suazdunAMANETIANIY
81 Dienogest b mg tablet

. AURBINTT 81 Dienogest o mg tablet 31U em,abo IR
o, gruaNTATlY
b.o JULUU : sufinuilasuustniu
blo @1UUTENIY : @ WA UszNaumesien Dienogest b mg
b A1TULUTTY : Wne1ussglunivuyTauiu (tight containers) UNAMYUZUTIYFH DS
seyBaeily Anuuss laindn Suminengeiliegretaian
b.e 2810 : sEyBer iy dauusenaufendiduasauuss deuddueser Aeunis
91 Bifusne wviindn wmsdouiiu Fusdouay Tuninoigenlegnedaiay
o. AENUANIGnALa
Naﬂﬂ'ﬁ@'ﬁ’;’«ﬁLﬂiwﬁﬂmmmﬂulﬂmu Finished product specification wae Drug substance
specification fi$e3sanndusuatiuiientu FeldaansdourediinnuanenIsunsemsLazen
nsznsaassugy uastdunduiduiidisurimielminduaspundviiuladifunis asunsznie
NTENTNAGITUAY 1389 52U WA, bdoa arTuil b Furian WA, bebe UsznAlusvian
YWUNY oo NUATUS N.A. beob) naglios SEUMII8T (U7 ) WA, o&slo AUl NINHIAN W.A.
be&ol (UsEN1AlUTIURINYPUNET b NINGIAL WA, bdbl) LATFBIRNUNNTNINTFIUNNEITE
nsdllaiusnglusisnenlag (non-official pharmacopoeia) TonmuanuaulinIunalinneg
Usenause universal tests Wa specific tests audarimunuazannsguiluresnmsiiasgintivun
lﬂum"’liﬁma"m%gﬂLL‘U‘UEJ’m?u 9 (general requirement of dosage form) #5@ The Interational

Conference on Harmanisation of Technical Requirements for Registration of Pharmaceutical for

Human Use (ICH)

Drug substance specification (Reference EP #o0.0)

m.® Definition White, almost white or slightly yellow, crystalline
powder.

oo [dentification test m’;ﬁ]mumuﬁs:ﬂq’l,u drug substance specification
- Specific optical rotation
- IR

on.en USuNeusnendnry (Assay) &&.0 — ®@ob.0% (on dried basis)

en.e Loss on drying Ay 0.¢%

on.& Sulfated ash LAY 0.0%

o Impurities

on.c.@ Organic impurities ATITHUAILANTNT &

AMENITUNTIAMUAAMANUUZIANTY

0.

e uw 3sadwa newhuv aggmemd Junsiyad

Us¥51UnNIIUNT NTTUNT AFTUATIUATLRVIYNTT




o
A1TNN &

Name Acceptance Criteria
NMT (%)
Unspecified impurities 0.®
Total impurities o.&

Finished Product specification
m.® Descriptions
m.lo Identification test

Y]

on.en USuneudiendrAgy (Assay)
m.& Dissolution
o.o Uniformity of dosage units

o.e Related compounds

mi’r\whumuﬁisq‘lu finished product specification
mmmumuﬁwﬂu finished product specification
(HPLC, LV)

®&.0 - @o&.0%L.A.

laishngn go% LA, agaelu mo ufl
msmmumuﬁwﬂu finished product specification
ATIVHLANLANTIT o

A5197 b Related compounds

Name Acceptance Criteria
NMT (%)
Any other impurity o.m
Total impurities ®.0

=

< Roulvdu q
<o Ussunwuslaain - Fuiedmnusiunaudouse
<lo tnilaueiivdnguldiunstuneadouen ilesmingluussmalevesnssnsnassagy
snuiunsifueiinannunduiiuiinssmaansisaguivses
<o.e Iud’ﬂﬁmnwsﬁuwmﬁaumﬁ%’um WU 8.0, V8. lunsaiidusinanly
UssinalnelaglulumveiungifeusdosdineasBuaidonisauauamuninvesuan Susinmitu
neileulilu finished product specification wazdarivuagunIningau (raw material specification)
viensdlilegszninanmadsuuvauily Fesuuuienansnmsvendluuareazionnisuily (8.¢) 11
el
<loo Tuddymstunzidousmiuen nuneds no.e wie ne.a lunsdidutidian
AUSENAVTOUWUIUTIY
<o Ntlumdslulssnalne dosintisdosusosnsgrunmsEnmunanind y )ﬁ-’lﬁfﬂj}!aﬂ‘ﬂ

A (GMP) 493n5¥N59981575048% LLau‘manmmmﬁmsmammﬁiummammaqawmw’gﬁﬂ pr@’l?lC/S)h\
N\

ﬂm&'ﬂiiuﬂ’liﬂﬁWUQF}mﬁﬂ‘lﬁmzLQW'W

L R

wun3sadna Inonduv agadml Junsiyad
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nﬁumma..na'mma =

T 3 \{,.
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v Tiausuie vio nidlenidiaindaussmne desinisdeiuses GMP PIC/S vedlssnudnanen
nUszmagudnuionidededusosnanfusien Certificate of Pharmaceutical Products fioanlag
UseiakanviseusemarTming

«.« dmisdosuseansnsivinieivedsanuguan (Certificate of Analysis of finish product)
psafiugTiunyseneumsRatsen

«.¢ Indedetusesnisnsraiinsiziuaslunansuvdwanvesarsiafiiduiienddey
(Certification of analysis of drug substance) ﬁﬂ‘l)@dﬁﬁ'ﬂé’ﬂﬁ%’] LasUTEMHHARIngAU

<5 niaueiiugidsndudrdnioiunusmielaonse

<. fegrsihianszneunsinnsanasfiunuusiiussg sthales o mhoussyiug

<. fmfedefudususosmsuandsuslunsdindvaaonglidueiifengnisldnuemiu le
Usgleuuagtae

<.« Yunuagveseniidaeudediidesnit o U fuaniuidwey

<00 nidililderduwuy (Orginal) azsdeslidayanisdnuyiranya (Bioequivalence)
Wiuifsuiugdunu Geaeandosmuvdninasinazuuimsujuilugionisdnmiusvaninanas
PraALyaveNEN AU NNINTFIUAMUATDINBIAIUANET d1TTNUAMENTTUNNTD M SHALEIUTEN
Jssnalnel woow viaflususeriwansusionty udslnefuaniortunisluedoieafiu gasiiu
WBENTEUIUNITHANALINUAUERULUY

<00 kanminguuasiinuesingiu wiouwansnnaiinziaunwingiuresineddgd

<

[

Hlunsudsluiuiiauesns Mavesianeuasindningiv

.ol lunsgiunzidougununndt o ¥ svdesdidiunmeenans@ne Long term stability
pufiBuisfslunsougnnuang

<.omn kanuonanstuduauduiusseninegunisudnvesingivvesiiendiAg (drug
substance) flugun1sndnveandnsiasiendnsagy (finished product)

«.oc ftauddluenansmiveniieuviiueduuuuyninde

<ot fusvaunsainslélulsadeuumnmd (UHOSNET) uasdiussdvsnmmssnwnduiessul

A o U wasdsadldogaunadagiu

ARIENTIUNSIVUAAMENYATIANTS

wetun Asadna lnenud Aggaind Tunsiyad neySeyeyid Usznnsn s
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