Address
Poligono Industrial Emiliano Revilla Sanz. Avenida de
Agreda, 31, Olvega 42110 (Soria), Spain

Manufacturers
Cyndea Pharma, SL (total manufacturer)

—i Cyndea

UKRAINE

Batch Certificate Ne 242504 dated 08 Jul 2024

NAME OF PRODUCT, DOSAGE FORM, STRENGTH, PACKAGE SIZE AND TYPE

MARITA (DIENOGEST) 2 mg 28 tab UKR blister

Marketing Authorization number: UA/18865/01/01

Bulk Batch No.: 242491

Finished Product Batch No.: 242504

Number of units in lot: 12277

Manufacturing Date: 10/06/2024

Expiry Date: 06/2027

- Escherichia coli: Absence/g

TESTS SPECIFICATIONS RESULTS

White to slightly yellowish round tablet with White to slightly yellowish round tablet with

APPEARANCE “D2"” embossed on one side and not “D2” embossed on one side and not embossed
embossed on the other side. on the other side.
The retention times of the major peaks of the The retention times of the major peaks of the
sample solution correspond to those of sample solution correspond to those of
IDENTIFICATION A (HPLC) Dienogest in the standard solution, as Dienogest in the standard solution, as obtained
obtained in the Assay. in the Assay
E:;glvc:fﬁsle mnzjgr g:fs off ge;mp:em The UV of the major peaks of the sample
IDENTIFICATION B (UV) e A A S g solution correspond to those of Dienogest in the
the standard solution, as obtained in the Jard sohuss tnine:d.in-thie: Asay
‘Aiaay, standard solution, as obtained in the Assay.
ASSAY (HPLC) 97.0%- 105.0% 100.9%
DISSOLUTION Q=85% in 15 min (S1, 52 or S3) 99%
UNIFORMITY OF DOSAGE UNITS L1:n=10; AV < 15.0 AV =33
(HPLC) L2: n=30; AV<15.0 :
LOSS ON DRYING <6.0% 4.4%
Impurity G £0.5% [mpurity G < LOQ*
RELATED SUBSTANCES (UPLC) Unknown impurities < 0.5% Unknown impurities < LOQ*
Total impurities < 1.0% Total impurities < LOQ*
-TAMC < 10° cfu/g -TAMC < 10 cfu/g

MICROBIOLOGICAL CONTROL -TYMC < 10% cfw/g -TYMC < 10 cfw/g

- Escherichia coli: Absence/g

REMARKS:
*LOQ: Limit Of Quantification

GMP certificate:
Cyndea Pharma SL, Spain - 6358/22

This batch of product has been manufactured in compliance with GMP. Released for use in Ukraine.

nd numb:

Number of license: 6358
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Declaration of certification

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/
labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory Authority
and with the specifications in the Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

DECISION Visa of Qualified Person Adrian Garcia 2024.07.09
ACCEPTED Deputy Qualified Person Esteban 10:44:04 +02'00'
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Cyndea Pharma, SL (BupoGHHK MOBHOTO LMKITY)

- ;
Poligono Industrial Emiliano Revilla Sanz. Avenida de
Agreda, 31, Ombsera 42110 (Copia), Icnanis

YKPATHA

Ceprudixar Ha cepiro Ne 242504 gin 08 unus 2024 p.

HA3BA MPOAVKTY, JIKAPCBKA ®OPMA, JO3YBAHHSA, PO3MIP TA THIl YITAKOBKH
MAPITA (JUEHOTECT) 2 mr 28 tabaerox UKR 6aictep

Homep peecTpauiifHoro nocBin4eHHs: UA/18865/01/01

Cepis nepo3dacosaHoro nmpoaykty Ne: 242491 KinexicTh oquHKLE B naprtil : 12277
Cepis rotoBoro npoaykry Ne: 242504
Jlara supobuuursa: 10.06.2024 Crpok npuaarvocTi: 06.2027
BHITPOEYBAHHA CHELH®IKALIT PE3YJIBTATH
Kpyrai tabnetku 6imoro abo snerka Kpyrni Tabnetxu 6inoro abo 3nerka
3OBHILITHIH BHITIA JKOBTYBATONO KOIBOPY 3 THCHeHHAM «D2» 3 AKOBTYBATOIO KONLOPY 3 THCHEHHAM «D2» 3

oznHoro Goky Ta 6e3 THCHEHHS 3 Apyroro Goky.

ozHOro Goky Ta Ge3 THCHEHHS 3 APYTOro GOKy.

IJEHTH®IKAI[IA A (BEPX)

YacH yTpHMyBaHHS OCHOBHHX MKIB PO3YHHY
3paska BilOBINAIOTL YaCaM YTPHMYBAHHS
OCHOBHHMX MiKIB CTAHJapTHOIO PO34HHY
Jienorect, 3a JaHuM# KinbKiCHOTO BH3HAYEHHA.

Yacu yTPHMYBaHHA OCHOBHMX MIKiB PO3HHHY
3pasKa BLANOBIAAOTE YacaM YTPHMYBAHHA
OCHOBHMX NiKiB CTaHJAPTHOTO POITHHY
Jienorecr, 3a ganuMu KinexicHoro
BH3HAYEHHS.

ITEHTH®IKAIIA B

V®-crexTp 0CHOBHHX MiKiB PO3YHHY 3pa3ka
pignosizae YO-crexTpy CTAHAAPTHOTO POIYHHY

V®-cnekTp OCHOBHHX MiKiB PO3UHHY 3paska
pinnosinae Y®-criekrpy CTaHAapTHOIO

(YIBTPA (DI_OJIE TOBA Tienorect, 3a gannumMu KinbkicHOro BH3Ha4YSHHA. poszuuny JlieHorect, 3a n1aHuMu KiibkicHoro
CITEKTPOCKOIIIA) BU3HAYEHHA.
KITBKICHE YE.
s BISHATRNRE 97,0% - 105,0% 100.9%
PO3YHHEHHA Q=85% uepes 15xeumn (S1, S2 abo S3) 99%
OQAHOPLTHICTh JO30BAHHX L1:n=10; AV £15,0 AV=33
OJHHHIb (BEPX) L2: n=30; AV < 15,0 T
BTPATH ITPH BHCYIIIYBAHHI <6,0% 4,4%
Homimxka G <0,5% Howmimka G < MKB*
CYNYTHI JOMILIKH (BEPX) Hesizomi aominku < 0,5% Hesigomi gomimkn < MKB*
Beroro aomimok < 1,0% Beroro pominiok < MKB*
' TAMC < 10° kyo/r TAMC < 10 kyolr
'KPOB. /9
i‘{émpol _gf B -TYMC < 10> kyo/r -TYMC < 10kyo/r
- Escherichia coli: BincyTHicTB/T - Escherichia coli: BincyTHicTH/T

IIPHMITKH:

*MKB: Mexka KiTbKiCHOr0 BU3HAYEHHS

Lis cepis mpoaykTy 6y/1a BUrOTOBMEHa y BianosiaHocti a0 GMP. Buiano 103Bin Ha peanizauiro B YkpaiHi.

Ceptudikar GMP:

Cyndea Pharma SL, Icnanis - 6358/22

Hasz eca Ta HOM:

i aas Bei ai

HHILb HHUT Ki

Cyndea Pharma SL, Icnanis (BHpoGHHK NOBHOr0 LHKAY)

Homep niuensii: 6358

IO SIKOCTI:

T
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3anBa npo ceprudikauin

BinnoeinatoTs Bumoram GMP.

s 5 3acBiA4yIo, IO HaBEIeHa BAIE iH(opMallis € 10cTOBIPHOKO Ta TO4HOIO. Llx cepis npoaykTy Gyna BATOTOBACHA, BKIIOYAIOHH
NaKyBaHHA/MAPKYBAHHA T4 KOHTPOIb SKOCTI, HA BHILE3a3HaueHil ZUTbHHL (AIMTBHULAX) ¥ TIOBHI# BianosiaHocTi 1o Bumor GMP micuesoro
pery ISTOpHOTO OpraHy Ta crieuuikauif, 3a3Ha4eHIUX Y PEECTpaILiHOMY NOCBLISCHHI kpaluu-iMmopTepa abo y daiini cneundixauii na
JOCTi Ky BaHKH Tikapchkuii 3acif. [TpOTOKOIHM BHIOTOBMEHHS, NAKYBAHHA Ta aHaN3y cepil Gymo MEPEBipEH0 Ta BCTAHOBJIEHO, IO BOHK

Auxpian [apcis
(Adrian Garcia Esteban)
PIIIEHHA 3acBigyeHHs YTIOBHOBaXEHOT 0CO0H 09.07.2024
TTPUAHSITO 3acTYMHHK Y TIOBHOBAXEHOT 0COOH 10:44:04 +02'00'

Mepeknag Uboro AOKYMEHTa 3 aHrNinCLKOI MOBM YKPAIHCBKOK MOBOIO 3pobneHo MHOH,

nepeknagadvem H. M. AHopyceHko.

Llei nepeknag € BipHUM nepeknagom opuridany. MNepeknag HanaHo B LinsAX 03HaMOMNEHHS.
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AEPXKABHA CJYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Hanit Ceimmunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
Npo AKICTh BBE3€HOI0o B Y KpaiHy JiKapcbKoro 3acody

26.08.2024 Ne 43155/24/26

MAPITA

(uaiimenyBaHHs NikapcsKoro 3acoly 3rijiHO 3 peecTpaLiiHUM NTOCBIANEHHAM)
Tabuaerkn no 2 mr, no 28 rabaerok y 6aicrepi; mo 1 6aicrepy y mauui

(dhopma BHNyCKy, A03YBaHHA, BH] NAKyBaHHS Nikapcbkoro 3acoby)
Homep peecrpauiiitoro noceinuenns UA/18865/01/01 crpok aii peectpauiiinoro nocsiguenns 30.07.2026
Cepis nikapcekoro 3acoby Ne 242504 KinbkicTb BBE3€HOTO Jikapeskoro sacoby 12277

BupoGHHK Cinnea ®apma, C.J1., Icnanis

(nabimenyBanHs BHpOOHHKa JiKapchKoro 3acofy, KpaiHa 10X0/KeHHs )

Beesero B Ykpaiy AKIIIOHEPHE TOBAPUCTBO "®APMAK", iaent. xoa: 00481198

(uatimenysanns ta koa 3a €JIPTIOY iopuananoi ocobu aGo npiseuiue, iM's, no 6atskosi dizninol
ocobu - nignpuemis, i MicLe MPOXHBAHHA Ta peecTpauliHHKi HoMep 00NiKOBOT KAapTKH TIATHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

Ipotokon BisyansHoro kontpoaio Bix 26.08.2024 Ne 2871/1.

3a pesynbTaTaMH /JEpKABHOrO KOHTPONIO BCTAHOBJEHO, WO Jiikapchkui 3aci6  BBeseHo B Yipainy 3

3aco0iB.

/

Mukona XOJIOJIEHKO

(imiuiany Ta npissuuLE)

JOTPHMAHHSAM BHMOT 3aKOHOABCTBA 1LO/I0 3a0e3neyeHHs SAKOCTI NiKapch
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