BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIT IKAPCbKOTO 3ACOBY

Name of product / Hassa npoaykry
(strength, dosage form, package size and
type / Ao3yBaHHsA, Nikapcbka popma, PO3MIp
i TMN YNAKOBKK)

PROGYNORM GESTA, soft capsules, 200 mg ,15 soft capsules per
blister, 2 blisters per pack/ MPOTMHOPM TECTA, kancynv m’AKi, no
200 mr, no 15 Kancyn m’skux y 6aictepi, no 2 6nictepu y nauui.

Active substance / gjtoya pe4OBKUHa

Progesterone 200 mg / MporectepcH 200 mr

Manufacturing country / kpaiHa-BUPOBHMK

Spain / lcnaHia

MA number / Homep Pl

UA/15254/01/01

Batch number and size / Homep cepii 1a
posmip

LF21934A/6 267 packs/ynakosok

Date of manufacture / [aTa 8upobHMUTES

11.2020

Expiry date / TepmiH npuaaTtHocTi

11, 2023

Name, address and license number of
manufacturing site / Hasga, agpecaTa Homep

LABORATORIOS LEON FARMA S.A., Poligono Indusrtial Navatejera,C/
La Vallina s/n, Villaguilambre-Leon, Spain/ TJABOPATOPIOC JIECH

niyeHsii BupoBHUYOi AlnbHWULL

®APMA C.A., MoniroHo IHaycTpians Hasatexepa, ByA. fla Bansina
6/H, Binbakinambpe, fleoH, lcnawia/ Manufacturing License No
4208E/NiueHsia Ha BupobHuuTeo No 4208E

Ha EudraGMP

GMP certificate or EudraGMP reference
numbers / GMP ceptudikat abo nocmnaHHA

GMP Ne 4208/18

Farameter/l‘lapame'rp

Acceptance criteria/ Kpntepii npuiinatHocrti

Result/Pe3synbTar

|

Appearance / Onuc

off-white
oBasibHOI

Soft, matte, ovoid capsules,
coloured/M’saki maToBi  Kancyau
bopmK KPEemMOoBOIo KONbopy

Conforms / Bignosinae

Identification (UPLC) /
lpneHTudikayin (YEPX)

The retention time of major peak on the
chromatogram of the test solution corresponds
to the retention time of major peak on the
chromatogram obtained with reference
solution, received in Assay test/ “ac
YTPUMYBAaHHA OCHOBHOTO MiKy Ha XpoMaTorpami
BUNpOBOYBAHOTO PO34YWMHY Mae chnisnagat 3
4acom YTPMMYBAHHA OCHOBHOMO MiKy Ha
Xxpomarorpami CTaHAapTHOrO PO34YUHY,
onepHaHoro B Tecti «KinbKicHe BU3HaYEeHHA»

Positive / M03UTUBHKIA

30 Kancyn: NpuitHATHE 3KaveHHA (AV)<15,0
Acceptable range 0,75 M to 1,25 M
MpunycTummi gianasox 6ia 0,75 M no 1,25 M

Assay/ KinbkicHe BU3HaYEHHs 95,0%-105,0% 100,3% |
| Disintegration/ Not more than 30min./He 6inbwe 30 xB. 10 min/10x8..

PosnagaHHa™

Uniformity of dosage units/ 10 capsules: acceptance value (AV)<15,0 Complies/

OpaHopiaHicTb A4O30BaHUX 10 Kancyn: NpvitHATHE 3HadeHHA (AV)<15,0 Bianosinae

0OMHULb 30 capsules: acceptance value (AV)<15,0 AV=1,4

Dissolution /Po3unHeHHs?

Not less than 70% (Q) in 4 hours/
He meHwe 70% (Q) 3a 4 roanHu

Average:97%/CepeaHiii:
97%

None: <90%/He BusBneHO:
<90%
Complies:s1/Bignosigac: sl

Related substance:/ CTOpoHHi
AOMILLKK™®

Individual impurity/
lHauBiAYaNbHA AOMILIKA

Not more than 0,15% / He 6inblie 0,15%

Not more than 0,8% / He 6inbwe 0,8%

0,08%

0,2%

|
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Total impurities / Cyma
AOMiLLOK

Microbial purity**/
Mikpo6ionoriuna uncrota*s:
Total aerobic microbial count
(TAMC)/ 3aranbHa KinbKicTb
aepobHUX miKpoopraHizmis
(TAMC)

Total yeast microbial count
(TYMC)/ 3aranbHa KinbKicTb
rpubis i ppixaxis (TYMC)
-Escherichia coli
-Pseudomonas Aeruginosa
-Staphylococcus Aureus

Not more than 102 CFU/g / He Binbwe 102 KYO/r

Not more than 10 CFU/g / He Binble 101 KYO/r

Absent per 1g / BiacyTHin 8 1r
Absent per 1g/ BigcyTHii B 1r
Absent per 1g / BiacyTHiit 8 1r

< 10 CFU/g(< 10 KYO/r)

< 10 CFU/g(< 10 KYO/r)

Absent per 1g / Biac. 8 1r
Absent per 1g / Biac. 8 1r
Absent per 1g / Biac. 8 1r

-Candida Albicans Absent per 1g / BigcyTHii 8 1r Absent per 1g / Bigc. 8 1r

- Apply to retest/ 3aCTOCOBYETLCA NPU NOBTOPHOMY aHaNI3i

1-testing frequency according to stability protocol/ 1- yacToTa BunpobyBaHHA BIANOBIAHO NPOTOKONY

cTabinbHoCTI

2-oral and vaginal use/2-ana OpanbHOro i BariHa/ibHOro BUKOPWUCTaHHA
The batch meets the requirements of QCM for MA Ne UA/15254/01/01/ Cepia sinnosifae sumoram MHKA go PIT Ne
UA/15254/01/01.
| 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 in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP/ Uum 1
niaTBEPAMKYIO, WO BMUWEHaBeaeHa iHbopmaLia € AOCTOBIPHOK Ta TOYHOIO. La cepis npoaykuii Byna BWroTOBAEH3
(BKAKOYAKIYM YNAKOBKY/MapKyBaHHA), i KOHTPO/b AKOCTI NpOBEAEHWH Ha 3a3HayeHil BUPOBHMYIA AinbHUL] Y NOBHINA
ianosigHocTi A0 sumor GMP, BCTaHOBAEHKX MICLEBAM PETYARTORHUM OPraHom, a TaKoX BiANOBiAHO Ao cneumndikauli Ao
P Ha npenapat. [TpOTOKOAW BUPOBHULTBA, YNAKOBKM Ta aHanisu 6yNM NepernsHyTi Ta BCTaHOBNEHO BiANOBIAHICTE BUMOTam
GMP.

Issued by / BoigaHo
Qualified Person / YnonHomo4yeHHOe kLo :
Silvia Posado Perez/Cuassus ocado Mepec

Date / Aara:15 DEC 2020
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JAEPXIIIKCJIIY)KEA
AEPXKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM YV KHIBCBLKIii OBJIACTI

npocnext Banepis Jlo6aHoBckkoro, 51. . Kuis, 03110, ren/akc: (044) 363-06-50
E-mail: dls.ko@dls.go)\x.ua_.hmgs:z”fwww.dls..,rzo\-'.u_a1 Kon €IPTIIOY 37078774

BHUCHOBOK
Npo SIKiCTh BBe3eHOro B Ykpainy Jikapcskoro 3aco0y

10.06.2021 Ne 29218/21/10

IIPOTMHOPM I'ECTA

(Ha#MEHyBAHHS JTIKAPCLKOro 3ac06y 3riano 3 PEECTPaUifHUM NOCBiTueH M)
KancyJad M ki mo 200 mr no 15 KamcyJ M SKHAX y 6JicTepi; o 2 Gaicrepu y maumi

(popma Bunycky, 103yBanHs, BuL TaKyBaHHs TiKapChKOro 3acoby)

Howmep peecrpauitisoro nocsinaenns UA/15254/01/01 CTPOK Aii peectpamilitoro noceimuenns 21.06.2021

Cepis sikapcekoro 3aco6y Ne LF21934A Kinbkicts BBesenoro mikapcrkoro 3acoby 576
Bupo6uuk JIABOPATOPIOC JIEOH ®APMA C.A.. Icnanis
(HaliMeHyBaHHS BUpOGHHKA MiKapchKoro 3acoby, KpaiHa NOXO0MIkKeHHS)
BeeseHo B Vkpainy CninnHe ykpainchko-ecToHChKe MiANPHEMCTBO y dopmi TOBapHCTBA
3 00MexeH010 BiTnoBinaIbHiCTIO "OnTima-®apm, JITI", inenr. kox:
21642228

(HalmMeHyBaHHY Ta kox 3a €PIIOY IOPHAMYHOT 0CO6H ab0 npiseuIne, iM's, M0 6aTbKoB] izHyHo]
0co6u - mianpuemus, ii Micie TIPO’KHBAHHS Ta peecTpanifHui Homep 0GikoBoi KapTKH M1aTHHKA
nozaTkiB abo cepis 1a Homep nacnopra)

IIpoTokon BisyansHoro konTpouio Bin 27.05.2021 Ne 1774/12.

3a pesymsTaTamu ACPIKABHOIO KOHTPOMIO BCTaHOBIEHO, M0 JikapchkHi 3acib BBeseHo B Vkpainy 13
AOTpHMAa

MMOT 3aKOHO/IABCTBA MOJO 3a6e3reueH s IKOCTi JiKapchKux 3aco6is.

KPAT, y:

GuHHE

Onexciit COJIO[JPA

(ininiamm Ta npizeume)
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