@mé’nwmmawqmaqm
Ethinylestradiol .......... mcg. and Levonorgestrel ......... mcg. Tablets
(39U w.A. 2548)

Fown Ethinylestradiol .......... mcg. and Levonorgestrel ......... mcg. tablets

AENTANI Y
1. Juendinyiiasudseniu
2. Usznaume@ign Ethinylestradiol ........ mcg. Wag Levonorgestrel ......... mcg. Tu 1 in
3. Ussgluumsendostuartu vuna ... e
4. amnseyfien dmuseneufendidiyuaranunse Tundn Tuiueny luiindauazan
neiyy

isuenlieg ety

UuuRdEn agnatiosdessyyien e dulsznausendfyuasaa e Sudueny uas
\uTinGn

AuaNUANIWALA

1. Identification maf\]mummﬁizﬂu finished product specification

2. Usunaudnendnngy 90.0-140:0"% "labeled amount 4849 Levonorgestrel
ey Ethinylestradiol

3. Uniformity of dosage unit m’sﬁwhummﬁﬁzqiu finished product specification

(Content uniformity)
4. Dissolution test N3 Uncoated tablet

UsunausiendnAey (Levonorgestrel) Aasazanyliiioy
A 80 % wesUSaiiuddlunan 60 wiil uas
Usanaudiedingy  (Ethinylestradiol)  diosazanyll
oandn 75% vesUSunaiiuddunan 60 wi

nsel Coated tablet

USunausnendiAgy (Levonorgestrel) IGH
(Ethinylestradiol) usiazddesazaielutioanit 60%
USIUNLIlUNaT 60 U

Adnyzanzvesswvanil davihau melddedninvesdeya aednus malulad uaziona13e7eds
Wy 5181 Smdangssdevlugisiaindnia
= v = ! e @ A v o & v = o A a - @ v
il Yoyanmeunslundleddidufissuins g4 v Iuludesfinuidoyaiianiy iousuusdld
H0AATOINTUUTUNLAZAIINABINTT




Foulvdue
1. a%’wmewmEJLaﬂmsmﬂé’%’uaummﬁuwLﬁauﬁw%’umlﬁaﬁmmaiuﬂﬁszﬁlw&J wazdILAg
(declare) LVaIHE#
1.1 TuddynstunsiSoum$uen (Me.2 8.3 8.6 wdusnsd)
1.1.1 lunsdifduenfindaludsanelnemaneda ne.2)
1.1.2 lunsdidugnindiitensuusussgmneds ve.3)
1.1.3 lunsaifduenthdnanssussmamuneds e.q)

1.2 Tudvetunsdoue ve.1 veswendiiauenan wieuneandeniitensmuauann Iy
wanfasimuitunzdouls  (finished product  specification) ﬂiﬂjﬁagiw*j’mmi
Wasnulawdlufiufuardeuuenaisviodnnmaionisveudluannden  finished
product specification

2. lunsdlfewanluussmealng grdndosdiunnmaionideiusewmsgiunsnangmm
VANNSTIS NS NR N SNERE1YBINTENTIEEITUEY (GMP) T e fiiaueune
Tunsaifdugnintrandnaszina guandesiidnninaigviidesusesmsgiunssane,
mmé’ﬂmmsﬁ‘i‘%miﬁﬁiumimémmmaqﬂizmmé’mam 3@, Cartificate of pharmaceutical
products

3. dnamEngLeNaNsANAN YUY TIaUDTIAY

3.1 WANINTITIATIEiRMNWNER A ueTveaEEm (Ceftification of analysis) Tusnjuitdady
AI8ENg

a

3.2 HANIATIIIAT AN WIRgAU(RAW material) vassenddnyildlunsnanenguiids
Ju
fhogsiavaalaneuazWag TnAy

3.3 thiolngiddyidosaniuluiinnesingivuenmileainds 3.2 laun

- specific rotation/ optical rotation @84 Ethinylestradiol fA15g1ing —28.0° f11 -29.5
o

- specific rotation/ optical rotation w8s Levonorgestrel ff1sening —30° fig -35 ©
4. feEneen
4.1 flauesIAfeddineg9e1eg19tes .. ..... mheussafam dadusuvuianiseazidonld
Asuiummiivualuide auautRly s
5. MyUsziunmunweidaou
5.1 engueseniidweudeslitosnit ... (Few U udusnsdl) Fuaniudwey
52 pwnoaiidaey  azdesdsdunamaneluiusessansnsaiinnziensuiidaeures

Andauay lulseningAuvesudningAunldnanesundeu

Adnyzanzvesswvanil davihau melddedninvesdeya aednus malulad uaziona13e7eds
Wy 5181 Smdangssdevlugisiaindnia
= v = ! e @ A v o & v = o A a - @ v
il Yoyanmeunslundleddidufissuins g4 v Iuludesfinuidoyaiianiy iousuusdld
H0AATOINTUUTUNLAZAIINABINTT




5.3 lunsdiimhenwmsihnmsgusedueniidueuiiodmsaiinneiaunm  mhesvns
wihvilsdetesefoieen  Taefveasdosdswnfiudnamdiauiiviesvnsdnsg
AnseinazidugFuiaveuailtarglummssinsgiaunm  lunsdfwuieliduly
pupdNvLzaNE  Mhessmsveanudvslifuinsanmsaueaendina1ies
funowas/viieduanlunsasely

5.4 fveazdesiuasusiileslndmnety vieileiiansidenanwiouivun

6. LloNANTAUe

6.1 Tunsaluvzideugnunannnd 2 U szdesiidiunnmaiananisane Long term stability

mufBudisslungidousnnuans

Adnyzanzvesswvanil davihau melddedninvesdeya aednus malulad uaziona13e7eds
Wy 5181 Smdangssdevlugisiaindnia
= v = ! e @ A v o & v = o A a - @ v
il Yoyanmeunslundleddidufissuins g4 v Iuludesfinuidoyaiianiy iousuusdld
H0AATOINTUUTUNLAZAIINABINTT






