BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPIT NIKAPCbKOTO 3ACOBY

Name of product / Hazea npogykry
(strength, dosage form, package size and
type / Ao3yBaHHA, Nikapceka Gopma, posmip
i TMN YNaKOBKK)

PROGYNORM OVO, soft capsules, 100 mg ,15 soft capsules per
blister, 2 blisters per pack/ MTPOTMHOPM OBO, kancynu m’aki, no 100
mr, no 15 kancyn m’AKkux y Baictepi, no 2 Gaictepum y naduj.

Active substance / pito4a peyoBuHa

Progesterone 100 mg/MporectepoH 100 mr

Manufacturing country / KpaiHa-BUPOBHMK

Spain/Icnanin

MA number / Homep PI1

UA/15255/01/01

Batch number and size / Homep cepii Ta
po3mip

LF22018A/ 11247 packs/ynakoBok

Date of manufacture / lata BupobHUuLTBA

11. 2020

Expiry date / TepmiH npuaaTHocTi

11.2023

Name, address and license number of
manufacturing site / Ha3ea, aapeca ta Homep
NileHsii BUpobHUYOT AiNbHUL

LABORATORIOS LEON FARMA S.A.,Poligono Indusrtial Navatejera,
C/La Vallina s/n, Villaguilambre-Leon, Spain/ NABOPATOPIOC IECH
®APMA C.A,, NMoniroHo InaycTpians Hasatexepa, syA. fla BanbiHa

6/H, Binbakinambpe, leoH, Icnaxia/ Manufacturing License Ne
4208E/NiueHzia Ha BUpobHMLTBO No 4208E

GMP certificate or EudraGMP
numbers / GMP ceptudikaT abo nocnnaHHs

Ha FudraGMP

reference | GMP Ne 4208/18

Parameter/MNapamerp

Acceptance criteria/ Kputepil npuidHaTHOoCTI

Result/Pesynbrat

Appearance / Onuc

Soft, matte, ovoid capsules, off-white
coloured/M’aKki maToBi Kancyau OBaJsbHOI
HOPMU KPEMOBOTO KONBOPY

Conforms / Bignosipac

Identification (UPLC) /
lpeHTudikauia (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/Yac
YTPUMYBaHHA OCHOBHOTO niKy Ha
Xpomarorpami BUNpobyBaHOro pPO3YUHY mae
CniBNagaTy 3 4acom YTPUMYBaHHA OCHOBHOrO
Niky  Ha  xpomaTorpami  CcTaHAapTHOro
poO34MHy, oaep:KaHoro B TecTi «KinekicHe
BM3HAYEHHA»

Positive / MM0O3UTHUBH WA

Assay/ KinbKicHe Bu3HaueHHsa | 95,0%-105,0% 102,2%
Disintegration/ Not more than 30min./He 6inbwe 30 xB8. 8 min/8 xs.
Po3snagaHHA*

Uniformity of dosage units/ 10 capsules: acceptance value(AV)<15,0 Complies/
OpHopigHICTL 4030BAHMUX 10 Kancyn: NpUAHATHE 3Ha4YeHHa (AV)<15,0 Bignosinae
OAMHULb 30 capsules: acceptance value{AV)<15,0 AV=3,5

30 Kancyn: NnpuHATHE 3HavYeHHA (AV)<15,0
Acceptable range 0,75 M t0 1,25 M
Mpunyctumuia gianasoH 8ig 0,75 M oo 1,25 M

Dissolution /Po3unHerHa’

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

Average:98%/CepeaHin: 98%
None: <93%/He BUABAECHO:
<93%
Complies:s1/Bianosigae: sl

Related substance:/ CropoHHI
AOMIlKKU*

Individual impurity/
IHauBiAYyanbHa gomiliKa

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

0,10%
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Total impurities / Cyma
AOMILLOK

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

0,3%

Microbial purity*?/
Mikpobionoriuna uncrora*?;
Total aerobic microbial count
(TAMC)/ 3aranbHa KinbKicTb
aepobHux mikpoopraHiamie
(TAMC)

Total yeast microbial count
(TYMC)/ 3aranbHa KinbKicTb
rpubis i gpixgxis (TYMC)
-Escherichia coli
-Pseudomeonas Aeruginosa
-Staphylococcus Aureus
-Candida Albicans

Not more than 10% CFU/g / He 6inbwe 102

KYO/r

Not more than 10' CFU/g / He 6inbwe 10*

KYO/r

Absent per 1g / BigcyTHii B 1r
Absent per 1g / BiacyTHilt B 1r
Absent per 1g / BiacyTHilt B 11
Absent per 1g / BiacyTHili B 1r

10 CFU/g( 10 KYO/r)

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

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

*- Apply to retest/ 3acTOCOBYETLCA NPW NOBTOPHOMY aHani3i

1-testing frequency according to stability protocol/ 1- yactora BunpobyBaHHA BiANOBIAHO NpoToKoAY

cTabinbHoCTI

2-oral and vaginal use/2-a1s opanbHoOro i BariHaIbHOTO BUKOPUCTaHHA
The batch meets the requirements of QCM for MA Ne UA/15255/01/01/ Cepia sianosigae sumoram MKA go PM Ne
UA/15255/01/01.
STORAGE: Do not store at temperature above 25°C. Store in original container. Keep out of reach of children./ 36EPITAHHA:
3bepiratv & opuriHanbHii ynakosLi, Npu Temneparypi He Buwe 25°C. 36epiraTi y HegocTynHOMY A8 AiTel micli.
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 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 / Lum =
niaTBepaXylo, Wo BWUleHaseseHa iHbopmauis € goctosipHow Ta TodHow. Lla cepia npoaykuii Byna suroTosneHa
(BKANIOYAOUM YNEKOBKY/MapKyBaHHA), I KOHTPONL AKOCTI NPOBEAEHMI Ha 3a3HaueHii BUPOBHMYINA AinbHWLI Y NOBHIN
BiANOBIAHOCTI A0 BUMOr GMP, BCTEHOBNEHWX MICLLEBUM DErYAATOPHMM OPraHoM, a TAKOX BiANoBiAHO A0 cneumdikalii ao
PN Ha npenapaT. MpoToKOAM BUpOBHULTBRA, YNaKOBKKU Ta aHani3u Bynu nepernaHyTi Ta BCTAaHOBAEHO BiANOBIAHICTL BUMOram
GMP

Issued by / BugaHo
Qualified Person / YnosHoBaxeHa ocoba:
Silvia Posado Perez/Cinseia Mocado Mepec

Date / Aata:23.12. 2020
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JIEPXJIIKCITYKBA
JIEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCHKIN OBJIACTI

npocnext Banepis Jlo6anosckkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kox €JIPIIOY 37078774

BUCHOBOK

NMpo sIKiCTL BBE3eHOro B YKpaiHy JikapebKoro 3acoby

17.06.2021 Ne 32768/21/10

INPOI'HHOPM OBO

(HalMCEHYBAHHS iKaPCHKOro 3ac00y 3riHO 3 PEECTPAlLIHUM MOCBIAYEHHSM)
Kancyas M siki no 100 mr no 15 kancys m'sikux y 6aicrepis mo 2 OJiicTepH y mauigi

((hopma BHIIYCKY, 103yBaHHS, BH/ NAKYBAHHA NiKAPCLKOTO 3aco0y)

Homep peecrpauiiinoro nocsinuenns UA/15255/01/01 crpoxk mii peectpauiiitoro nocsimuenns 21.06.2021

Cepis nikapcskoro 3acoby Ne LE22018A KinbkicTs BBe3eHoro nikapeskoro 3aco6y 2160
BupotHuk JIABGOPATOPIOC JIEOH ®APMA C.A., Icnianis
(naliMeHyBaHHS BUPOGHMKA JliKapCHKOro 3aco0y, Kpaika MOXoLKeH )
BseseHo B Vkpaity CninbHe yKpaiHcLKo0-eCTOHCHLKE NIANPHEMCTBO y (opMi ToBapHCTBa
3 00MesKeHO0I0 BiNOBIAaALHICTIO "OntimMa-@apm, JITH", inenr. koa:
21642228

(HalimenyBanns Ta kox 3a €JIPIIOY opuauunoi ocobu abo npissuLue, iM's, 10 GATHKOBI diznunoT
0coGH - MiANPHEMILA, iT MiCLE POKUBAHNA Ta peeCTPALLHMI HOMep 061iKOBOT KAPTKH MJIaTHHKA
nojarkis abo cepis Ta HomMep nacrnopra)

[Mpotokoa BisyansHoro kourposio sin 10.06.2021 Ne 1995/11.

3a  pe3yibTaTaMH  [epKaBHOTO KOHTPONIO BCTAHOBNEHO, INO JIiKapehKHil 3aci0  BBe3eHO B VEkpaiby 3
OT" 3AKOHO/IABCTBA II0/10 3a0e3neueHHs AKOCTI NiKapchbKHX 3aco0iB.
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