss on drying NMT 0.5%

6. Suifated ash NMT 0.1%
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1. foun Dutasteride 0.5 mg + Tamsulosin HCI 0.4 mg modified-release capsule

2. ansasnianialyl
2.1 Juluuy weudauaiga gﬂuuuaanqwﬁ%u (prolong-release capsule) #1%IUTUYTEN U
2.2 smdsznay Usznaudredaen Dutasteride 0.5 mg usz Tamsulosin HCI 0.4 mg 14 1 e
2.3 MIULVTN ussq‘lumw:ussa‘ﬁﬂ@aﬁﬂ Lta:Uﬁqn”mwTJaoﬁuttaa
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3. amaaniGmoinaia

3.1 Finish product speciﬁcationmm

1. YSumeaendey avarnumufiszylu Finished product specification

. P - P
2. Identification mﬂ'-amumum:l.qllu Finished product specification

3. Dissolution mﬂamumuﬁ's:qlu Finished product specification

4. Uniformity of dosage units wnamumuﬁsquu Finished product specification

5. Impurity / Related substance

anarhumafiszylu Finished product specification

3.2 Drug substance specification
3.2.1 Dutasteride™*

1. Pty

97.0 - 102.0% of Dutasteride (on the anhydrous and solvent-free basis)

2. identification ATITHU
3. Residue on ignition NMT 0.1%
4. Limit of platinum NMT 5 mcglg

5. Limit of residual solvents

- Acetonitrile : NMT 0.3%

- Ethyl Acetate : NMT 0.2%
- Dioxane : NMT 0.1%

- n-Heptane : NMT 0.5%

- Pyridine : NMT 0.2%

- Toluene :)J'MT}Z%
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3.2.1 Dutasteride”™* (fia)

Procedure 1

- Dutasteride acid : NMT 0.2%

- Dutasteride dimethylamide : NMT 0.2%

- Dutasteride methyl ester : NMT 0.15%

- Dutasteride ethyl ester : NMT 0.2%

- Dutasteride 170-5-ene : NMT 0.2%

- Dutasteride 17a-epimer : NMT 0.3%

- Chlorodutasteride : NMT 0.4%

- Dutasteride 5-ene : NMT 0.3%

- Any other individual impurity : NMT 0.1%
Procedure 2

- Dihydrodutasteride : NMT 0.15%

- Dutasteride a-dimer : NMT 0.3%

- Dutasteride B~dimer : NMT 0.5%

- Any other individual impurity : NMT 0.1%
- Total impurities: NMT 2.0%

- For the anhydrous form : NMT 0.50%

- For the hydrate form : NMT 1.5%

6. Organic impurities

7. Water

8. Optical rotation +15.0° to +25.0°

3.2.2 Tamsulosin HCl %

1. WSunmdaendnsy

98.5 - 101.0% of Tamsulosin HCI

(on the dried substance)

98.0 - 102.0% of Tamsulosin HCI

(on the dried basis)

2. Identification ATITU AU
3. Enantiomeric purity Impurity G : NMT 0.1% NMT 0.3% of the S-enantiomer
4. Heavy metals NMT 20 ppm NMT 20 ppm

5. Related substances

A. Impurities eluting before Tamsulosin.

Liquid chromatography
- Unspecified impurities : for each
impurity, NMT 0.10%

Procedure 1 (use for impurities eluting
before Tamsulosin)

- Any individual impurity (if present the des-
ethoxy and methoxy impurities) : NMT 0.10%
- Total impurities: NMT 0.15%
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3.2.2 Tamsulosin HCI ™ (gig)

5. Related substances (sia) B. Impurities eluting after Tamsulosin. Procedure 2 (use for impurities eluting
Liquid chromatography after Tamsulosin)
- Unspecified impurities : for each - Any individual impurity : NMT 0.10%
impurity, NMT 0.10% - Total impurities: NMT 0.2% including all
- Sum of impurities eluting before impurities in procedure 1 and procedure 2
Tamsulosin in test A and after - the sum of des-ethoxy and methoxy
Tamsulosin in test B : NMT 0.2% impurities : NMT 0.15%

6. Loss on drying NMT 0.5% (105°¢, 2 hrs) NMT 0.5% (105°¢, 2 hrs)

7. Sulfated ash NMT 0.1% -

8. Residue on ignition - NMT 0.1%
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801N 5 Mirabegron 50 mg prolonged release tablet
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1. ﬁlaﬂ Mirabegron 50 mg prolonged release tablet
2. amsansianialy
2.1 guuuy ugudaundya gﬂuuuaanqwﬁfum (prolong-release capsule) §SUTUUTEMU
2.2 dudsznay  Usznaudaw@aen Mirabegron 50 mg 1 1 1
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3. AANLAMINAka

3.1 Finish product specification”

1. Phanmaasdny A379 mumuﬁ's:q'l,u Finished product specification
2. Identification test m’m&i’lum&lﬁi:qlu Finished product specification
3. Dissolution miiﬂﬁﬁum’)uﬁi:qlu Finished product specification
4. Uniformity of dosage units @IS’Jﬁ]mum&J‘ﬁ'i:]_‘l‘lu Finished product specification
5. Related compounds / Impurity ms’wmumu'ﬁlsquu Finished product specification

waung 1. nidiieenafiowdmaiu waive) miamseriamsinemla 'l%"ﬁuuamwnmmﬁ'nﬁﬁu@?qndnﬁ'l@i’i‘uagu“ﬁﬁ'w
2. Drug substance specification Ro13nnanludianziuasiuda drug substance WialySiamew drug substance 189
HHAfdnTagl atuleatiunite %aﬁmsmnﬁmﬁ:ﬁﬂsunnﬁu%ﬁﬁwuﬂ
3. Nammﬂﬁmﬁ‘:ﬁﬁmwm Wuldaw Finished product specification Wa¥ Drug substance specification
Aldranaiundadiinmunanssumsemisuaz NINIRITIUGY nIdigusuiAmanaiinyesen
w?ai’mqﬁu 71m;Jmuaﬂm'tsjmamuﬁisowmmaﬂﬁ:mﬁ 1w S1Bandrdsuatuilninindlsmennateene

v a o o A % > oa
3o smaqma’mwsumuﬂszmﬂns:muammsmqﬂj 34 szyeden dudu 'Lﬁmunuqamwuwamm:m‘sums
Uazmeanaie

nITUNT

(WHNEw guanyiaw) (WHRMIFUEN Wauguna)

wi1f1AEnNS 4aiB1412563



Fowludng
Himwemendasiudummndiaenans w%’aa\lmmﬂﬁa%a%'maatanmifmﬁﬁé'lma Teandun Al
1. Lanmsn'ﬁ"lﬁ{umg,zy'm'zfuml,ﬁwﬁﬁumtﬁaﬁmmﬂuﬂs:mﬂ%ﬁ URZEIUAY (declare) LHAINAR
1.1 luddynsdunadoudiivem mo.2 no.3 no.4 wis 6.2 wsugnsl)
1.4.1 lunsdifduenindoludszmelng wanefs no.2
112 ‘lunﬂﬁ'ﬁ'l,ﬂummLﬂ'ﬂtﬁamsl,n.iamsa; wunefy ne.3
1.1.3 lunsd@fmdugrihdranaetssne nanods ne4
12 ludwedunadouen no.1/e.1 vasfauemen wisunuandsanatanmsniugugmwYsIRB AT
m&lﬁ’fuﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬂﬂuﬂquﬂW’Uao’a"@lqﬁu (drug substance
specification) nszﬁﬁ'agjsm’inmnﬂ&uuﬂmLm'"lmﬁmﬁu wdsILMLLNIITE WM INEEATTauA L1 (8.5)
U wTau finished product specification 4R%/W3a Drug substance specification Tavvaurtlunowiudszme
dezmenmaidnnsaiing uazliifiu 2 9 o Judszmeadssnienandidnnsaiing
2. 1BNAITIUTDINIATFIRNATHAN LN
24 nadifignadaiwsanalng Hudadasfionasivseunaspumrdneaaumdninasiuazdsnisiaiu
MInaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taumsiapnu PIC/S participating authorities
wia flenmsiusasmnespunsniamimundninasiuas it sidlunisiaswesdinauasenssuns
2IMTURTLT NTTNTWATITAFY detmuadulasdaruasnadasuasiafisaiunsninosiuazdsnsialu
nIndaen PIC/S lunuaaefilawasny adusgamusaunIassneulasdnanissusasfieiudsznne
dsemaenadildnnsefing
2.2 nsdfiiueingrondwdsana HrAadasdilanansTuTasnasIIUMINE At UBA NN ATLGE
Fmaialunskaag GMP PIC/S (Pharmaceutical Inspection Co-operation Science) laaivitiaganu PIC/S
participating authorities $38 GMP clearance atusgaausaunsaTvrey leodnamsiusesdisindszae
Urznaanmdiinniaiind wiaangansadn ududndl
3. mnmsqmmwwaamﬁmnaﬂm
3.1 Nammna‘iLﬂﬂ:vx’ammwwﬁmn”m‘ﬁmﬁ'n%agﬂm 895JHA® (Certification of analysis of Finished product)
1um§uﬁdmﬂu@ﬁatha
3.2 NAMINTINUAMERAUNNIANFUV8IGL1dRTY (Certification of analysis of Drug substance) fil4lu
miwﬁmmjuﬁduﬂmﬁazhoﬁga"uao@wﬁmmua:@wﬁm"@]qau
33 Lanmsvﬁwﬁngmﬁua’umwé’uw"ufs:wmjumsmamaoi’mqﬁwaw‘amﬁ'm”mu (Drug substance)
78 3.2 ﬁujumswﬁmmawﬁwn‘"mﬁmﬁm‘?agﬁ (Finished product) 78 3.1
3.4 WANSANW Long term stability Anaaz23 2147 svsidunzfouliiudninauaniznssunsatms

Mg ns:mwmmsmq’u

................................................................. UsemuanenIsunig
J - Qs
AT INUY)

(®958)., ﬁ?if&"\ ............... nITUMS

(WM fgwangiamw) (WHAMIFEIUET 13Uy Une)

wifi2isumis gafiB14i2563



3.5 nadeniiaualaildenduuuy (original drugs) FasdmiiauraInmesay Bioequivalence 284817
wualIsufisunueduuuy TasdBnis@nwd aoLﬂﬂHmuv\a“’nmmfvﬁmzumﬂﬁﬁﬁ'lun'lsﬁnm%’:anga’uau
A aIEIInUATATINA TSRS LN NENTHITITHNEY” Tunsdidunadondusnmunyyen
aglnd (Iiaunzidonen NG) sunInEnEuNTIUMLIBNEINMIAnm AUy ae e
4. ¢hoeneyn

4.1 fiaueian daasadiadnamnateten 3 wihwussedned Faududunuusamoasdonldnrudm
mu‘nmmwlummaamauumm"lﬂmwu
5. m‘sﬂnnuqmmwmnaouau (waastanaIsN3TulEnn)

5.1 mﬁa’wauﬁaaﬁawu‘lﬂﬂ"’lajﬁaunh 1 9 vivaniudswey

5.2 pynaaefisawey wdsdsiunnwiisluiisasmamsanslinnziniufisaey

5.3 nsm‘nv\mUﬂ‘ﬁmsﬁwmsaumamamnawamwammamLﬂﬂmammw AIETITNIsIimiAe

Foswedad Taudanoas mamamtwuanmuﬁwmummﬂswmmmﬂmmwmumtﬂumuwmau
m'l’ﬁmzmmmmaalumsmammﬂmﬂmmw nmmwn'nm‘lmﬂu’lﬂmuﬂmanumﬂam. AUILTITNTVE
ao'Juamﬂmuwmsmmﬂauaﬁmmmna'n'uao :d'u’mLm./masdwamhﬂsma'lﬂ

5.4 ;E-mm:m”m%’uLﬂa‘ﬂumtﬁam’lné'ﬂmmq wiadaifensiauanmdindsznitla g tewrimualaelaid

Fowle
6. fiananen (§ue) dusanliunidndygndewasuivue doil

6.1 n3tinamMsgaaTI AT Tasnsuinmmaninmsunndwiavasd fudned ldanasgm 1ISonEC
17025 liiduluamwmnasgpudadmualulszmalszaianan

6.2 NTANAAL U m’ﬁﬁm‘fgm%'umﬁuﬁumnﬁ asamalazdminuennImsansuazen ussuas
fygezdasrang

6.3 nsfﬁwuﬂ?qunmnwmnNﬁmﬁm‘rfﬁ'mai&mam'aﬂs:ﬁ*n"ﬁwauaxmmﬂaa@ﬁ’mimjﬂ'wmﬁ’i'um
7. minfJ'mm'muaao’suﬁw‘ﬁ’lai‘%’uv‘iﬁmnnN§mn"m°vfmﬁﬁﬂ7:'3‘ﬁgnﬁﬂnLﬁuﬁuTﬂuhﬁmnmmnswms
pmsuazenluszziom 1 JiawildsemenlizmenmBidnnefing unuiuiimbsdesussandinem
amuznIumsamsuazen i lddfiunsutladgnlwdasdingouda

RAINA : §98937N
1 = General requirement Y8ILNFTA1TUSIWIL Finished product JUUUY Tablets, Capsules
2 = ASEAN Guidelines for the Conduct of Bioavialability and Bioequivalence Studies iLa
@;ﬁamiﬁnmfnﬂszﬁw‘ﬁwau.a:"ﬁ":aug‘amaowamﬁ'wﬂm neINILANET §ENIY
ATSNTTRNTIOMITUAZLT NINTHETITUFY

(Wit Iawge

A P
(GRS nITUMT (M9%0).............] ﬁ(h" ................... NITUNNT

(WWNEW U TIw) (WNEMFUET 1JuYuNa)

w3 unsis yafiB14/2563



Qv Qo 42‘ Qs
7’1Haztﬁﬂﬁﬁgmanumzmwntmuﬁ"\manmsmsamian?mmeﬁm
taun B14 /2563
518M157 6  Silodosin 4 mg tablet

aadssmadIninguaasih Zh 40, 2553

1.3881  Silodosin 4 mg tablet

2. Aoy

2.1 3uuuy Wugnda s musulssmu

22 saudsenay  Usznause@rnn Silodosin 4 mg u 1 1l

2.3 MAULVITY ussag'iml,ma@mﬁﬂumuﬁ w30 blister pack Dasfintasruus

2.4 2810 - szy’?j‘am FUUTZNEUAILEIAYUAZAMULTI TUNER 'S'uﬁvua’mq Wwfikda
wanzidoudrsuen LLazf‘J%msLﬁu%'nmm"h"aa’w*&'ﬂquuussqﬁ'mm‘

- UNUAIEN BEi9taed amq%am ¥EaBarnIm i FamUsznay LRtIWIAAINAILTI

W29t L8UfinEe fuéumﬂqvl’a"'ﬁ‘mw

3. AmAAIAIINAA

3.1 Finish product specification "?
1. Sy mmmumuﬁszq‘lu Finished product specification
2. Identification test 0979 N’mm&rﬁ'iquu Finished product specification
3. Uniformity of dosage units ATITNIU
4. Dissolution test mmmumuﬁiquu Finished product specification
5. Related substances / Impurity mwmu@l’mﬁizlﬂu Finished product specification

nping 1. nidifivanadomdandu waive) miareraUiinTATIMIln WBULAANENTTM sngudananiilafueudadon
) Drug substance specification ﬁmsmmnlu"amﬂ:ﬁmaagwﬁm drug substance ¥38luF1ATEW drug substance B84
guiaeduiag atuleatunils %aﬁmsm’aaﬁLﬂi’]:ﬁmunnﬁ";ﬁaﬁﬁwmﬂ
3. wammsw"‘uﬂﬂ:ﬁqmmwm Wuldanw Finished product specification La Drug substance specification

Foldranudoudagiinnuanenssumssmsuazen NIENTRINIUGY nadigmaniananafinzasm
w?ai‘ﬁqﬂ“u °uau@auaswnﬂﬁmomuﬁf&wmmaﬂs:mﬂ 1 Sredandudnfuatuilnainindlsmennatlsema
738 a"wEiaLné‘nﬁw%’nmuﬁs:mﬂnszmnmmsmqm Foq srydmen udu 11&"7‘Jrun"mlanﬁﬁwmﬂmznssumi
dUszniamanes

Pawludu 9
v S aa' ) v r-1 1 w el 0 -\ Qs sr
dlawananaasdud i imnanaionas wsauaamwa%asmaatana'ﬁfﬂﬂguam'm TIUADLA NI
LY e ! -4 o Qv A o v o 1 a
1, Lana’ﬁmsvlmumg.nunmmummuumsuﬂ'uwaa"mum'lm_ls:mﬂvlm URLAILAY (declare) WARINEN

o . A’ -] o Q- 9 1] -

1.1 luddynstunadowdsum me.2 ne.s nu.4 udrudnsd)
1.1.1 lunsdiddueiindoludsznalng vaneds ne2

ool o w A ' =
1.1.2 1uﬂ5mﬂ lﬂuU']u’]LT']LWﬂﬂ']iLLUGU?i? AU N3

(s )

X 4
A P m
(BB oo nFTNNT (B8 L navunNg

(WHMEW AsuTIRm) (WIEMETUEN 1 Taguna)

1.1.3 lunsditidusindrandrelszine nanods

W55 qﬂﬁB1412563



12 ludedunadenen ne.1/6.1 vassfilauamien wisuneanuaidansmiugugmnwsasniaiuel
mu‘ﬁ.’fuﬂnﬁﬂu (finished product specification) LLR:’lTaﬁ’m%GIanTW‘U a\‘l’fmqﬁu (drug substance
specification) nsrﬁﬁagszmnmﬂﬂﬁwuﬂmLm”'lmLﬁutau WADILUULBNENTEUWINNTNENTVBLA b (2.5)
NIWSDY finished product specification Waz/#30 Drug substance specification lasvaunlurianindszne
Usemaenadidnnsafind uazliiiu 2 § o Judszmadszmenandidnnsefing
2. 1BNATTUTDINNATFIWNITHANL

24 nsdifeuaaTulsznealne {nRadasfianansiuseanaspumndaimunaninomiuaz i manalu
nN1IHEALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taemiannu PIC/S participating authorities
3o flonmsusesnnasgiunisniamaunaninasuaITsiadlunnaasnasdinnua uen I
2IMIIURTHT NIENTHRITVTTARY Fstnwuadulasiinnusennsosuasriaifivuunaninmeissisnsnialy
nsndann PIC/S lunuaasnfiiauaens atvdrgamusaumsasiareulaviinanisivsasiieiudsene
dszmianadiannsading

22 nsdifuiwensiugieincesane AnAadpsliianmIisasmnasunIRiasmananInUriuAg
AEmRaluMING ALY GMP PIC/S (Pharmaceutical Inspection Co-operation Science) IagW1I8% PIC/S
participating authorities %38 GMP clearance UL FAMNNITOUNIATIIROY Tapdnanissussstaiudsene
Uszmenadidnniadind nieagaseadn udiudnydl
3. tanmsqmmwmaamﬁmwaﬁm (Fuwrnnang)

31 Nﬂmim’;ﬁmﬁ:ﬁqmvvNﬁ@lﬁm‘ﬁ&l’lﬁ’ﬁ%gﬂmaoé’wﬁm (Certification of analysis of Finished
product) 'l.umjuﬁ gadudneeng

3.2 NammﬂﬁLﬂiﬂ:ﬁqmnﬁwfmqﬁuma\‘lﬁ"m’lﬁﬂﬁ'ry (Certification of analysis of Drug substance) #l“ﬂu
mswﬁmméuﬁ'ﬁuﬂuﬁaathaﬁgwaapjwﬁmml,l,a:sﬁ'wﬁmfmqﬁu

3.3 lanmIwienangududiaruduwuissahsiuniniavasianfuradre1dAy (Drug substance)
U8 3.2 nujumIndavaanianusiodusagd (Finished product) 78 3.1

3.4 NAM3IANW Long term stability maawﬁumqmaamﬁifmuﬂ pw iU N NUAMENTTIM S TLATEN
NITNTNITITUGY

3.5 nydiiiianelallgenduuuy (original drugs) dasfiniafsusainmmasay Bicequivalence 183t
wuaiIoufisunumduiun lasiimsdnmdaadullaananinasivssuwil fialunsdnmndanyazas
SRV DIEIURIUA TR NITUM DI TUALEN nszmwmmsmqm“) Tunsdidunzdoudrfueaunuuen
aainlnal (ldisanadousn NG) mansaunciuntsusuanasnsfnsBIauyavesLn

4. Madven

o v e, e ' @ P o .= % v
4.1 Ejmuai’]ﬂﬁ ADIRIMIDYILNBYIIUDY 3 ‘AWJUUES?J'I{IW{ ‘]I\‘ll,ﬂu@l’:lLLYI%LLﬁmS’lUaztaﬂ@vl.ﬂﬂ‘mﬂ’m

(% (%

a o [ KY V)
mufitmualuwirtagmand@n ludradu

YTz FIUATLENIINANT

nITUMT

(WHNEW AgUNTIAW) (WHEMIFULT 1IuYUNa)

wifizisentsile gaiB14/2563



5, n'mlizﬁ'uqmmwmﬁdwau (waasBNAINITTUUIEN)
5.1 mﬁa’wauﬁaoﬁmq‘lﬂm"lajﬁaumﬁ 1 9 dunniusiuay
5.2 umm’mﬁz&wau '«am”aqa'oéhmewn"lﬂ'ltu%’maoNamsmmfamﬁ:ﬁméuﬁdquau
5.3 nytifinia ﬂﬂ'nmsﬁwms@mﬁazmmﬁa'wamﬁadamaﬁmﬁ:ﬁqmmw WhgTIINTIErtiRe
8370028819 Tﬂﬂg{mm:@i’amamlﬁu§nmm‘hmuﬁ%mmwmsa’ev‘ma%tﬂm:ﬁuﬂnﬂu;ﬁuﬁmau
Gi’l'l’ﬁ’ﬁhUﬁ'Lﬁm’u”aqlun'rsmw?t,ﬂs’l:ﬁflmmw ﬂsrﬁﬁwui'\mvl&iLﬂﬂﬂmuqmﬁnwmmwnz WL TN
FIANE WSURTIN M TERETIANENSINEN T8 @mmua:/ﬁa;{wﬁm’iuﬂ%daiﬂ
5.4 rj'znmm”ao%’uLﬂﬁwmtﬁamlna”%mmq vﬁaLﬁaLﬁﬂmstﬁauamwei“wﬂs:mﬂﬂe] Aaurinua lay
lididouly
6. fiananen (fow) Busealianidndyanewasuriue aoil
6.1 n3dinamguanIitaTeinil Tagnswinnmaasnsunnduiewasfiianef idunasgu 1ISoEC
17025 WiidulUaamnaspudarimualutszmedsznianan
6.2 NTTANR A7 I m’nﬁm{gm‘%ﬂmﬁuﬁumnﬁ pIemalasdminauannITIMIsMTLAzen Tutaaames
dynazdaazany
6.3 nsrﬁwuﬂvzqummwmnwﬁmﬁwﬁﬁawdawa@iaﬂs:ﬁ‘n%uaua:ﬂ’nuﬂaa@ﬁ'mia@'ﬂmﬁ'lﬁ%’um
7. minm’mmwaamuﬁw%‘laﬁ'vﬁmsmNamn”m«ﬁmﬁﬁﬂszﬁgm%'unLﬁuﬁuTﬂﬂﬁwﬁnmuﬂmznﬁums
pmsuazEuszazm 1 Theuiutszmealsznianambdnnsefing sniiudnwisfasuasandinmu

' VYo A ~ a w
ﬂmtﬂﬁwﬂ’ﬁmw‘liuaxm’aﬂﬂ(ﬂ’] Luuﬂ’liLLﬂﬂhJﬂtyﬁ’lluLiadﬂdﬂm’aLLET’J

ALK : 81989370

1 = General requirement ﬂﬂdLﬂﬁ%ﬁ’]guﬁ’m{UEULLUUﬂ'] Tablets, Capsules

2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quidefine), Impurities in New Drug Products Q3B (R2)
; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:g;ﬁa
miﬁnm%aﬂszﬁn%waLLa:%'Jau;‘J‘amawamn"wﬁm NIAILANLN FUNNUAIENIINNT
IR m:mwmmsmq’u

G O A Use U ENITUANT
! a L
GEER T I))

nIINNT
(WuMEW fgunyiam) (WWEMIRITULY LSNYUNGA)

W38 3116 ‘qﬁﬁB1412563



L Q g L
swaztﬁﬂmqmanumzmmztmuﬁ‘mLanmsmsim%awzmmvﬁm
o
L8N  B14/ 2563
8NN 7 Triptorelin pamoate 11.25 mg for injection

MAYsTMAIININGUATITE o4 40, 2563

1. #omn Triptorelin pamoate 11.25 mg for injection

2. amanianaly

21 3uuuy Wuriendneeanigs dmsude

2.2 dwilsznay Usznauday Triptorelin pamoate 15 mg ﬁaugaﬁ’u Triptorelin 11.25 mg 11 1 vial

2.3 MTUUIN ussfg'lum'nuzmsqmaﬂﬂswmnL%Yg WiaNATAEEUTIARNE s F LA DRI

2.4 287 - s:y%am FIULIZNAUAILIFIAYUITAMINUT TUNA S 'ﬁ”uéumq \nfinge uaziay
nzdoudrsuen LLazi'ﬁ'mSLﬁu{nmmvl,’a”azm’ﬁ'ﬂmuuumsﬁ;n"m‘rf

- URMTUTLTIYEN amoﬁaaﬁaos:q%am w3aTanImsen duUsnauLsLIWIARINAl

AMUUTITRIL LRUAINER i’uﬁvumq'li’ﬁ'mau

3. AmENLAMINANA

3.1 Finish product speciﬁcationm

1. YSnuaandngy mmmumwﬁs:qh Finished product specification
2. Identification mmﬁhumuﬁi:qlu Finished product specification
3. pH G\S’Jﬁlmumuﬁ"s:q‘lu Finished product specification
4. Sterility test mi?aﬂﬁumﬁuﬁsquu Finished product specification
5. Particulate matter m’;ﬁ)mum&lﬁi:q‘lu Finished product specification

- BUNIAYWIA > 10 pm Laiifin 6,000 auMA
- BWMALIA > 25 pm litfin 600 aume

6. Bacterial endotoxins mmshumwﬁs:qlu Finished product specification
7. Water content @lilﬂ&iﬂumﬁuﬁsquu Finished product specification
8. Uniformity of dosage units mimmumuﬁiquu Finished product specification

wanuwme 1. nadifisemufiouudinsiu waive) manrnsaiiansinemste 1w'ﬁuuamtanmwa“’ngmﬁ'andnﬁ'ld’%’uagw"ﬁﬁm

2. Drug substance specification ﬁmswmn’lv’imﬂ:ﬁmaaq Wi® drug substance W3alUAATEW drug substance V84
HnAagnd3agL atiulaatuwils %aﬁmwsaiﬁmﬂ:ﬁmunnﬁﬁaﬁﬁmuﬂ

3. wamsanadianzinamne iWwldany Finished product specification ki Drug substance specification
Asldanaoudadiinnuamenssunsemsuazen NIENTNITIUGY nIdlguFNTEMINafiavesen
wielandu °uaaz{muaﬁm'laimmwﬂnwmmaﬁs:mﬁ 1w SraBandrdnfuatiuilwinidlssmennsdsme
%3 a"nﬁamé’mhs"umuﬂs:mﬂnssmnmmsmqm 34 szydmm Wudu 11&"'1‘1run°uqauﬂﬁwaenm:nﬁums
dszniamanen

A
............................................ nIINNT
(Wnaw isungiaw) (WNEMETUET 1BUYUNQ)

wiflsunsii7 geiB14r2s63



Rowlydu 9
eita%aﬂmﬁaaﬁuﬁmmmwdwmanms w%‘auaeawa‘ia"ﬁia%’mamanmsfmmiﬁé'lma Tazdun
Foih
1. Lanmsms"lﬁ%'uaiénpmfumtﬁ pudTUERad Mgl szmeng uazdues (declare) UARINE®
1.1 ludfymsdunaiioudiuem mo.2 no.3 naa waLANTE)
1.1.1 unsdifidusfndaludsanelng naneds no.2
1.1.2 'lunstﬁﬁtﬂummLﬂTﬁLﬁammﬂaussg wnefie w3
1.1.3 unsdifiduendidrandstssana wansiy nea
1.2 Iummawmmaum N.1/8.1 vsenfiiauaTan wiauneazBuawatamInIunun WL A A u
mumuw ew (finished product specification) u,a'“man'mumﬂmmwwaamnﬂu (drug substance specification)
nsnmam*mwmuﬂawuﬂaoun"lmwuLms rdpIuBULanasEuWIANENENTTaLA Y (8.5) uwdeu
finished product specification L8z/%38 Drug substance specification laavaur lufausudseniaysznaasia
didnnsafing uasliiiu 2 9 o Fudszmadszmanafidnnsening
2. 1BNAITUTRINATFIRMINAAEL
24 nadinenwaalusanalng HrdadaidienasiusasnaspIwMINA A MuRENINITLeZ BN AL
MINRALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewsiasau PIC/S participating authorities
nis flanasiuTasnaspunisHiasemananinasiuasiinsfalunsnaaesasd e TN TINMS
DIMITURZE NIENTHAITIIUGY Formuedulosfinuasansasuasyiafisuiunaninneiuazisnsials
nInAeen PIC/S Tunuine fiianasne atuagaausaunIsareulasinanissusesfisiudszna
Uzmanaidiinnsaing
22 padifdueniudrwinaesama ANAndpsilanaTiUIBRNasTIU MR AR NI
Emsfidlunsniae GMP PICIS (Pharmaceutical Inspection Co-operation Science) lasiviigsm PIC/S
participating authorities %38 GMP clearance aduigamaseumsaTiarey lasdinansiusestisiudsenme
Yrzmenmainnselind wiaanganaadw usudnsdl
3. tanmw;mmwwaamﬁmwaﬂm (Fuwananang)
3.1 HamsATR ANz MRS A enduTaguasinda (Certification of analysis of Finished product)
'lumjuﬁduﬁm?’aazha
3.2 NaN1ITRIA RN INIAYALL89A L EATY (Certification of analysis of Drug substance) Al%lu
miwﬁmmjuﬁduﬂu@ﬁaemvﬁmao;&’wﬁmmua:siwﬁmf@qﬁu
3.3 Lanmw?avsai"ngmﬁuﬂ"ummﬁuw”ufs:m’mjummﬁmaai’mqﬁwam"vmﬁwﬁ'zy (Drug substance)
18 3.2 ﬁ'uiumswﬁmaewﬁmn"m‘ﬁmﬁu%agﬂ (Finished product) 78 3.1

, |y ve o e
3.4 HAMIANWN Long term stability aaaatwagvasiiunnisuwlitudinnuanenssunsamsuazen

ﬂ?:YIi’Nﬁ']ﬁ’ﬁmﬁ;'ﬂ

.......................................................... UIemuaienIINng
(WIIRUGE
A
nIINNS GV 1) W % ................ nNyINNT
(WINEW LAguIyiaw) (WHENIETUET LTUUNA)

- o
wiR2imemsn? 4ATIB14/2563



35 ilasnniduenfidaseariould AOILULLENENTUAAININAIRIVBILNAERRINITALAY UAZSBILTA
swﬂaztﬁm6‘1?\1aaﬂﬂé’aaﬁ’uﬁ'agalmanmsﬁwﬁ'um
4. A28819eN
4.1 disuanim desdadragumanates 3 wihoussaioel Fadudunuuansmoansoaldnsudan
munﬁwuﬂluﬂwaﬂmauuwm'lﬂmmu
5. mnlsznuqmmmrmawau (waastanaTn13ULleEn)
5.1 mﬁdwaué’aaﬁmulﬂw"lﬁﬁfauniﬂ 1 1 uaniusway
5.2 m‘nmm‘naquau ﬁl,maommtmmwmu'lmu‘sawammﬂmmﬂxv\msunawau
5.3 nsmﬂv\mus’\’ﬁmsmmsaumaU'Nmnaauamwaaamﬂmmﬁwmmmw w1zl Re
$09v2d20819 Iﬂuwmuavmaammmuanmummum\muswmsamsnaLﬂﬂmuawtﬂumuwﬂ'ﬁau
m’lmnzmmmmaa'lum*mﬁmLﬂﬂ,v\ﬂmmw nsmnwm'lm'lmi]u'lﬂmunmnnnm*mwv WILTITNNTVR
amuaﬂﬁvlmuwmsmmsmuaﬂmmmnmwm N'uwua“/mawwamlumma'lﬂ
54 Qmwammsmﬂauummam'lnavmmmq wsatuaman’maauamwmﬂﬂszms’lﬂe] rourwualasluf
Fawly

¢

6. gimuaman (§oe) Busenlisnidndyqnnanasuimne doit
6.1 nydinanguaTIRdieTeRini Tasnswingmaasmsunndwiadaadfudiniefldanasgm Isonec
17025 Liduldmasnaspudarimualudszmayssniamn
6.2 NIANA AN WY mwﬁmﬁgm‘%‘umﬁuﬁuﬁnnﬁ psmmalasdminnusnenTsumIsmsuazen lushamass
dygyazdfaszans
6.3 nsmwuﬂmmammwmnwamnm‘nnmamwamaﬂaamwauwmwﬂaammmawﬂ’mﬁ"lmnm
7. mwwﬁmwaamuam‘lmuwmsmwamnmcnmmﬂ?mnmwnmuau’[mumunmuﬂwmwmsmms
uaznluszoziam 1 ddeuiudszmedszmenadidnnsaiing sniduiinitefefussandninnuauenssunis

M ve = bl o L] v
amsuaz i ldduiiunmsudludgmluFasdinsriuda

WANBIUG 989N

1 = General requirement 183LNFBATUF NI Finished product JUuLY Steriled powder for Injections

o
SR X1 U S USEmuAMENIINMS
(WreRIuTY

. (= )
(awa) ............................................ AwwvanYT (R/3¥18).......... ﬁMI/) ................... ATIUNT

(WREW1 Higuangiamw) (WHEMIsiueT Wuguna)

winf3memait7 qaﬁ81412563



