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i'\&lmi‘ﬁ 1 Estriol 30 mcg, Lactobacillus acidophilus 100 million
viable cells vaginal tablet
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1. Boen Estriol 30 mcg, Lactobacillus acidophilus 100 million viable cells vaginal tablet
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2.1 slupy upidie dmsuseaitntasnnen (Vaginal tablet)
2.2 gaulsznay  Usznaudaedaen Estriol 30 meg Uaz Lactobacillus acidophilus 100 million viable cells
w1 .1da
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3. amENGMINAKA

3.1 Finish product specification™?

1. USunaudrgndngy

- Lactobacillus acidophilus mﬂ%mumu‘ﬁ's:q‘lu Finished product specification

- Estriol msaaﬁhumuﬁizﬁlu Finished product specification
2. Identification

- Lactobacillus acidophilus m’a’«aﬁi’l%muﬁ%qlu Finished product specification

- Estriol v MauTiszylu Finished product specification
3. Disintegration @li’aﬁwhum'mﬁi:iﬂu Finished product specification
4. Uniformity of mass ﬂiﬁ%ﬁﬂumﬂuﬁi:qh Finished product specification
5. Impurity / Related substance

- Estriol Impurity A m'mbi’m@l’mﬁi:qh Finished product specification
6. Microbiological test AT
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3.2 Drug substance specification
3.2.1 Estriol ¥

1. YRunmdaendgy 97.0 - 103.0% of Estriol 97.0 - 102.0% of Estriol
(calculated on the dried substance) ) (calculated on the dried basis)
2. Identification ATITNIU ATIIHIU
3. Specific rotation +60 to +65 (dried substance) +54° to +62°
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition - NMT 0.1%
6. Related substances - Impurity A : NMT 0.5% - the sum of impurities : NMT 2.0%
- Impurity B,C,D,E,F,G ; for each impurity,
NMT 0.5%
- Unspecified impurities ; for each impurity,
NMT 0.10%

- Sum of impurities other than A : NMT 1%

3.2.2 Lactobacillus acidophilus
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2. Drug substance specification ﬁmsmmn‘lv’;mm:ﬁmmsjﬂﬁﬂ drug substance #38}U3LATEW drug substance Va9
dudaendnTogy avuleatumils Sfioﬁrmm’aﬂ‘im:’\:ﬁﬂmnnw“w"aﬁﬁmuﬂ

3. Namimﬂﬁmﬂxﬁqmmwm vIwldena Finished product specification L8z Drug substance specification
AldramafondadnineuanienssunsemTusse NIENTNITITUFY nydinmFuTAninafiavesen
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oo A a
1.1.1 lunsdimdusnfndaludsznelng wansds no.2
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1.1.2 1unsnmLﬂummmtwammmuss@ RwHe ne.3
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12 'luﬁ’maifumm U NB.1/8.1 maumma‘uaﬂm 'wsa&mﬂa‘“l,aUﬂm'uamsmummnm’mmamamnm‘n
m&mmu‘ﬂ*mmu (fnlshed product specification) Ll.ﬂ.,‘ﬂaﬂ’muﬂﬂmﬂﬁwm ad’mnﬂu (drug substance
specification) nsmwam:mwn'mﬂaﬂuuﬂmunﬁlmwumw a“maauumanmsmtmmwmﬂmwattﬂm (.5)
NINTBY finished product specification Wwaz/n3a Drug substance specification '[ﬂwal,t.n"'l,'unau’auﬂsm"m
dezmiavendifinnsading uazlaifin 2 1 ™ 'JuiJs.mmJ%m@ﬂmamﬂmauna

2. 1aNFITTUTBIIATFIMIHA RN

21 nsmnmnam‘luﬂsymﬁﬂnﬂ NwamawLanmssmaammmumswammmwanmm‘mmnﬁmsﬂﬂ
’lummamm PIC/S (Pharmaceutical Inspection Co-operation Scheme) T(ﬂﬂﬂu’mmu PIC/S participating
authorites %38 manmssmaommmumwammm&maﬂan‘mm”mmiﬂﬂlumswamm‘uaamuno’m
ATUNITUNITRITULESEN NINTUATITUFY ‘Nﬂ’muﬂ’uuT@]U&Iﬂ’]’l&)ﬁﬂ(ﬂﬂaENLL&"YlﬂmmJﬂiJﬁamﬂm‘VlLLaw
’Jﬁﬂ"li‘ﬂ@lluﬂ‘liwamﬂﬂ PIC/S 'luvﬁmﬂmmauamw ﬂuumaﬂmmanmsmmaauImmwamssusaamau
demadszmenmdiidnnsafing

22 nstﬁﬁlﬂumﬁ‘n%mmﬂ'wllszmﬂ Nwamﬁl awLEmmﬁusadmmﬁmmswammm&lmnan‘n nae
’Jﬁmmvﬂumiwawm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Iﬂwmm’m PIC/S
participating authorities %58 GMP clearance auumqﬂmmaumsmnaau Tﬂﬂuwamﬁmaommﬂszmﬂ
dszmenadidnnsafing wWIaayanandn ududnydi
3. tanmsamnmwmmﬁtauaﬂm (ﬁ’ll%’ln'l‘ﬂfhﬂ)

31 Nammi’aﬁnLﬂi’lmﬂmmwwamnm‘n H']ﬁ']L?ﬁlTlJ‘llE!\?NNﬂ@l (Certification of analysis of Finished product)
1umsuwmﬂumama

32 Namim’amLﬂi’l“%ﬂmmwmn@umaommmﬂm (Certification of analysis of Drug substance) ﬁ‘lm
lumima@lmiu"nadtﬂumamd‘nwaawwammua*wwammnﬂu

33 Lanmsmamnmuauﬂum’mauwumm‘nasumwamaomnﬂwadmmmﬂm (Drug substance)
78 3.2 nusumswamawamnm‘nmmtsasﬂ (Finished product) 78 3.1

3.4 NamsAinm Long term stability maaﬂ'ﬁ’mmq’uaaU’mmumwqul’sn"uﬁ’lﬁ'm’mﬂm:nssumsmwm
URZEN NIINTHABITURY

35 msaﬂaommoﬂ’mﬂuamﬂnu fi 2.8 BT TR WUU Cold chain system 'nvlﬂmmmum’m
nanLADUSH good storage practice (GSP) W&z good distribution practice (GDP) Iﬂmtamwﬂmsﬂs,ﬂau
4. M09

4.1 NL'ﬁ%a?’lﬂ'] ﬂaoaamamamamouau 3 ﬂmamsanm‘n muﬂumLmuua@mwauaﬂﬂ"lﬂﬂ‘sumu
muﬂmmuﬂ‘lummaﬂmaumm'lﬂmmu
5. msﬂsznuqmmwzrmawau (LaasenEITNIITULSEAW)

5.1 mﬁdwauﬁaaﬁmq‘lﬂw"hjﬁamniw 1 1 duaniudsway

5.2 mnmmﬁa’wau a:ﬁ'ﬂadeﬁummwmﬂlﬂ%’usaawamsmm’?mﬁ:ﬁmjuﬁdwau
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5.3 nsmwﬂmmwmsmmsaumamomwmuamwaaomﬂmmﬁmammw WhsTITMIITiniIfe
Ja9vaM8819 T@umnu«mmaoaomtwuanmummummmwmsawnmmmvwua%ﬂumuwmau
m'lmwnmm‘uaa’lummﬂmmﬂmﬂmmw nmmwu'nm'lmﬂu'l.ﬂmuﬂmaﬂwmvmwv WIS
maao’auzmﬂusnwmsmmsmuaﬂmmﬂonmwaa mnmmﬁmawwamlumma"[ﬂ

5.4 mnﬂa.,maasmﬂauummam'l,nwmmﬂ mamamﬂmsmauamwmaﬂums’lme] fawinue
Taglaifidonly

6. flanaran (e Emslau’lv'i’umanﬁ'mmﬁaumuﬁ'mum aoih
6.1 NItNANIFNATIN T TERENG Tﬂzmsu’mmmamsmsuwmmauaaﬂgummsw"lmmmmu ISO/IEC
17025 liidulumwanasgiudamaualudszniadszniamen

6.2 nsmwamnmmm’nuﬂunnLszmmumumnﬂammﬂ‘[ﬂﬂmunmuﬂmniwmsmmmam Tugaaiim
Va9 Faazane

6.3 nsmwuﬂmmammwmnwamnmmwa'\ﬁJaowamaﬂswaﬂﬁwau,avﬂ'a’mﬂaawnamawﬂwﬂmum

7. mauwﬁmwaanuam‘lmnwmsmwmmmmmmﬂs;mnnmmmUﬂuTﬂumum'\uﬂwnssums
asuazenluszezm 1 diaudulszmelsznanasidnnsaiing oL iuiniofofussandine
amznysunsemsuazsilddfiunsudludymludesdondu

naNeua : 81989910
1 = General requirement VasLNFsAITUS IR Finished product Ei.ll,tuummﬁu
2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2)
; Current step4 version, 2006.
3 = British pharmacopoeia 2016
4 = The United states Pharmacopeia 41
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Tgmsh 2 Etonogestrel 68 mg for implant

aalszmasaninguasnsi

1. Haw Etonogestrel 68 mg for implant

2. amanianaly

21 guluwy Wuurisen wieudeasfivuas (Barium sulfate) a?m%’uﬂtaquﬁmﬁ@

22 d@wdszney  Usznaueae Etonogestrel 68 mg 1u 1 unig

23 MIUTUIN Lwiomussq‘luqﬂnmfw?aLﬂ%'aaﬁa wiandsiunands dwsuldnsaiden (Single use)

24 aan - szq%am MU TNAUMILFRYUITANUTI TUNE® i'uﬁvumq wfinda wunziou
v Lmﬁ'ﬁ'mstﬁu{nmmvﬁasm%'mwuuussgﬁmsvf

- UWMTUEUTIIEN aﬂnaﬁaaﬁaanq%am wioTaynImsm dmUsnauuaznana

WHIUBIEN 1nfinde fuﬁvumq‘li"ﬁmau

3. AMENLANININARA

3.1 Finish product specification"’

1. YSnmaasndegy mnmumuﬁ'squu Finished product specification
2. ldentification 99 mumuﬁsquu Finished product specification
3. Uniformity of content ATIVEIN
4. Barium sulphate ek Nﬂumuﬁliquu Finished product specification
5. Drug release mmmumuﬁ'sm‘lu Finished product specification
6. Dimensions of implant
- Length m’;amumuﬁ'szq‘lu Finished product specification
- Diameter mmmumuﬁsxq‘lu Finished product specification
- Skin thickness mwmumuﬁs:qlu Finished product specification
7. Related substances / Impurity m’mmumuﬁssq‘lu Finished product specification

NG 1. nyfifeansdouud s (waive) mIaTasaLinTsiTemIle 'Lw"ﬁuu,ﬁm!,anmmn"npuﬁ'andnﬁiﬁfvagsﬁ‘ﬁﬁw

2. Drug substance specification RvvsnanluTianziyasiuiia drug substance #3aluinmew drug substance Va4
Huaaenduiag) attlaadundis s‘fi'oﬁmsmﬂﬁmﬂ:ﬁmvnnﬁ“ﬁaﬁﬁmuﬂ

3. Namwsaﬁmﬂzﬁﬂmmm wldenu Finished product specification L8z Drug substance specification
Beldaanuioudadinua N IIIN T TUSLEN NIENTNFIILGY NItiguFuTANInaiiaueIe
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aodh
1. Lanmsms‘lﬁ%'uaqmﬂm{uwnﬁﬁm‘iﬁhr_l”nﬁaﬁwmhﬂ'luﬂszmﬁvlm wBZEIUAY (declare) URRINEN
1.1 lwidgmsiunadoudive me.2 ne.3 noa wauenITi)
1.1.1 lunsd@ifidueindalutsznelng nanofis ne.2
112 ‘I.unsniﬁ‘l,ﬁumﬁ']wT’\LwAammﬁwﬁig nuefy ne.3
1.1.3 lunsdifidughidhanenetszing nanofis ne.4
12 ludwedunndonen ne.1/w.1 vesnfiauenan WIBNTIWAABUARITIMIALIANA N THYBINR AT T
muﬁv‘fuwuﬁﬂu (finished product specification) LLa:ﬁaﬁﬂﬂuﬂqmmwmanvmqau (drug substance specification)
nitﬁ'ﬁ'ag:ixwiwmﬂﬂ?iﬂuuﬂmLm'"lmﬁmﬁu zFBILURULANRITINWIANTIEMIvaut Y (8.5) awTau
finished product specification Waz/"38 Drug substance specification lapaaur lufauinlsznalszniasan
aidnnsafing uszluiiu 2 0 o Sudemadsniemmdidnnsaiing
2. 1BAFITUTDINIATFIRAITHAN LN
21 nsdifgmaaluysznalng Hriadasfiienansivsesnaspunsniagmamaninasiuazdinmals
MINENL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewsiazau PIC/S participating authorities
win flanmsiuseanasgundammunaninaeiuazitmialunsniauvssdminauaaenssums
DIMTURTYT NITNTWRITITUFY dirmuadulasfianureaadasussrafisuiunaninueiuazisnsialu
mandasn PIC/S lunaaaunfiauawny atudrgaausaunIsaTIaulasdnanisiusasiaiulszne
Umenadiinnsefing
22 padifiiweningroinedsane HriadaadianasiusasnasPumMInEatnaunanInIEILaE
Fmshialunsniagn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagimitianany PIC/S
participating authorities W38 GMP clearance aUUsgAMMNITALNIIATIVREL LasTnamssuTasfsiudszme
Uszmesnien@idnmsaiing wIsargansain udaudnsd
3. tanmsqmmwwaomﬁtauaﬂm
3.1 wamanRdleneigmmnnRaiueinduSagUvasiiie (Certification of analysis of Finished product)
lums;uﬁdotﬂué'mﬂw
3.2 waMIRTRIATERRMNNIARAUYEIFILNERTY (Certification of analysis of Drug substance) filflu
mswﬁmmg’u'ﬁ'ﬁuﬁuﬁ'ﬁaﬂ'ﬁwﬁmaa;{wﬁmmua:éwﬁmfmqﬁu
3.3 mnmw%wﬁ'nyuﬁuﬂ”umwﬁ'ww”ufs:wms;un'ﬁwﬁmaai’mqﬁumam"amﬁﬂﬂvnvj (Drug substance)
78 3.2 Aujun1nAavasndaiusio1d@uiagy (Finished product) 78 3.1
3.4 NaN3FNWA Long term stability @1aawﬁwmq‘uaamﬁ’ifuml,ﬁqul’fn”uz«‘hﬁ'nmuﬂm:nssumimms
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1 = General requirement YpINFTATLEHRTY Preparations for implant
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180151 3 Leuprorelin acetate 11.25 mg for pre-filled syringe

anlsen1EdInIn GHER YL AT

1. Baan Leuprorelin acetate 11.25 mg for pre-filled syringe

2. amananaly
2.1 Juuy WuraeuLy Iyophillized Ueranida dwiuda
22 dwlsznay  Usznauday Leuprorelin acetate 11.25 mg / syringe
23 MTUSUINY ‘Uﬁﬁﬂuﬂi:uanaﬂﬂﬁﬂﬂﬂﬂﬂntgattuu Pre-filled syringe (dual chamber) wiauaisazany
Umannidels Wild
24 981 - 5:14%‘921’1 FuLTEnauME@AYUATANNLTI TUHER i’uﬁvumnq WwuTinde wanadou
fsuen uaziﬁnﬁsuﬁu{nmmli’aaiwﬁ'mwuuussqﬁmwf
- UWMTUUTIREN azhaﬁaﬂﬁ'aﬁ:q%am wiafanemsd dmdsnauuasruanIa
WIITBIEN LaUTIHES i’uﬁyumqvli"ﬁ’mau

3. AMENUANIUNALA

3.1 Finish product specification("

Testitem ' : i BP 2016
1. Yanmdrendngy 95.0 - 105.0% L.A. of Leuprorelin
2. Identification a7 U
3. 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 impurity : NMT 2.5%

4. Water content NMT 5.0%

5. Bacterial endotoxins NMT 11.6 lU/mg
6. Sterility ATINIY

7. Uniformity of dosage units ATIEU

3.2 Drug substance specification : Leuprorelin("

. Testltem BP 2016
1. YSnmdandty 97.0 - 103.0% L.A. of Leuprorelin
2. Identification AU
3. Specific optical 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 impurity : NMT 2.5%

wiwlaamas Jongaud) ,
(aa%a).............m‘.’) ............... ATINANT [CREE:) W, d ........................... AYINAT

(WHNEETHET 1IuYuNa) (WNETIANTTIAN T UUW)
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3.2 Drug substance specification : Leuprorelin") (fia)

Test item ’
5. Acetic acid 4.7 - 9.0%
6. Water NMT 5.0%
7. Sulfated ash NMT 0.3%
8. Bacterial endotoxins NMT 16.7 IU/mg

waeiwe 1. nadiieemafiouudanTaiiu waive) manmaReL AT TIENIln WEMLRR NI npuﬁandwaﬁiﬁfvagu“ﬁﬁm
2. Drug substance specification ﬂmsmmnlﬁmﬂ:ﬁmmrjwﬁﬂ drug substance %38l TEW drug substance T84
Hudaenduiagl atiulaatunis 6’3\1ﬁmsmwf‘amﬁwfﬂsunnﬁ'ﬁaﬁﬁmu@
3. HamIanRATigmn e Wwluana Finished product specification Waz Drug substance specification 781959

.
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anenTIINsUsEmanane
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Aiawemmdnsdudimimmwanenanans wioansmeiefeiusesenmslasdiiswe muanden aoi
1. Lanmsms"l@”%’uagfywm‘fuwnﬁym‘iﬁ'umtﬁaéwﬁw’luﬂszmﬂvlm LATRILAY (declare) UNAINER
1.1 luddyneiunzidoudiiunm mo.2 ne.3 ne.4 udusnsdl)
1.1.1 lunsdifiduefindaludsanelng wanods ne.2
112 lunﬂﬁﬁaﬁummLvhl,ﬁlammﬂwssg waneie ne.3
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3180130 4 Multivitamins plus minerals tablet
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1.%881  Multivitamins plus minerals tablet
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o
378019 5 Potassium citrate 1,080 mg extended-release tablet

muﬂszmﬁﬁmfﬂqummmﬁ

1. Bow Potassium citrate 1,080 mg extended-release tablet

2. amananaly

2.1 3uuuy Wueidae gﬂuuuaanqn%:mu (extended release) FWILTUUTEMU

22 dwsznay  Usznaudiuaien Potassium citrate 1,080 mg 1w 1 1@

2.3 MIULUTT uss{lummwﬁgﬁﬂﬂaﬁw LLa:nssqﬁwﬁﬂaaﬁuum

2.4 287N - szq%am FIUYTTNAUAILNFIN YUATAINUTI TUHAR 'S'u%’vumq \§UinGe
wansiaudrsuen LLa:f’a%ﬂﬁLﬁu%'nszﬂa’amdvﬁ'ﬂwuuumsaﬁm‘ﬁ
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3. amaniGnnaiae

3.1 Finish product specification

1. YSnmdaendagy 90.0 - 110.0% of the L.A. of Potassium citrate

2. Identification AU

3. Potassium content 36.4% - 40.2% (in mg of potassium)

4. Dissolution - ugaamsazawlaunnnia 45% (Q) of the L.A. of potassium citrate melu 30 W

- yamImsazatnlaluInniy 60% (Q) of the L.A. of potassium citrate niglu 1 Falus
- waasnsazaneliounda 80% (Q) of the L.A. of potassium citrate melu 3 #2lus

5. Uniformity of dosage units AT

3.2 Drug substance specification : Potassium citrate"”

1. ﬂ?mmﬁ"m‘lﬁﬂﬂ"fy 99.0 - 100.5% of Potassium citrate (calculated on the dried basis)
2. Identification ATIHU

3. Heavy metals NMT 10 ppm

4. Tartrate AU

5. Alkalinity AT

6. Loss on drying 3.0% - 6.0% (180°, 4 hrs)
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378M157 6  Progesterone 200 mg capsule

MalsENMAYINIngUaTITETH

1. 8o Progesterone 200 mg capsule

2. amanianaly

2.1 3wy Dusnda soft capsule #wsuTUUTEMU

2.2 ;mdszney  Ysznauaaua2en Progesterone 200 mg 1w 1 1dia

23 mauzussy  ussgluunsagfiiloanand wis blister pack dasfin

2.4 a8n - s:q%am RIS E T T g L DI PR PUTS SR ITAE fuﬁumq wafine uasansion
dsuen ladhstamuunussysied

- UWMTULLITIYEN au‘woﬁauﬁaosxq%amﬁa’fjamcmsﬁn NS NAVUAZIWIAN AT

P81 L8UTINGA ’S'uz?vumq 1igaiau

3. amANIANMIINAKe

3.1 Finish product specification””

1. USnmaanndey m’mmumuﬁssqh Finished product specification
2. |dentification mmmumnﬁs:qlu Finished product specification
3. Dissolution m’mu‘mwwﬁszy‘lu Finished product specification
4. Content uniformity Gli’:’ani’mmuﬁi:q‘lu Finished product specification
5. Impurity / Related substance m’:ﬁlﬁ‘m@n&lﬁ‘ixq‘lu Finished product specification

(34(4)

3.2 Drug substance specification : Progesterone

q

1. ﬂ“%mmﬁamﬁwﬂ“’ry 97.0 - 102.0% of Progesterone 97.0 - 103.0% of Progesterone

(dried substance) (dried basis)
2. ldentification ATIINIU AU
3. Appearance of solution ATITIY -
4. Specific optical rotation +186 to +194 (dried substance) | +175° and +183°
5. Related substances - impurity | (sum of the 2 epimers) : NMT 0.6% -

- impurity C : NMT 0.3%

- impurity B : NMT 0.2%

- sum of impurities D and E : NMT 0.15%
- impurity G,J,K,L,M : for each impurity,
NMT 0.15%

- impurity H at 286 nm : NMT 0.15%

P
(AT e e, remwanenITUNg
(winlpaunas ﬁ@;mqsuﬁ)
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(3)(4)

3.2 Drug substance specification : Progesterone (Gia)
AnsulGMImake BP-2016 UsP 41
5. Related substances - unspecified impurities : for each impurity, -
NMT 0.10%
- sum of impurities other than H : NMT 1.0%
6. Loss on drying NMT 0.5% NMT 0.5%
7. Melting range - 126° and 131°

wangime 1. nadiflaamadoudnsciu waive) Minmseriemsinamsle ‘lﬁﬁuuamtanmm§’n§1uﬁqndnﬁ‘lﬁi’na1¢ﬂaﬁw

2. Drug substance specification Ro13onanluAinzuaainia drug substance wialuSiamew drug substance 189
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3. Nﬂnﬂ?@l?ﬁﬁtﬂﬂ:ﬁqmﬂ’lwm Juldanu Finished product specification L8 Drug substance specification
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o tY '
1.1.3 Tunsdindugnindrandsdsana waneds ne.4
° X o Y o a o
1.2 ludhaedunadousn nu.1/s.1 vosefauweTan wiaungadgaiTan LN MWYBINEAr e
AL o . . . [V @ A
MUNIUNLLOW  (finished product specification) LRSTVBMAUAATWNINTBIINTAY (drug  substance
. . ad ' A A A (Y o '
specification) nyfifiagszninimaifouudssudlufiady ssdasunuianamsdimamiemsuaurtly (.5)
VIN3au finished product specification Uaz/mIe Drug substance specification Tavvaunlanawiudszne
dezmaradiannsafing wazliifiu 2 9 o Sudsenmadszniasieanfifnnsafing
2. 1BNATTUTDINIATFIMMINAAL
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22 nsdifdiugiugroinasssana HHAndasilanasiusasnasIwmMINEasnanunanIn T ez
afmiﬁmummﬁmm GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Taewiaesu PIC/S
participating authorities %38 GMP clearance atuMgaausaunIaarey leafinamssusesiaiudsenie
Uszmanendiinnsedind niaaganeadn ududnsd
3. tanmmmmwmaamﬁmwaﬂm (Fuwnnang)

3.1 wamimﬁﬁLﬂi’l:vx’qmmwwﬁmn"meri‘mﬁwL%ﬁ]gﬂ’uaag{wam (Certification of analysis of Finished product)
'I,ums;uﬁduﬂum”mﬂ'w

3.2 mamsanRiianzinunwiagfuvasdaendaty (Certification of analysis of Drug substance) filflu
mmﬁ@m;’uﬁdoLﬂum”'aatiwﬁ'vwao;iwﬁmma:;iwﬁm"mqﬁu

33 Lanmw?aﬂﬁ’nﬁ'mﬁuﬁ'uﬂ'mé’ww”uﬁ’s:wms;umswamaﬁmqé‘waw“amﬁwﬂ“’ng (Drug substance)
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3.4 NAN3ANEA Long term stability @mawﬁwmz;;uaamﬁ"ﬁunnﬁuu"h”ﬁuﬁwﬁmmﬂmsnssumsmms
LAZET NITNTWEBITUGY
4. Aagean

4.1 disuanan dasdsdantienagialay 3 WA A Fududrunuusasnoszdoeldnsudm
muv‘fﬁw'vsuﬂluﬁ'rﬁ’aQmauu"ﬁvﬁ‘lﬂﬁwﬁu
5. mnhzﬁ'uqmmwmﬁa'wau (WAAILDNEITNITTUY TENW)

5.1 mﬁdwauﬁaoﬁmq‘lﬂm‘”&iﬁaﬂn'jw 1§ duamiusNey

52 mnmmﬁdmau a:ﬁaodoﬁmmmwmzl'lu%”maowamsm’aﬁmﬂ:ﬁméuﬁﬁwau

5.3 nstinnia ﬂﬂ'ﬁmiﬁ'lms@mﬁarmmﬁa'auamﬁa #ATIIATIRAIUNIN M pTITMsezynniafe

To9uaR20819 Iﬂﬂg{mua:m"aoz&omtﬁ"uSnmmﬁwmuﬁmaUﬂ’ﬁmsdomaﬁmﬂ:ﬁuazLﬂu;ﬁuﬁmau
dnlgsnei LF'{ﬂﬁaa‘lumsmqa?mﬂ:ﬁqmmw nszﬁﬁwuiwﬂ&iLﬂuvlﬂmuqma”num:mwn: RUILTITNNTVD
samdntlisuAnsonnmaane eI vq«f’umua:/ﬁaﬁwﬁmluﬂ%@iavlﬂ

5.4 ;ﬁwa:ﬁm%’mﬂﬁﬁumLfiam'l,nﬁﬁammq ﬂ?ﬂLﬁaLﬁﬂmsLﬁauamwﬁauﬂs:ms‘lﬂs] nawinualag

Liddaula
6. flanema () Busenliuni@ndngntonasurvwa doi

6.1 nydinamsguansTianziini lasnsuingemnaninisuwnduiowasfiintsildunasgu ISONEC
17025 Liidwluanuunaspudaimualulszmelszniemnan

6.2 nsrﬁwﬁmﬁ’mﬂmmﬁaﬁgnL?Umﬁuﬁumnﬁammﬂhuﬁwﬁmmﬂmznﬁumsmmma:m lug9an
vaady I Taszany

6.3 niniwuﬂwtymqmn’mwmnwﬁmﬁm‘ﬁﬁmadoNa@1’aﬂs:ﬁn%wau,a:ﬂ‘mﬂaamﬁ'mia§ﬂ19ﬁ1ﬁ§uu1
7. WIETNIS a8 IWENE WiITU RIS Nﬁmﬁm‘ﬂmﬁﬁﬂszﬁgnL%'amLﬁuﬁuhﬂﬁ']ffmwuﬂmznﬁums
gmsuaznluszuzia 1 Dawiudssmadsemanmaidnnsefing snitudnisdaduasendinen
anznIsumIaImsuazan i lddiiunnsutlodgniludesdinaiuda

................................................ nITuNII

- a o 6
(WIRMIFTULN Li)&l'q“vmﬂ) (WHNRVIUWTTION JUUN)

wiil3munaiie gafiB39/2563



W : 819899
1 = General requirement 28ILNFFAITUEINTL Finished product JUuuugda
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of

Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2)

; Current step4 version, 2006.
3 = British pharmacopoeia 2016
4 = The United states Pharmacopeia 41
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e B39/ 2563
398NN 7 Potassium sodium hydrogen citrate granules 280 gm

aailssmAdIninguassi

1. 8o Potassium sodium hydrogen citrate granules 280 gm

2. amsaianaly

2.1 uluny - 1meme YUY Fine-grained granules §msLisLilsenu

22 dwdszney  Usznaudan Potassium 11 mEq, Sodium 11 mEq Waz Citrate 27 mEq % 2.5 gm

2.3 MUY ussq'[um’nuzmsqﬁﬂﬂaﬁﬂ

2.4 237N - szq%am fudsnauAL A YLATANULSY TUHAR i'uﬁvumﬂq Winde ae
nzideoudrsuen LLa:’sﬁmﬂﬁu{nmmﬂarha’ﬁ'mauuuussgﬁmeﬁ

- IWMTUEUTTIN au‘wﬁaum’awzq%am wiafamimsen saulsznauuszauenny

WSIVBIEN L8UARE R i’uﬁuamﬁ'ﬁ%’m&m

3. AMANTANIIIMAKA

3.1 Finish product specification™”
1. USinmdandragy 16.9 - 18.1% of the L.A. of Potassium
(calculated with reference to dried substance)
9.9 - 11.1% of the L.A. of Sodium
(calculated with reference to dried substance)
68.2 - 74.4% of the L.A. of Citrate
(calculated with reference to dried substance)
2. |dentification mmmumuﬁiquu Finished product specification
3. pH of solution 773 N’mmuﬁiquu Finished product specification
4. Loss on drying / water content #1379 mumwﬁ'i‘zq‘lu Finished product specification

wanug 1. mdifenadoudimiy waive) mssmaseuiierinamsle ’Lﬂ”ﬁmmﬂuanmwﬁ'nyuﬁma’nﬁ'lﬁi’uagu"ﬁﬁw
2. Drug substance specification ﬁmmﬂmnluimmﬁmw{wﬁw drug substance w3alu3iamew drug substance 184
HuAandTazl atulaatunite sfi\?ﬁmWmﬁﬁLﬂﬂ:ﬁmunnﬁ“ﬁaﬁﬁmuﬂ
3. Nammnﬁmﬂ:ﬁ‘qmwwm wltary Finished product specification I8¢ Drug substance specification
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1.1.1 lunsdifidunfndaludsenalng wansfs no.2
11.2 'luns:ﬁﬁt.ﬁummL&Tntﬁammﬁamsq wuude ne.3
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auRtunsidon (finished  product  specification) uazTaiwuagmNIWIEITARAL (drug  substance
specification) nsrﬁﬁag\jswiwmnﬂﬁuuuﬂmLm"'lmw“w'mﬁu rdasunuena s wEnemsveurly (8.5)
¥IW3au finished product specification Waz/W358 Drug substance specification Tavvaunlyn audndszna
dezmenadiannsefing uazliifiu 2 O o Fudsemadsemeneaddnnsefing
2. LAINENTTUIBINIATZIMNTHAALN
24 nsdifiuaalwsanalng duRadasdianasivsesneaspunsdagmunsninaeiuazdsmsialu
NSWANAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawtiagau PIC/S participating authorities
W30 JLaNaNITUI A TIUNTHR AL IR A NN AR BN TR LU NN ANV 9§ N ITHA TR ASTNNS
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UrmesnmBidnniedind wise1gassadn udiusnsd
3. Lanmsqmmwmaamﬁmuaﬁm
3.1 HAMIATRAATRAGUMNRR AL T &3 93LVBNGER (Certification of analysis of Finished product)
1umjuﬁdmﬂuw"1aaha
3.2 wan3IAlaTzRmMN N Tagfuve ity (Certification of analysis of Drug substance) 7il3lu
mwammiuﬁdatﬂuéﬁazmﬂ{maa;‘il’wamﬂma::j’wﬁmfmqﬁu
33 Limmsvﬁawé’ngwuﬁuﬁummé’uw"ufswiws"umswﬁmaai’mqﬁwaaﬁ"sméﬁﬂ"ry (Drug substance)
78 3.2 n"u;'umswﬁmawﬁmn”mwfmz«hﬁagﬂ (Finished product) 18 3.1
3.4 Han3fNW" Long term stability mawﬁwmq’uaamﬁ’i‘fumtﬁmu"h”n"uﬁ'nl'nmuﬂnwnssumsa’mw
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5’121aztﬁﬂﬂqmanﬁmzmwwtmnﬁ'lmanmimsaﬂ‘nanﬁnm“ﬁm
182N B39 /2563
318150 8 Tamsulosin HCI 0.4 mg prolonged-release tablet

muﬂszmﬁﬁ'aﬁi’ﬂquaﬂ%mﬁ

1. #aen Tamsulosin HCI 0.4 mg prolonged-release tablet

2. ansaainianiafl

2.1 gluyy Wueude gﬂuuuaanqw‘ﬁfmu (Oral controlled absorption system : OCAS)
fTUTUYsznu

2.2 mmdsznay Usenausodasn Tamsulosin HCI 0.4 mg 1w 1 1Ja

2.3 MTUTUITY msgluumag&ﬁauﬂauﬁ 38 blister pack Jagiin Uasnuanudnu

24 a81n - szq%‘am HIMUTNaUAINE A UL UG fu§umq fnER uas
wunzioudrsuen 13 amaﬂﬁ'ﬂmwunﬁqﬁwﬁ

- UWMTULLITIEN am‘waﬁaU@Taos:q%amw?a%amamsﬁw FIUYTTNAL UAZTUWIAA NS
DI LBUTINER i’uﬁuumq Tigaian

3. ARANUANINATA ‘

3.1 Finish product specification™?

1. Wunadendndyy 95.0 - 105.0% of the L.A. of Tamsulosin HCI

2. Identification AN

3. Dissolution time seaY 15 - 35% 71 3 Falug
8zANY 45 - 65% 11 7 $Alug
AZANY > 80% WAIN 12 Falug

4. Related substances - The area of any peak : NMT 0.5%
- The area of any other secondary peak : NMT 0.2%

- The sum of the areas of all the secondary peaks : NMT 1.5%

5. Uniformity of content A

3.2 Drug substance specification : Tamsulosin HCI®

e . sPats "
1. dBnmdansdn 98.5 - 101.0% of Tamsulosin HC (dried substance) .
2. Identification ATIWU
3. Enantiomeric purity Impurity G : NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 0.5% (105°¢, 2 hrs)
Y
NSRS Uszmunmenssunsg
(wwlaanas Jgargsud)
NIINNTT (aa%a) ........................ O(/ .................. NITUMIT
(WU 1FNguna) (WNRNTTTAL FLuw)
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3.2 Drug substance specification : Tamsulosin Hcl ™ (Gia)

qasEaninnamatia g BP 2016
6. Sulfated ash NMT 0.1%
7. Related substances A. Impurities eluting before Tamsulosin. Liguid chromatography

- Unspecified impurities : for each impurity, NMT 0.10%

B. Impurities eluting after Tamsulosin. Liquid chromatography

- Unspecified impurities : for each impurity, NMT 0.10%
- Sum of impurities eluting before Tamsulosin in test A and after
Tamsulosin in test B : NMT 0.2%
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RPN : 81989910
1 = British pharmacopoeia 2016
2 = Specification requirement VaIENFULLY
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
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