i

' Qs . Qs '3 Q/
i"lslaa:tﬁBﬁqmanwmzmwwuuuﬁ”lmanmin’ﬁﬁm%at'mnm*ﬁm
iauil B39 /2563
378011571 1 Estriol 30 mcg, Lactobacillus acidophilus 100 million

viable cells vaginal tablet

aalssmeadivinguangsiit 2 3 .0, 2563]

1. #agn Estriol 30 mcg, Lactobacillus acidophilus 100 million viable cells vaginal tablet

2. amanianaly

2.1 3uluyy Wuede smsureaditesnna (Vaginal tablet)

22 gwsznay  Ustnaudan@ien Estriol 30 meg waz Lactobacillus acidophilus 100 million viable cells
lu 11da
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3. AANUAMINAKA

3.1 Finish product specification'™®

1. PBnmudrsndegy

- Lactobacillus acidophilus ms’sacd'ﬂu@l’mﬁi:glu Finished product specification

- Estriol mmmumuﬁszq‘lu Finished product specification
2. Identification

- Lactobacillus acidophilus mmmumuﬁ'iquu Finished product specification

- Estriol maamumuﬁs:qh Finished product specification
3. Disintegration msaamumuﬁi:ﬁlu Finished product specification
4. Uniformity of mass mwmumwﬁsquu Finished product specification
5. Impurity / Related substance

- Estriol Impurity A msmmu@’luﬁi:qlu Finished product specification
6. Microbiological test ATIVHU
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3.2 Drug substance specification

3.2.1 Estriol @@

1. Y3unasendn 97.0 - 103.0% of Estriol 97.0 - 102.0% of Estriol

al
(calculated on the dried substance) (calculated on the dried basis)
2. ldentification ATIIU ATV
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
Namsmuﬁmsﬁ:ﬁqmmwa”wﬁamuqmauu”ﬁmamﬂﬁﬂ manansisudadinneu
ATENIIUNMITOIMIIUSTLT NTTNTNEDITUFY

wawmg 1. nidifivanadewdinmaiu waive) mammeseuiinmeinamsle lﬂ"ﬁuuaﬂoLanmmé’nﬁmﬂ"ana’nﬁ'{ﬁfuwaﬁﬁau

2. Drug substance specification W%ﬁsmﬁaﬂnluatﬂﬂ:ﬁmaoﬂjwﬁﬂ drug substance ialudiaTet drug substance 484
guiaenduiagy atulaatdunite 515\1ﬁm‘im’aﬁLﬂﬁ:ﬁﬂmnnﬂ”‘;ﬁ’aﬁﬁmuﬂ

3. wamsmvﬁmﬁ:ﬂ'qmmwm Wultanw Finished product specification W8¢ Drug substance specification
deldanaduudadiinnunmenssumssmisussen NIENTNHTIUGY nIdiguaNTEnnaiinvesen
wiadandiy °uao;{tauaﬁﬂ'z'l;imamuﬁkawmmmhzmﬁ i Sradandrdsuatuilnainindlsewentnaysene
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12 ludwatunzidiouen o1/ PBINAFUaTIN ws’auﬂaanﬁmw"u’u”amsmuquqmwwmamﬁmﬁm‘ﬁ
m&lﬁifuﬂuﬁﬂu (finished product specification) Ll.a:’lraﬁﬂﬁuﬂﬂmﬂﬂwmaddvﬂqﬁu (drug substance
specification) nsrﬁﬁ‘ag"s:m'mmstﬂ?a'uuuﬂmuﬁ"lmﬁuLﬁu am”amumanmsﬁ'ummwd'mmwauﬁ”l’u (8.5)
WW3BY finished product specification waz/"3a Drug substance specification lasvaurtlunauiudsena
demeanadifinnsafing uagliiAin 2 9 o Tudszmeadszneana i anseding

2. 1BNAITUIDINATF MM IHA A2

2.1 nidifenialwlsunalng RHAndasdianasiusasnas R AL RSN e ez 38N 9Ta
‘lumswﬁmm PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iﬂﬂ%ﬁ’w\‘l'}u PIC/S participating
authorities w38 ﬁLanms%'maammgmmswﬁmmmwé’nanﬂvﬁtaﬁﬁmsﬁﬁ‘lunwwamﬂwaeﬁﬁﬁmm
ABENTIUMIDIMIUAZE NTNTHIID1TUGY “ﬁaﬁmum‘fu‘[ﬂﬂﬁmwaa@ﬂﬁama:ﬂ”ﬂLﬁmun”mné’mnm‘vﬂm:
FBmefdlunisniam PIC/S Tunniaefiiauaais avvageewsaunInTareulauinan1ssusasietu
Uemadsznienmsidnnsefing

22 nadiidugmindronerstsama udadaefilenmtisasnasmumskBaneundninoeuss
Emsidlumandae oMP PIC/S (Pharmaceutical Inspection Co-operation Science) lasmiingu PIC/S
participating authorities %38 GMP clearance aUagaINTaNMIATIRReY laenan1ssuseietudsene
Ussmenandiannsading wiaaganandw ududnsdl
3. lEn@IRmMMINYBITitaRETIAN (§nwinnane)

3.1 HamMIITIVTI TR MWW A A U B1dU3931ua3¢HA® (Certification of analysis of Finished product)
'Lumjuﬁdm,ﬂue?‘;azm

32 Namsmm’imﬁ:ﬁqmmwfmqﬁwam"’amﬁ’m”m (Certification of analysis of Drug substance) A%
'lumimﬁmms;uﬁdqLﬁum"’aazhm{waosjwé‘mmua:g{wﬁmquﬁn

33 Lanmw‘%aﬁﬁngmﬁuﬁummﬁuw"ufs:whos"umswﬁmaa’i’mqﬁwaoﬁ’amﬁ*m"ng (Drug substance)
18 3.2 n”u;'umswﬁmaaw?zmn"’m‘ﬁmﬁwﬁagﬂ (Finished product) %8 3.1

3.4 HaMIANW Long term stability maamhamqmaomﬁifuﬂuﬂﬂu'l’S”rTuﬁwﬁfnmuﬂmznﬁumsmms
UAZE NTINTWRTITUGY

35 msa“’ﬂz-ioméfaamuquqmﬂqﬁ i 2-8 a9ruTAFE UL Cold chain system ﬁ'l@fmmgmmu
wanunus good storage practice (GSP) wax good distribution practice (GDP) IﬂfJLtamLanmsﬂsznau
4. fet19en
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5.3 NN mwmsmmsaumamom‘na\mamwaaamammﬁmﬂmmw WILTTNNTIEREIFe
$a9vad8en9 TcnUmnﬂa:mammquanmummummmvﬁmsaomnmmm*v&unvtﬂumuwmau
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TaslufiSonly

-~ - s 1 L] s :
6. {lanasia (f22) uuﬂaﬂﬁﬂmanammnaumnmnum AIh

6.1 nydinantguaTIninTeendl Tﬂﬂnsu'mmmammsuwmfmwaoﬂgummsnvlﬂmmmu ISO/IEC
17025 ‘luL'ﬂu"lﬂmummsmuman'muﬂ'luﬂiwmﬂﬂsymmﬂm

6.2 nsmwamnmﬁnm’ﬁuﬂunnmmmuaumn‘nawmw‘[maa’mnmuﬂmnssumsmmmaym lug90087
va9Rty e daszny

6.3 nsmwuﬂmmﬂmmwmnwamnm‘ma’mamamaﬂsvammau,avmwﬁaaﬂmmawmﬂﬂvlmum
7. vmmﬂﬁ’ﬁmwaaa’mawﬁvlumwmimwa@mmmmmﬂnmnmsﬂnmuauhnmum’mﬂmwnssums
aauaznluszezm 1 diausulsmeadsenianasidnnsaiing sariudwibfafuasandnines
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naamg : §198997n
1= General requirement YBILNFTFIIUFINIL Finished product JUuvvsniy
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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318N157 2 Etonogestrel 68 mg for implant
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1. 8o Etonogestrel 68 mg for implant

2. amaianall

21 juuuy Duurieen inReudeaIfiuuas (Barium sulfate) a?m{mﬂaquﬁuﬁﬂ

22 fawdsznay  Usznaudie Etonogestrel 68 mg 1w 1 uvis

2.3 MUV Lmommsag'luqﬂnsrﬁﬂ%‘aLﬂ?mﬁa wiauksnfidnmnide smiulfashien (Single use)
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3. AMENUANIINATA

3.1 Finish product specification“)

1. YSnmudasdny m'samumu*ﬁsquu Finished product specification
2. ldentification mﬂwi’mm&lﬁ'i:qlu Finished product specification
3. Uniformity of content ATIVHW
4. Barium sulphate m’mmumuﬁ.%ﬂu Finished product specification
5. Drug release @li’swhumuﬁi:q'lu Finished product specification
6. Dimensions of implant
- Length aTN mum&l‘ﬁisquu Finished product specification
- Diameter ﬂiiﬂdﬁu@l’mﬁi:q‘lu Finished product specification
- Skin thickness mmshum&lﬁsquu Finished product specification
7. Related substances / Impurity mwmumu‘ﬁlszqh Finished product specification
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2. Drug substance specification ﬁammmnlu%mﬂ:ﬁmaasgwﬁﬂ drug substance #3alu5iaT1eW drug substance 184
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3. wammnﬁmﬁ:ﬁqmmwm 1Jwldanu Finished product specification a2 Drug substance specification
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T18n1sh 3 Leuprorelin acetate 11.25 mg for pre-filled syringe

\auf B39 /2563

muﬂnmﬁé’wi’mquaﬁﬁmﬁ 73 n.Aa 1 3‘

1. %lazn Leuprorelin acetate 11.25 mg for pre-filled syringe

2. amaniana iy

2.1 juuuy
2.2 gwdszne

L o woa
tunsenuun lyophillized Umaanita dnsuda
U Usznauday Leuprorelin acetate 11.25 mg / syringe

a & v
23 ﬂ’]‘ﬁu:ﬂii? mi@‘luﬂszuanmmﬂﬂﬂmm’ﬁaunu Pre-filled syringe (dual chamber) Wsau&17aza 8
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3. AMENLANINAKA

3.1 Finish product sgecification“)

Test Item - BP 2016
1. USnmarndny 95.0 - 105.0% L.A. of Leuprorelin
2. ldentification AU
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 IU/mg
6. Sterility ATIWU

7. Uniformity of dosage units ATIFHU

3.2 Drug substance specification : Leuprorelin“)

Testitem : BP 2016
1. UTnmddngy 97.0 - 103.0% L.A. of Leuprorelin
2. ldentification 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%
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w5 4afiB39/2563




3.2 Drug substance specification : Leuprorelin“’ (#9)

5. Acetic acid k 4.7 -9.0%
6. Water NMT 5.0%
7. Sulfated ash NMT 0.3%
8. Bacterial endotoxins NMT 16.7 1U/mg

NANEIAG 1. natifaans o (waive) MIaTIRFELA TR TIENTlA 'L'n"ﬁuuaml,anmmﬁnyuﬁandnﬁi@ffu A
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3. mmmsm?mﬂw‘qmmwm Wulyana Finished product specification W8t Drug substance specification ‘ﬁﬂ“’]dﬁd
nnndrdivatuidanu deldaanadoudesinnuamenssunisemisuacen NIENTWIINGY NITA UL
mamﬂﬁﬂmmmﬁai’ﬂqﬁu °uaegftauaﬁm'l;immwﬁkuwmmaﬂnmﬂ v Bandrdsuaduilmining
Tssnennatseme wia fedunFrdiuaulmensnIamIngy Soq srydrm udu ln"v‘fuﬁ’uqamﬁﬁwaa
amnITIMIlssnianae

Gonlugng
Armenandasindummmdisianans wienssmefefatusesanmslasdiis e nuandon doil
1. mnmsms"l@?’%’uagnpmfuml,ﬁﬂuﬁﬁumuﬁaa‘imﬁwluﬂszma‘lwa UazdIUA9 (declare) LARINAN
1.4 luﬁﬂﬁ':yﬂ'lﬁfuﬂnﬁﬂm?ﬁ'um (N81.2 N8.3 NY.4 UTIUANTH)
1.1.1 Tunsdifidueiindalulszinalne wanads no2
11.2 'lunsr‘fiﬁl.ﬂumﬁww"mﬁ‘ammﬁoussa; nangds ne.3
1.1.3 lunsdifdusidhanensyszine wansds ne.4
12 ludwedunsdewe ne.1/e.1 vesmfiauanen witumeazduanadamniunugnINBIRAan
mundunzdon (finished  product specification) uazTarinuAnMANIEITAQAY (drug  substance
specification) nsrﬁﬁaril;szmwmsmﬁlUuLLﬂaoLLﬁ”Lmﬁ'mﬁu ADIUBVLANETHWIIWEBMTVOUA 1 (81.5)
AIW3aN finished product specification UaZ/MI0 Drug substance specification losvaudlrauiudsznia
dszmanafidnnsafing uazliiin 2 9 w Fudszmadsemenadidnnseding
2. 19NE1TIUTBININTFIRMIHAALY
24 nsdifenaaluseanalng HrAndasfionasiusesnaspunisnAnsnemunaninmiiuasi5n1snalu
NsWAAE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiaeau PIC/S participating authorities
3o SlanmITuTasnIATUMIKAAEIMURANNATLLA T NI lUMTHAAEIT B RN RATIRNTINNTS
DIMTURZE NTINTWATIIURY Finuatulasdanuseandasuasrafioununsninasiuasisnsnalu
nsudazn PIC/S lunanaenfiianauiy aguargamusauniTaIreylasfinansiusesiaiudszne
Uszmenmdilannsafing
22 nadifuiwaningaindslssne HNAadDIllaNMNTIUIBINATI UM TN AL TANA NN IUTIUAE
3Emsfialunindag) GMP PIC/S (Pharmaceutical Inspection Co-operation Science) latimIu PIC/S
participating authorities %38 GMP clearance aUaqaAANIAUNIIATIVAEY Tasfinan1ssusosdaindsene
Urzmeanadiannseiing nisegeaaadn udugnadl

(ao‘fi‘a) .................................... D A UsemuamMEnNIINNIg
welaunas ﬁ@}mq}suw‘)

o

nNIINNT [GEL 1) C][‘J .............. nITNNT
a a o ¢

(WNRNIFTUEN Lw'qum) (BWRRIUNTITAU ')

winn2isenshs qmﬁsselzsss



3. Lanm-sammwmaamﬁmuaﬁm
3.1 Namwmﬁmi’]:ﬁqrumwwﬁmﬁmsﬁmﬁm%agﬂmijﬁm (Certification of analysis of Finished product)
’lums;uﬁa'mﬁuﬁaazm
3.2 HAaNTIATIRAATERMN NI ALVa6281@eiTy (Certification of analysis of Drug substance) 7il%1u
mwﬁmm;‘uﬁduﬂmﬁazi'wﬂ'gwm;‘{wﬁmmua:;‘{wﬁmf@]qﬁu
33 Lanmw?aué‘nﬁ'mﬁuﬁ'ummé‘uﬁ'ufs:mwajumswﬁmaoi’mqﬁwam"’smﬁ’m”zy (Drug substance)
18 3.2 n"'u;'umswﬁmaawﬁmn”m‘ﬁmﬁ’u%gﬂ (Finished product) 78 3.1
3.4 HaN13ANWN Long term stability maammmayuaomﬁ'ﬁ*uml.ﬁuu'b”ﬁ’ua‘mﬁnmuﬂmznssumsmmmaz
£ NITNTWRIDITUGY
3.5 asnidusiidesnzanononld doIuuUNAIUANIN LALLM ENEIMTaEaY URZABILRAS
5’1:1a:Lﬁaﬂeﬁeaaﬂﬂﬁaaﬁuﬁagalmanmﬁﬁwﬁnm
4. A88198
4.1 dimuanen dadssaiatnnstoken 3 wihnusiud Fududunuuaaeneazidoeldasudau
muﬁﬁwu@luﬁ‘ﬁaqmauu"é]ﬁ"avlﬂiwﬁu
5. m‘sﬂszﬁ’uqmmwmﬁﬁauau (waasana1IN15TUYTENN)
5.1 mﬁ'a'ouauﬁaaﬁawaﬂw"l&iﬁauniw 1 3 uaniussway
5.2 mnmmﬁa’\mau a:ﬁaea'aﬁ'ummwrhzﬂ,n%’mawamsmw“amﬂ:ﬁmjuﬁdwa'u
5.3 nsﬂ‘ﬁmamwmsﬁwms@u@T’aaai'mmﬁdwamﬁadmsw?ms’lxﬁﬂmmw W TITNNTIEHRINIRD
fo9va@0814 Iﬂacjmm:sfaadomw‘v"uSnmm‘hmuﬁwmUswmia'amaar“uﬂﬂ:ﬁuanﬂu;ﬁ'uﬂmau
eh’leshaJﬁl,ﬁmﬁaalumsmaﬁl,ﬂﬂ:ﬁqmmw nsﬁsﬁwudwmhit.ﬂu‘lﬂqumﬁnum:mwwz nihTIMIve
sruans WisuR s REReTIe ENeINE1IT84 ;ﬁmua:/%?a@wﬁmluﬂ%ﬁalﬂ
5.4 g{mua:@i’ao{uLﬂﬁ'uumtﬁam‘lnﬁmmmq ‘V\%aLﬁﬂLﬁﬂﬂ’ﬁtﬁlawﬁNWWﬁ’JUﬂS:ﬂWﬂﬂ‘] fauivua lag
Liffawly
6. flanasan (1) Busenlisnidndyandenasutimue doi
6.1 nadlnamsguanaTianzind laonswinsmaninisuwngviakas fiiinsildnasgm 1sonEc
17025 liiilulumaunasgudaimualutszmeatsznianan
6.2 NIMHANA U1 mmﬁmﬁgnﬁmmﬁuﬁmwnﬁ asnmalandminnuannITTIMIMITazen lugeaves
dygecdaszany
6.3 nsrﬁwuﬂvavjmqmmwmnwﬁmn"mwfﬁmadma@iaﬂs:ﬁm‘maLLa:ﬂ'mJﬂaaﬂﬁﬂdagﬂwmﬁ{um
7. m’twswmwamm%w%"l&i%”uﬁmsmNﬁmﬁmﬁmﬁﬁﬂs:fﬁgﬂL?UnLﬁuﬁuT,ﬂUﬁﬂﬁnoﬁuﬂm:nssunws
pmsuaznluszozingn 1 dhewiudseniadszniemerdiinnsefing oniiudniifeduvsandnineas
amsnsunsawsuaza i lddiunsutludymludasdonsiuds

nnome  9198997n

1 = British Pharmacopoeia 2016

UL UATUENTTUNNS

4
.............................. &i..........ﬂiiuﬂﬁi

a a o~ €
(WFIRTUEN Lil&l’qWYWI) (WNFNIUNTITAU JNUN)

wiA3memng qﬂ?'lB3912563



™ Qs ' g Qv
N aaztﬁ zmqma N LQWﬂ:LLWlJ‘ﬁ’I gLan ﬁ'ﬁﬂ’l%’ﬁ]ﬂ%ﬂ LITAN nwfm
1a2Nn B39/ 2563

3781151 4 Multivitamins plus minerals tablet

v o 7563
muﬂsxmﬁmmmqnaﬂﬁmﬁ 2 3 m:\ - 63

1.3ag1  Multivitamins plus minerals tablet
2. anansiona

2.1 yuuuy Wueda dnsusudsemu

22 amwdsnay  Yssnaudanaan Vitamin A 5,000 IU, Vitamin D 400 IU, Viamin E 10 U, Vitamin C

{Sodium ascorbate) 75 mg, Vitamin B1 2 mg, Vitamin B2 3 mg, Vitamin B6 2.5 mg, Vitamin B12 3 mcg,
Nicotinamde 20 mg, Folic acid 1 mg, Ferrous fumarate 200 mg, Calcium lactate 250mg, lodine (as potassium
iodide) 0.2 mg Waz Zinc (as ZnSO,) 20 mg Tu 1 14a
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1. USanueendngy mwmumuﬁs:q’lu Finished product specification
2. Identification test m’mn"mmuﬁs:qlu Finished product specification
3. Uniformity of dosage units ATV

4. Dissolution test m’mci'\umuﬁ"i:qlu Finished product specification
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3578MsN 5 Potassium citrate 1,080 mg extended-release tablet
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1. Bom Potassium citrate 1,080 mg extended-release tablet

2. amasiarly
2.1 3uluuy WWusude gﬂLLuuaanqwﬁi’m (extended release) MWIUTUUTzNIH
2.2 fudsznay  Usznaualu@Inn Potassium citrate 1,080 mg lu 1 1da
2.3 MTULUITY msq'lumw:msqﬁﬂﬂaﬁﬂ Lm:msqn"m‘ﬁﬁaan”mm
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3. amANLGNIINARA

3.1 Finish product specification

1. USnmanian 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 - wansmTazanglaunnnin 45% (Q) of the L.A. of potassium citrate melu 30 wii
- ugean13aza18liannnTY 60% (Q) of the L.A. of potassium citrate Melu 1 52139

- ugaemsazanelainoany 80% (Q) of the L.A. of potassium citrate melu 3 3lus

5. Uniformity of dosage units ATIVEU

3.2 Drug substance specification : Potassium citrate™

1. USinmanendniy 99.0 - 100.5% of Potassium citrate (calculated on the dried basis)
2. ldentification ATIWIW

3. Heavy metals NMT 10 ppm

4, Tartrate AT

5. Alkalinity AU

6. Loss on drying 3.0% - 6.0% (180°¢, 4 hrs)
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1. Ho8n Progesterone 200 mg capsule

2. amananaly

2.1 giluny 1ueida soft capsule %LU TENU

2.2 #autlsznay  Usenauaiadaen Progesterone 200 mg 1w 1 1dia

2.3 MTUUINY ussqlul,l,mag}ﬁl,ﬁﬂuwauﬁ #38 blister pack Jaafin
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3. AMEANUANMIINATA

3.1 Finish product specification®

1. YSunmadngy mnmumuﬁs:q'lu Finished product specification
2. Identification m’ﬁ)&i’mﬂ’mﬁizq‘lu Finished product specification
3. Dissolution m’mmuﬂ’mﬁ‘i:ﬂu Finished product specification
4. Content uniformity Gln'a)muﬂ’mﬁszlﬂu Finished product specification
5. Impurity / Related substance m’aﬁm”mﬂ‘mﬁiquu Finished product specification

(34(4)

3.2 Drug substance specification : Progesterone

. anaw

1. ﬂ%uﬂmﬁ'ﬁﬂﬂﬁﬁﬁm 97.0 - 102.0% of Progesterone 97.0 - 103.0% of Progesterone

(dried substance) (dried basis)
2. Identification ATITHIU AT
3. Appearance of solution ATIWIU -
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%
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3.2 Drug substance specification :Progesterone"”w (Gia)

ananiaMIInae 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°
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2. Drug substance specification ﬂmsmﬂmﬂlﬂ"ﬂﬂﬂ:ﬁ%d%ﬂﬁﬂ drug substance w3alu3ATey drug substance Y84
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3. wamsamaTianeiguniwen wluatw Finished product specification uas Drug substance specification
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2.2 nsdifidueninghonedsane HrAadasianasiusasnaspumIndamaananinmuiuas
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BNIHA : 9198931N
1 = General requirement UaILNFTATUFIMIY Finished product EﬂLL'UlJmLﬁ(ﬂ
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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3190150 7 Potassium sodium hydrogen citrate granules 280 gm

amadsymadaninguaszsii 2 3 A, 7563,

1. m Potassium sodium hydrogen citrate granules 280 gm
2. amananaly
2.1 gluuy \ueme JUULY Fine-grained granules §1w3Ludszmu
22 gwdsznay Uarnauday Potassium 11 mEq, Sodium 11 mEq Wag Citrate 27 mEq 14 2.5 gm
2.3 MPUTUIY msg‘lunwu:ussa;ﬁﬁ@aﬁﬂ
2.4 2870 - szufﬁam FIUUsTNaUAILIEIAYUALAINLTY THHRA i'u‘afvumq wufinde 8
nzifoudsue uazdimafusnwe lHadwsaeuuuussyiued
- UWMTUSUTTIEN aﬂ'woﬁauﬁaei‘:y%‘am WiaTenmemsm dmlsenauuazTwIne Iy
WSIURIE LAUTiKRe 'Tuéumqvl'z”’ﬁmw

3. amaiGnMIImaka

3.1 Finish product specification™

a

1. USanmuaendngy 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 m’mmumuﬁiz‘lﬂu Finished product specification
3. pH of solution M99 N"mm'mﬁi:qlu Finished product specification
4. Loss on drying / water content 6379 ﬂﬁumﬂuﬁﬁ:qlu Finished product specification
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2. Drug substance specification ﬁmsmmnlu"’;mﬂ:ﬁmwg W&A drug substance #30lUALATIH drug substance 84
Huaandniagl avuleaiunite %’uﬁmsemaﬁLﬂﬂ:ﬁﬂmnnﬂ"ﬁaﬁﬁmuﬂ

3. wammna‘imsﬂ:ﬁqmmwm wwldana Finished product specification W&z Drug substance specification
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specification) nsrﬁﬁ'ag;iw’mmstﬂﬁauuﬂmLm"'lmﬁme‘iu wdaIunuBnaITELWIANENEMsuaun 1 (8.5)
VWSaY finished product specification URT/NID Drug substance specification Tagvaurlvdeuiudszne
dezmenadiannsefing wazlaiiu 2 2 o Judsemadszmenendidnniefing
2. 1laNFAITTUTDINATFIRNIIHAAL
24 nsdnguaalusanalng {rindasiianmsiusennaspumsrdammuraninanitas i5nsfialu
MINaaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewieau PIC/S participating authorities
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5721150 8 Tamsulosin HCI 0.4 mg prolonged-release tablet

AU TENIAIIN w5l
lzmadiviaquanzsil 9 NA, 2553

1. amn Tamsulosin HCI 0.4 mg prolonged-release tablet

2. ansaasianalu

2.1 aupy Wuenia gﬂuuuaanm%%u (Oral controlled absorption system : OCAS)
dnsusidsemu

2.2 dmilsznay Usznaudasdagn Tamsulosin HC! 0.4 mg T 1 1fia

23 mrurusny  usnyluunseglifloaand w3e blister pack Jardin asiunudy

2.4 a8 - s:q%'am L TNaUaINFYUSTMINLT TuaEa i’uﬁvumq Wwfinde uaz
wanzoudrsuen 13; DUNTALIUUULTTA A

- LUMTULLITIN a:mﬁaU@Taas:q%amﬂ?a’famamsﬁ'\ FIUYTNAY UAZTUWIAAINLT
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3. amEaiGMItNaka ‘

(H{2)

3.1 Finish product specification

95.0 - 105.0% of the L.A. of Tamsulosin HCI
2. Identification ATIWIU

1. Ynmamdsy

3. Dissolution time ® azae 15 - 35% ﬁ 3 ‘z's'ﬂm
82818 45 - 65% 7 7 a4
8EATY > 80% WAIIIN 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 ATIWY

1
I()

3.2 Drug substance specification : Tamsulosin HC

1. dSnmdamdneny 98.5 - 101.0% of Tamsulosin HCI (dried substance) .
2. Identification ATIIHIU
3. Enantiomeric purity Impurity G : NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Loss on drying NMT 0.5% (105°¢, 2 hrs)
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3.2 Drug substance specification : Tamsulosin HC!"" (o'ia)

ansNiBmamana ; o BP:2016
6. Sulfated ash NMT 0.1%
7. Related substances A. Impurities eluting before Tamsulosin. Liquid 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%

ad o R o 2 o o~ i oo
nanawa 1. nadfitanadowdimaiu waive) miasereviinnsinemsia DuusnaenamangIUeINg 1A g TLagifaay

2. Drug substance specification Wmimﬂ‘mlﬂ?mﬂ:ﬁ“ﬂad% WE&® drug substance w3aluSeTew drug substance 789

(7

v oa 5, = @ @ 4 A oa a Iy & &0
aNNWEﬂa’]Liﬂzﬂ QUU‘lW%UU“u\’ ‘ﬁﬂ&lﬂ"l?(‘li'ﬁnLﬂ?'\:‘ﬂﬂiunﬂﬂ'}%aﬂﬂﬁﬂ%ﬂ
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waNaIng : 81989910
1 = British pharmacopoeia 2016
2 = Specification requirement VaI8NG UL
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
Ltazﬁﬁamsﬁnm%aﬂwﬁwﬁwaLm:%'aaugamawﬁmﬁ'm‘vfm N2INILANET FUNU
ATUSNITANITDINITURLET NITNTIIIFITUY

(O950)...rorr /" ........ ’,%‘ .................... UszmuamMENIIUNg

winlaunas Jaarqud)

’
A
nITINIT (CRE12) AR OL’ .................. nNITUNIT

Py - “
(WIRIRTUEN L‘ﬂu’qu'ﬂﬂ) (BWIIEUNDTITON JUNN)

wifiaiunsie yaniessi2ses




