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,I[EP)KABHA MBA 3 JIIKAPCb 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI

npog. Hanii Ceitnaunof, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox €APTIOY 37079055

BUCHOBOK _
Npo 9KiCTh BBE3eHOro B YKpainy Jikapcskoro 3acofy
26.12.2023 Ne 67326/23/26
- IEPIHTA
© (nalMchyDaRHs NiXapckKoro ¥ IFLLRO 3 PECCTPAUIAHAM TTOCBINICHNAM)
Tabaerku, Ha 21 rabaeruiy ﬁaicrep_, no 1 6nicrepy B kaprouuill xopobui

(Gopma Bunycky, K03yBAHHS, BYA NAKYBAHHN NiKapesxoro sacoby

Howmep peecrpauiitnoro nocsinuenus UA/17746/01/01 crpox il peecrpauifinoro nocsimienna 14.11.2024

Cepia aixapeskoro sacoby e HAE1719A Kinskicrs ssezenoro nikaperkoro 3acoby 198

BupoGhuk Can ®apmacsiotukan Iraacrpis JIta,, Inais ol o
(HalmeryEanix BHPOGHUKA NIKBPCEXOrG 3aC00Y, KpaIND noxmam)
Bsesetio B Vkpainy

Tosapucrso 3 oGmexeHow sinnosinansuicrio "Panbaxci
DapmacbTiKaac ‘.Vlcpama“t izenT. kon: 38265984

(naﬁucuynanun T8 K04 38 EPHIOY 1oprayHOT 0coby abo npuaumr;, im'a, no GaTsxosi disnwnol
ocobu - nianpuemus, i MicLe NPOXKKUBAHHE TA peceTpauiHuHM Homep oGaixoBol xapru naarHiks
rnoxatkis abo cepis Ta HoMep nacnopTa) ;

IIporoxon BisyansHoro xonTpomo sin 25.10.2023 M 3310/12.

JlaboparopHuit ananis akocTi nikapcekoro 2acoby 3ailcHenRU:

Jlepxasna naykoBo-gocnimua naGoparopis 3 Kou

TPOJIIO SKOCTI JIIKApCHKUX 3aC06iB ﬂepmnai
YCTaHOBH "[HCTHTYT rpoMancsKoro 31opos's im. O.M. Mapaeesa HAMH Yxpaiuu" (M.Kuis;-
_Byn.Ilonynpenxa 50)

(HRHMEHYBAHHA T8 MICLEIRAXO KON naGoparopil, wo nposena naﬁopxropauﬁ anais RKOCTI)

BreroBok wono skocTi nikapeakoro 3acoBy, sunanuit naboparopicio sin 22.12,2023 Ne 2298

Pesynwraty nnﬁnpa'mpuﬁm aHanisy skocti aikapcnxoro 3acoly 3a ncpempaxuun nokasuukamu BianosinaoTs
BHMOTAM MCTOZIB KOHTPOMIO SKocTi (aRamiTuy HO-HOpMaTHBHOT NOKyMeHTaWi?).

Muxona XOJIOI

EHKO

(iﬂixﬂm Ta npiisuue)
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Kpaina imaoprep: / Importing country : YKPﬁgil{A / U;{RAINE_

5 Sun Pharmaccutical Industries Ltd, Ceprudircar ananiza / Certificate of Analysis
§9 baroda Highway, Halol, Gujarat, 389350, [ndia | | '

SUN | Car ®apmacsiotikan Ingactpis Jra.

Bapona Xaiieeit, Xanon, lymxapar, 389350, [uais Crp.fPage | of 7

Priafiiaa,

Hasss apenapaty: UEPIHTA, Tabnetxy Hara Bupoebunures / Mg Date : 07/2023
Product: CERINTA_ tablets

Cana aii: 1 vabaerka MicTrte nesonoprecpen 0.15 Mr ta evuninectpanion 0,03 mr. | Hpuaatunii ao/ Exp. Date  ; 06/2023
Strength: 1 tablet Levonorgestrel 0.15 mg and Ethinyl Estradiol 0,03meg o

Possip § Tait yoaxoskn: np 21 tafsietui 8 Gmicrepi, no | Baictepy B xapronuiil | dara sairycka cepii / Release Date

YNAKOBU 3 MAPKY BRHHAM YKPATHCHKOK MOBOIO, 26/08/2023
Packing size and type: 21 tablets in blister, 1 blister in a carton with marking in
Ukrainian.
Cepist N2/ Batch No.  : HAEI719A A.O. Ne/ A.R No. : FPO23016976
Posmip cepii / Batch size 1 5,703 Packs ynakoaox / packs Kpaina supobuur ; {unain
| Country-manufacturer: India
Bupofuuk / Manufacturer: «Can ®apmacsiotukan Inpactpiz Jtms Bipobastiaa atuenis /
«Sun Pharmaccutical Industries Ltd.» Manufacturing licence. : G/28/396

Aapecs / Address : Bapoaa Xafiseil, Xanon, T’ yaxapart, 389350, inain
Baroda Highway, Halol, Gujarat, 389350, India

Peectpawiiine noersinuesntss / Ceprudirar GMP/ GMP Certificate
Registration certificate No. : UA/17746/01/01 288/2020/C-583
{
No TECT/ PEIVIILTATH/ CHEHHOIKANIA/
- TEST RESULTS SPECIFICATION
} Oniuc/ Deseription CeiTno-opaxmeni, KPYrhl, Ceitro-opawkesi, xpyrii, asoonysni tabneren  Ges

msoonyxal  tabaerkn  Bez | oBofoNKH, 3 THeHeHHAM 708" 3 omioro Soky | rmanki 3
OBONROHKK, 3 THCHeHKsM "708" | iumoro Goky.

3 oaworo Ooky 1 magki 3 | Light orange, circular, biconvex uncoated tablet debossed
imroro Boxy. with "708" on one side and plain on the other side.

L.ight orange, circular, biconvex

uncoated tablet debossed with
"708" on one side and plain on
¢ the other side,

2 [nentudixanin /
Identitication

2.1 tacutudixania - BEPX Bignosigae susMoram / Yac  yrpumysawss  nixy JIeBOHOprecTpeny  Ha
(JleBoroprecTpen) Meets the requirements XpOMaTOrpaMi  pO3YHHY AOCHIAKYBAHONO 3pazka  Mae
ldentification - by HPLC BIANOBIAGTH  AIOKA3HHUKY, WO CIIOCTEDIFACTILCA  Ha
(For levonorgestrel) XPOMATOIPAMi  CTAHAADTHOIO PO3MHHY, OTPHMAHOMO y

sunpolysanni «Kinbkicne sHINAYeHHS NEBOHOPreCTPENyy

The retention time of the levonorgestre!l peak in the

chromatogram of the test preparation corresponds to that

of the standard preparation as obtained i the assay of
h levonorgestrel,

2.2 | Inenrndikauia - BEPX Bianosigac sumoram / Hac yrpumysaring niky negonoprecTpeny sa
{ETvninecrpanion) Meets the requirements XpOMATOIpaMi po3yHHY BOCTIKYBAHOID 3pasKa Mac
tdentification - by HPLC BIANMORIAATH MORAHKUKY, WO CNOCTCPiracThes Ha
{For Ethiny! Estradiol) XPOMATOrPAMI CTAHAZPTHOMD PONHRY, OTPHMAHON Y

sHnpobysanni «Kinbkicuse suinavens
eTuHitecTpagiony» The retention lime of the ethinyl -
estradiol peak in the chromatogram of the test preparation
corresponds to that of the standard preparation as obtained
in the assay of ethinyl estradiol.

*2.3 | Touxa nuasaenua (s
NCBOHOprECTpeay)
Melting point - for
Levonorgestrel

He nukye 220 ° C. Should not be lower than 220°C.
i F':_ ot , HH?:&?




Kpaiua imnoprep: / Importing country : YKPATHA / UKRAINE

Sun Pharmaceutical Industries Litd. Ceprudicar ananiza / Certificate of Analysis

@j Baroda Highway, Halol, Gujarat, 389550, India

SUN | Cau Dapmacuiotnxan lnxactpis Jira,
PHARMS | Bapoaa Xaitseit, Xanon, [yaxapar; 389350, hixis Crp. /Page? of 7

Haspa npenapavry: HUEPIHTA, rabnetsu Hara Bypobuugyea / Mig. Date : 07/2023

Product: CERINTA, tablets

Cauua aii: | Tabnersa sicruTs aesoroprecpen (.15 mr va etnanectpanion 0,03 mr. | puaataui no / Exp. Date

: 0672025
Strength: | ablet Levonorgestrel 6,15 mg and Ethinyl Estradiol 0,03mg g

ok

Posmip | Tan ynaxosxu: ro 21 rabaetui 8 Snictepi, no | Snictepy 8 xaprounin Hata eunycka cepii/ Release Date :
YIHAKOBH 3 MRPRYBAHHAM YRDATHCLKOIO MOBOD. 20/08/2023
Packing size and type: 21 tablets in blister, | blister in a carton with marking in

Ukrainian.

Cepin o/ Batch No.  : HAEI719A A.0. ¥/ A.R No. : FPO23016976

Kpaiua supobuusi @ [Haix

Po3zasip cepil/ Batch size 3 5,703 Packs ynakosox / packs
Country-mignufacturer: India

BupoGuuua ainensisg /

Bupobuuk / Manufacturer: «Cayx DapmaceioTarasn [Haacrpis Jtay
Manufacturing licence, : G/28/396

«Sun Pharmaceutical Industries Lid »
Anpeca / Address : bapona Xafieeit, Xanon, Mynwapar, 389350, Tuuis

Baroda Highway, Halol, Gujarat, 389350, India

Peccrpaniiie poCTBiAYeHHR { Ceprudixar GMP/ GMP Certificate

Registration certificate No.: UA/17746/01/01 288/2020/C~383
24 | losurudixayin - Bianosinae sumorasm / Ind cnexrpy PDA B pianasoni 200 - 400 kM, nik
ETUHIECTpagion Meets the requirements eTHHINECTPARIORY ANK AOCTIKYBAHOMD IPAIKE MAE
ldentification - Ethinyl BIAMOBIAATH NIKY eTHHIiZeCTpaniony cTaHxaprty./
Estradiod The PDA spectrum, in the range of 200 - 400 nm, of
Ethinyl estradic] peak in the test preparation corresponds
to that of Ethinyl estradiof peak in standard preparation.
2.5 | [dentitication - Identifica- Bignostaae pryoras / Y@ cnextp mae satH makcuMysm ua 481 £ 3 nw, o
tion of Maeets the requirements BKA3YE HA HAsBHICTH ADMAPAHYCBOrO NITMEHTY B CyMiui /
Pigment biend orange UV spectra gives maxima at 481 + 3 nm, which indicates
the presence of Pigment Blend Orange.
3 Cepenna maca (tabnerku) / :
Average weigh
3.1 | Cepeans maca §9.41 myg 817 85,5 Mr no 94, 5ur,
Average weight crawaapraa maca: 90,00 mr
Between 85.50mg and 94.50mg
(Standard weight : 90.00mg)
3.2 | Bimxsnenus sin 0.7 % + 5,0% sinx cranaapTHO! MacH / of standard weight
CTAHAAPTHOT MaCH
YoVariation from Standacd.
Weight
4 Tgepaicts/ Hardness 3.2 kp Cepenue snauesia: 1.5 — 5.5 klTa Mean value between
1.5kp to §.5kp
o T
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Kpaiug imnoprep: / Imparting country : YKPATHA / UKRAINE

?3 Sun Pharmaceutical Industries Lid. i Ceprudinar ananiza / Certificate of Ahalysis
J Baroda Highway, Halol, Gujarat, 389350, India

SUN | Can thapmacsioruxan lusactpis Jina,

FRARMA | Bapona Xaiteek, Xanon, Tymkapat, 389350, Inzis Crp./Pape 3 of 7
Hﬂlﬂﬁ. npenapary: HEFIHTA, Tanerky Hara supobunursa / Mfg, Date ; 07/2023

Product: CERINTA, tablets -
Crata gii: | rabnetka sictits seporoprecpen 0.15 mMr 1a ethaptectpanion 0,03 wr. | Mpuaaruaii po 7 Exp, Date  : 0672025
Strength: 1 tablet Levonorgestrel 0.15 mg and Ethinyl Estradiol 0,05mg
Poamip i vn ynawosru: no 21 taBnetui & Onictepi, no { Gnictepy B Kaprowuiii | Hara sunyexa cepit / Release Date 1%

YORKOBUL 3 MAPKYRAHHAM YKPATHCEKOK MOBOIO, 26/08/2023
Packing size and type: 21 tablets in blister, | blister in a carton with marking in
Ukrainian.
Cepin Ne / Batch No.  : HAEI7I9A A.O. N / AR No. : FPO23016976
Poamip cepii/ Batch size : 5,703 Packs ynaxoeox / packs Kpatua supobunk : Inaisa
Country-manufacturer: India
- Bupodunk / Manufacturer: «Cau PapmacsioTikan Factpis JItan Bupobuwys niveusin /
«Sun Pharmaceutical Industries Lid.» Manufacturing licence. : G/28/396

Anpeca / Address : Bapoga Xaftseit, Xanon, I"yroxapar, 389350, Ingin
Baroda Highway, Halol, Gujarat, 389350, India

Peecrpaniiine nocrnixnyensis / Ceprudixar GMP/ GMP Certificate
_Registration certificate No. : UA/17746/01/01 288/2020/C-5%3
3 Posunnenus - Mig:Min: 90% He meuuie 80% (Q) poavuaserson 3a 60 xpunuu /

{nesotioprecrpen) Maxe:Max: 96% Not less than 30% (Q) in 60minutes

Discolution - of Cepeane:Mean: 93%

Levonorgesirel Ha craaii S! womua mojomana opHuuux e mae Oy TH
MEHE 8575 B HOMIHANSHOMO IHAYEHHN. / Al SI no unit

should be less than 85% of label claim.

Ha crami 32 ¢epeane snavenns ana 12 onwunue ( S1 +
82) mac aopisisopare abo nepeaswysate 80% sia
HOMIHQBHOTO JHAYEHHSN, BIACYTHI OAMHMIL, AMA AKHMX
NOKA3HMK Mewure 65%. / At S2 average value of the 12
units (S1+82) is equal to or greater than 80 % of label
clatm,and none i less than 65%

Ha crami §3 cepeasie swanerna ans 24 ofMumi (S1 +52
+ 53) mac fopissiosat aBo nepesuutysati 80% sin
HOMIHAILHOMO 2Hauendy. He Gitbiue 2 OAMHHUL MAIOTE
ROKasHuK Mewtue 65%, Jina wkofmHoT 3 24 oapuuus
NOKa3HdK medme 55%. At 53 average value of the 24
units (§1+S82+ S3) is equal to or greater than 80% of label
clatm. Not more than 2 uaits are less than 65 %. No unit.of
the 24 units is less than §5%.
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Kpaiua immoprep: / Importing country : YKPATHA / UKRAINE

(« Sun Phammaceutical Industries Lid. Ceprudirar anaxiza / Certificate of Analysis
P | Baroda tighway, Halol, Gujarat, 389350, india '

SUN | Cau ®apmacwioturan Ingactpis Jra. -
PHARMA | B onona Xatselt, Xanon, Dymsapar, 389350, lHain Crp. /Page 4 of 7

Hazsa -ﬁpenaparym: HEPTHTA, tabmerru [Jdata supoduirsa / Mig. Date : 07/2023
Product: CERINTA, tableis

Cusaa pif: | rabnerka mictute aesonoprecpes 0.15 mMr ta erudinecrpamon 0,03 mr | Hpuaaruuit go/ Exp. Date 1 06/2028
Strength;: ] wablet Levonorgestrel 0.13 mg and Ethinyl Estradiol 0,03mg

Posmip i vur ynaroswu: no 21 rafnetui g 6nicTepi, no | Snicrepy 8 kapronuiit | Jlata sunycka cepii/ Release Date ;

YRAKOBUL 3 MEPKYBAHHAM YKPATHCEKOIO MOBOIO, 26/08/2023
Packing size and type: 21 tablets in blister, 1 blister in a carton with marking in
Ukraintan, - _
Cepis No / Batch No. : HAE1719A A.O. e/ AR No. : FPO23016976
Poamip cepit / Batch stze : 5,703 Packs ymakosok / packs Kpaiua supoduni 1 Ihais

} Country-manufacturer: [ndia
Bupodwur / Manufacturer: «Can Gapmaceiorrikan IHgacrpis Jras Bupotuuga aiyensia /
«Sun Pharmaceutical Industries Lid.». Manufacturing ficence. : G/28/396

Aapeca / Address : Bapoga Xange#, Xanon, I'vaxapar, 389350, [nais
Baroda Highway, Halol, Gujarat,- 389350, India

Peccrpauifiae nocraigvenns / Ceprudikar GMP/ GMP Certificate
Registration certilicate No. 1 UA/17746/01/0] 288/2020/C-583
6 Posuunernna (etinin- | Min:Min: 104% He menute 75% (Q) nporarom 60 xeunus. / Not less than
eCTPaaios) Maxe:Max: 107% 753% ((Q) in 60minutes
Dissolution - of Ethinyl Cepenne:Mean: 106%
Estradiol Ha craati S ofxa 10308aHa oRMHHUA He Mae Sytu

seHre 80% i HOMIBANLHOIO 3MaueHHn. / At S1 no unit
should be less than 80% of labe! claim.

Ha oranir 52 cepeate suaseHus 4ns 12 onnunge (S1 + §2)
Mae  gopipusosati  alo  nepemmuysati  75%  sig
HOMIHANBHOM) 3HAYWCHHA, BIOCYTHI OMMHHEL, IIN AKHX
noxauux menwe 60% / At S2 average value of the 12
pnits (S1+82) ts equal to or greater than 75 % of label
sltaum,and none is less than 606%

Ha crani( 53 cepenue 3uauedHs ans 24 OsMHKLD

; (S1 + 82 + S3) mae nopinsiosary abo nepesuuysary 75%
8iM HoMminay, He Sinpiue 2 OARHHUL, 1HO MAIOTE NOKAZHUK
sMere 60%. [ns xoanot 3 24 oavdnue NOKAIMKK MeHIE
50%. / At 53 average value of the 24 units (51+52+ §3) is
equal to or greater than 75% of label claim. Not more than
2 units are less than 60 %. No unit of the 24 units is less
than 50%.

Ha mosenr: sunvery ¢ Ha mepmin npudamuocmi /
7 Boaa/ . SRR Release. Shelf life:
i Water content Mean: 5.87% W/W He Sirste 7.0% m/m. Ke Dunniie 8.0% m/x.
Not more than 7.0 % w/w, INot more than 8.0 % w/w.
8 CGAHOPHAKICTS 10I0BAHKX OAHHUUE {

Uniformity of dosage units by content unifornity
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Kpaita impoprep: / Importing country : VKPATHA / UKRAINE

L Sun Pharmaceutical Industries Lid.
f@ Baroda Highway, Halol, Gujarat, 389350, India

Ceprudiar ananiza / Certificate of Anatysis

ST Can Dapmaceroraxan lugactpia Jiva
PUARMA L Baposa Xaiineit, Xanon, Cymxapar, 389350, fuzin

Crp./PapeSof 7

Hazsa apenapary: HEPIHTA, Tabnerxs
Product: CERINTA, tablets

Hata anpoSusurea / Mfg. Date: 07/2023

Cuaia aiiz 1 1a0neTra MiCTHTD nesosoprecpen 0.15 Mr T2 etudinecrpagion 0,03 Me
Strength: | tablet Levonorgestrel 0, |5 mg and Ethinyl Estradiol 0,03mg

Dpuaarunii no/ Exp, Date  : 06/2025

Posmip i Tan yraxosrs: no 21 wabnerui e Gnictepi, no | Gaicrepy s KapTOHHIHA
YNaKaBUl 3 MAPKYBAHRAM YKPATHCHKOIO MOBOIO,
Packing size and type: 21 tablets in blister, | blister in a carton with marking in

Ukrainian.

Jata srniycka cepii / Release Date
26/08/2023

Cepin Nt/ Batch No.  : HAELI719A

A.O. N/ AR No. : FPO23016976

Po3smip cepii/ Batch size : 5,703 Packs ynaxosok / packs

Kpaiva supobuux ; [Hoia
Country-manufacturer: India

Bupofuux / Manufacturer: «Can $GapsacbioTiikan | taacrpa Jta.n
«Sun Pharmaceutical Industries Lid.»
Anpeca / Address : Bapoaa Xafiseit, Xanon, ['ymxapar, 389350, [nnis

Bupobinua sineddia /
Manufacturing licence. : G/28/396

Baroda Highway, Flalol, Gujarat, 389330, India

Peecrpatiiine nocrsinenns /

Ceprudicar GMP/ GMP Certificate

Registration certificate No. 1 UA/17746/01/01 288/2020/C-5383
A JierokoprecTpen Mean ;100.3% Hna n=10/Forn=10
Levonorgestrel Min 98.4% HNpuiimansxe wucio ans 10 oauknib A03YBAHHR MEHLIE
viax : 103.7% abo popisHioe 1.1%.
Acceptance Value :4.1 Acceptance Value of 10 dosage units is less than or equal
to L1%.
Has p= 30/ Forn=30,
B Erudisiectpamon Mean :100.5% (Biaaneie AprEMATbHE YHCO 408 30 A030BAHUX ORHHH LG
Ethinyi estradiol Min :99.0% merwe abo pisde L1%; e mac ivausinyansqux
Max : 102.0% AO308AHHX OAKAHUB 3 BMicToM Mene [1- (L2 x 0.01)) M,
Acceptance Value :2.3 T2 Siaewe, vk [1+ (L2 x0.01)] M. -
Lt=150iL2=250.
Final acceptance value of the 30 dosage units is less than
or equai to L1% and no individual content of the dosage
unit is less than [1-(L2 x 0.013] M nor more than [1+(L2 x
0.0 )M
Liis|50andi2is25.0.

9 CynyTsi gosmiuky /
Related Substances
2.1 CynyTsi Romiks gng Ha sovenm sunyexy / Fa mepain npusamnocmi /
SieBOHOprecTpeny / Release Shelf life
Related Substances for
Levonergestrel
HenigoMmi aomimky /
ifﬁl‘;ﬁﬁw"f gmplf““fiﬁ He Dinsute 0,3% ' He 6inbiue §,3%
EYH%"HKQ- \HANBIAY4/IbHE Not more than 0.3% Not more than 0.3%
aomimka:/ Any individual 8QL
impurity
e
LT s NE T
2 .."r/ 5 J‘.;'_ i3 ".l
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Kpaiua imnoprep: / Ymporting country : YKPAYHA / UKRAINE

f\ Sun Pharmaceutical Industries Lid, Ceprudixar avaniza / Certificate of Analysis
{‘\,} Baroda I{ighway, Halol, Gujarat, 389350, India

SUN | Can Gapmacsioruxan {unacrpis Jita. g b
PHARMA | Baposa Xafiselr, Xanon, Dym«apar, 389350, Trais Crp./Page 6 of 7

Hazsa npenapary: HEPIHTA, ta8neTk Hata pupobunurea / Mig Date : 07/2023
Product: CERINTA, tablets

Chania it | rabaetka MiCTHTS nesoroprecpen U.15 mr va eruninecrpaaion 0,03 M | Mpuaarauit xo / Exp. Date  : 06/2025
Strength: | tablet Levonorgestrel 0.15 mg and Ethinyl Estradiol 0,03mg

Poamip | Tin ynaxoswn: no 21 tabnerui 8 6xicrepi, 1o 1 bnicrepy o xaprouuift | jlaTa punycka cepiy/ Release Date

YRAKOBUE 3 MAPKYBAHHAM YKPATHOBRGI MOBOMKY. 26/08/2023
Packing size and type: 21 tablets in blister, | blister in a carton with marking in
Ukrainian. 4
Cepist No / Batch No. : HAET171GA A.O. Ne/ AR No.: FPO23016976
Posmip cepii / Batch size : 5,703 Packs ynakonok / packs Kpaina supodusk ; [Hais

“ Country-manufacturer: India
Bupoduux / Manufacturer: «Cax QapuacsioTikan [naactpis Jdvg» Bupobuwya nivexsin /
«Sun Pharmaceutical [ndustries Lid.» Manufacturing licence. : G/28/396

Anpeca / Address : bapona Xaitseit, Xanon, 1 yroxapar, 389350, [smin
Baroda Highway, Halol, Gujarat, 389350, India

Peccrpauiiine nocrsiguenus / Cepradixar GMP/ GMP Certificate
Registration certificate No. : UA/17746/01/01 288/2020/C-583
9.2 {(Cynyrsn goMiluky Lias
eTHHITeCTpaniony,
Related Substances - for
Ethiayl Estradiol
Bigoni A0OMILD KN /
Known Impurities
Henera 9 11 - He 6insue He binbuse
eTHibecTpanion / Delta BQL Not mote than 0.30% INot mnore than 0.8%
9,11 ethinyi estradio!
He Binomi gomitmxu
UnKnown lmpurities
byas-sxi vyl aoMitgn: He dinsue He insue
Any other impurity BQL Not maore than 0,3% Not more than 0,5%
9.5 | Cyma aomimox | BQL He Simewie 1,0% He binbwe 1,5%
“Total impurities - RS [ + Not more than { 0% Not more than 1,5%
KS 11
10 KingxicHe sH3HadYeHHA: Ha smomenm gunycxy / Ha mepvin npudamnocmi /
fEBOHOPICCTpEN Releaye: Shelf life:
Assay - of Levonorgestre] 100.2% 95.0% - 105.0% | 90,0% - 110,0%
HOM HANBHOTO BMICTY HOMIHANLHORD BMICTY
95.0% - 105.0% of Iabe| 90.0% - 110.0% of label
claim, claim,
11 KinsKicHE BH3HAYEHHS: Ha MOMEHT BHITYCKY: [Iporsarom repminy
ETHHIUECTPRIIOAY 101.4% Release: 95.0% - 105.0% NpHAATHOCTE:
Assay - content of ethinyl HOMIHAALHOIO BMICTY Shelf 1ife:90,0% - 110,0%
estradiol (By HPLC). 95.0% - 105.0% of abel HOMIHANLHO MY BMICTY
claim. 90.0% - 110.0% of label
clain.
12 | aauuikosi posunsusmky Binnosiae sMMoram / Mae Binnopinatu <467> gapiaur |.
Residual soivents Meets the requirements Should comply as per <467> option |.
i3 Mikpog&iosoriuua wucrora /
Microbial {.imit test- gl _'
TG
/’ SN
o :
7 | AT
18420y




Kpaina imroprep: / Inporting country : YKPATHA / UKRAINE

-t

ﬁ Sun Pharmaceutical Industries [Lid. Ceprudirat ananiza / Certificate of Analysis
'SP | Baroda Highway, Halol, Gujarat, 389350, India -

SUN | Cau drapMackioTHKAT lugactpis .ﬂ'r;;, ?

PHARMA 1 Bapuna Xafee#i, Xanon, ['yaxapar, 389350, Luais Crp./Page 7 of 7
Hassa npemapary: HEPIHTA, tafnerky Hata supodunursa / Mfg. Bate : 07/2023

Product: CERINTA, tablets

Coaa aiv: | rafineTra Mictuts negatoprecpen .15 Mrta eruninecrpanion 0,03 mr Hpuaatawii a0/ Exp, Date  : 0672025
Strength: | tablet Levonorgestrei 0.15 mg and Ethiny! Estradiol 0,03mg

Posmip i Tva yraxosxu: 1o 21 tabnerui & Gnictepi, no 1 Gaicrepy B kapTounii | Hava BHILYCKA cepil / Release Date 3

YDAKCBUL 3 MAPDKYBAHHAM YKPAIHCLEGIO MOBOIO. 26/0872023

Packing size and type: 2| tablets in blister, | blister in a carton with macking in

Ukrainian,

Cepisi No / Batch No. t HAEI719A A.O. No 7/ AR No. : FPQ23016976

Poamip cepii / Batch size : 5,703 Packs YHRKOBOK / packs Kpaiua supofusk ; [Hain
Country-manufacturer: India

Bupotune / Manufacturer: «Cau Dapraceotukan lugacrpis Jta» Bupobuua sutensis /

aSun Pharmaceutical Industries Lid.» Maaufacturing licence, : G/28/396

Alpeca / Address : Bapoaa Xaitee, Xanon, I” yaxapar, 389350, [uain
Baroda Highway, Halol, Gujarat, 389350, [ndia

Pecerpaitiiine nocrsigyenun / Ceprudrinar GMP/ GMP Certificate
Registration certificate No. 1 UA/17746/01/01 288/2020/C-583
13.1  Baransua kinekicrs

2EPOOHHX MIKpoOpraKizvin

(TAMCY)/ Total Aerobic Less than 10 CFUigm He Sinbwe 1000 KYO /¢

Microbial Count (TAMC) Not more than 1600 CFU/gm N
13.2  Baraneua xinskicTs

TUHCHABKYX | ADIKAHOBUX He Gunvue 100 KVO /¢

rpudis (TYMC)/ Total L.ess than 10 CFU/gm Not more than 100 CFU/gm

Combined Molds and Yeasts

;Cﬂunts {TYMC)
13.3 [Escherichia coli Absent Matots SyTH BincyTHi/Should be absent

BQL: Hwxye pisha sitnavenss / Below Quantification Limit.
*As per OMS PR No.1564670.

it

3ausa npo ceprudicanio

LnM mu niateepaxyemo, wo 3ardavena BHLLC (HOODPMALLIA € ROCTOBIPHOIO | To4HOW. Cepia Oyna murotoanesa (BKIIOYAIOMH
TTAKYBAHHA / MADKYBIHHA) | 1 POBELCHE KOHTPO/E 1T AKOCT! HE BHILEIAIHAYCHOMY 38B0AI ¥ NOBHIR BIANORIAHOCTI 3 suMoramu GMP,
8 TaKOK BUNOSIANO N0 cocundikauii, wo MictHrecs » MK AIKAPCBKOro 3acoby Ho peecTpauiiinoro nocmigueHnx No
UA/17746/01/G1. 3anucu supoSunuTsa, fIAKYBAHHA T4 KOHTPOMUO AKOCTI Oy nepesipedi | BCTAHOBACHO BIANOBIAHICT: BUMOTaM
GMP.

Declaration about certification:

Here by [ testify reliability and accuracy of the above information. This batch of product was manufactured (including packaging /
labelling), and its quality was controlled at the above stated site in full accordance with the GMP and in compliance with
specifications contained in methods of drug quality control for Registration Certificate No. UA/17746/01/01. Batch manufacturing,
packaging and analysis records (protocols) were reviewed and compliance with GMP was proved,

Copmorano / [Tepesipeno / 3arsepiokeHo / |
Generated by :Manish Dave Checked by :Anand Verma Authorized by :Mahendra Jadhav
Q. C. 8r. Executive Q. C. St. Executive Q. C. Manager:II
Date :
(Form061184/2.0) = TR O




