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Conjugated estrogen 0.625 mg tablet
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1. Hoen Conjugated estrogen 0.625 mg tablet
2. qruantAdialy

2.1 Jugudiasiiniudsemu

2.2 Usgneaumesiagn Conjugated Estrogen 0.625 mg.

2.3 ussglumauzianunsndesiunrdls |

2.4 anszyfesn dmussneufeddiyuaraiuuse Sundn i’uﬁuumq WRUTINGR Waziay
neilowhiuelfedwdnauuuussgios uaruunvuzsussgiidudan (uneen) DENUDYILFBITHY
Foen dhuusznoumedifuanIIuse 5’u§umqmuasmmﬁ'm§m (Lot or Batch no.)

3. Arudutanlvaiia

Finished product specification : Conjugated estrogen 0.625 mg tablet

U2 Test items Specifications
1 | Identification Meet the requirement
2 | Ysunushendieyy 73.0 - 95.0 % L.A. of

<

Conjugated estrogen as the
total of sodium estrone
sulfate and sodium equilin

sulfate

3 | Ratio of sodium equilin sulfate to Sodium estrone | 0.35- 0.65

sulfate
4 | Uniformity of Dosage Unit Meet the requirement
5 | Dissolution Time Meet the requirement
6 | Related Substance Meet the requirement
n
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4.1 wnansladueygndunzieusiiveniiedmirelulssvelng uazduns  (declare)
IWENAGL

4.1.1 TudweymsTunadeushiue Wud ve.2 ne.3 ve.4 vie 8.2 udusnsd]

4.1.2 ludmatunsiou ve.1 vie v.1 vesnfiauesia wioussazdoatens
AIUANANATNYBIHAR S TR T unL Doy (finished product  specification) wagtenIuun
AR MYesingiu (drug substance specification) nsdifiegseninans wWasuudas uiludfiudy
IzFoUUIENA1INITVBLALY (8.5) 1 mdeu (finished product  specification) Wag/v3e drug
substance  specification lagvaudluneuiulssmegeusia/Useningmen wagliiiy 2 ¥ u Yulsene
aausIA/UTENINTIAN

4.2 NANTTUTBWNIFIUNM AR

4.2.1 nsdlendnludszinalny dudndesdiionarsiusewnsgrunswineni
winNILaITN157AluNSHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagviieau PIC/S participating authoritiesw3e fllonansusosnasgiuntswdneniy vdninasi
uarISmsiRlunsHAneesd AL NTIINMSE IS LAYEN NIENTNABITRUAY Baruuniulag
finnuaonndsuasinfisufundninasiuagisnnsimlunsndeen PIC/S Tunanenfiausme atu
anganuseuNsnEaulneiinansiusesisiulssmageausA/Usenmagian

4.2.2 nsdlgnindrandnsseng guandesdionasiusewnnsgiunsuaneiniu
wdninaeiLaEIsn1sARlun1sKARe PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lagsmiieau PIC/S participating authorities atuagamusaun1snsavaeulneiinanisiuseda
TulsemeausIn/Ussningan vieonenasadn uausnsdl

4.3 LONENTAMNNYDILTLAUDTIAN

4.3.1 nan13nI9AeiauARdndusienduieguvesindn (certificate  of
analysis of finished product) Tugnfuitdadusetng

4.3.2 wamsnIvinevigunningAvvesiiend iy (certificate of analysis of
drug substance) ﬁlsﬂumswamma;'uﬁa'aLﬂw‘hasjwﬂu’waqé’wﬁmmuasé’mﬁmi’mqau **uneime)
nsfduengu biological products #3015 COA of drug substance mwﬁwﬁwmwﬁﬁy’u / A3y

\Uu Sterile water for injection laiRwll COA of drug substance***]

5‘373%)? e
@{&w QE%nqﬁ o




-3

433 Lenarsusendinguiuduaiuduiusseninsiunndnvesingfuvesinen
dfity (drug substance) 9o 4.3.2 fujunsndnvednsdtsierdniagy (finished product) 4e 4.3.1
4.3.4 Han13ANwYT long term stability maammmqmaamﬁﬁumLﬁauﬁﬁ’uﬁwﬁ'ﬂmu
AMZATIUNTOMNTUAYEN NTENTNATITUET
4.3.5 n3dhduengu biological products i vaccines, blood products sl
LNATIUTBITUNSHER (lot. release) MMNNTANYIAARTNTUNTE NTYNTIANTITUGY
4.4 fneg1aen
4.4.1 flauasian desdweteeegtes 3 mieussgdan fadufununans
Meazdualdsutunuiitmualuidenmautaviludrey
4.5 nMsUseiugaAwedweY
4.5.1 enfideeudesdiongllalivosnin 18 Weutumniudwey

4.5.2 pwnnafidaey agdesdednuinmeasluiusemanisnsiainsesiosu
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4.5.5 nadhlueifoafivinuigungll 2-8 ssrwaldva desliionaisuanuay
fuserillszuunaiiuuasdadesndu Cold chain  system  #ldumsgrumundninmst Good
Storage Practice (GSP) Wwag Good Distribution Practice (GDP)
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4.6 WONANTOUC
4.6.1 nsdleniauslilyenduwuy (Original  drugs)  Fesdiienatsuanisane
bicequivalence wasgidussiAnUIyuisuiusduLLy lagdSmsAnwdeaduluaundninue
wazuuuiRlunis@nwidranyaveserandyrosdrinauamenIIUNITMITUETET NTENTI
v & aa o o w Y & P} ' <l o o &
ans1vaugu Tellszylunsaindhodfiyreseuuutunsiouniewting 2535 uaslueilungusisil
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4.6.1.1 enfiszyireglungu Biopharmaceutics Classification System (BCS)
Class 3 w50 4
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4.6.1.2 enfifidutin1s$nuwuAy (narrow therapeutic index drugs)
4.6.1.3 grfidtinnunngnssun1semskazeUsEnAinfeaiin1sAne
bioequivalence iy eAuffingnidiu zidovudine (azidothymidine, AZT) srluguuuuenidaulas
nsUaaUasesnendfty (modified release dosage forms) Wusiu
4.6.2 nsallufeniidesararsuaz/visifoneneuld Fesdlua
NSANYIAINASANINNAINITATANBLAZ/MTBIT0919 Tudvinazatemieg asudulasaenndesiy
LnasNAue
4.7 fauenian (une) Buserliionidndygneuasufvua deil
4.7.1 nsdinansguanIiinsisien laonsuinemaninsuwndvionosjting
Aldunsgiu ISOEC 17025 wamsnsandinseildlulumumnasgruderimualudssane
dausn/Usenmngim
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4.7.2 nadndnfusioinignienfviuaniomarslasdninnuanenssunis
omnsuazelutnaesdygardore
4.7.3 nadinutiymemnannudnfusieniovdmaneyssavinauazauvasade
siofUaeldFue
4.8 wmhesvnsveanudndhiiuiarsumaniusiofiivse Rgndunifvaulasditnny
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