JIEPKABHA CJIYKBA 3 JTIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHE Y KMIBCHKIN OBJACTI

mpoe. Cesrmnunol Hagil, 3, m.Kuiz, 02099, Ten/harc; (044) 363-06-50
E-mail: dls.ko@d!s.gov.ua, Kog €JIPIIOV 37078774

BHUCHOBOK
PO AKICTH BBE3LNOr0 B YKpaiHy Jikapchkoro sacofy

30.11.2023 Ne 59244/23/10

IIFOTHHOPM OBO

(RafiverryRaHHA NikapehKora 3acofy ariomo 3 peectpaniiiamm ROCBIOMEHHAM)
RaneyaH M aki mo 100 sir; ;o 15 xancya M’IRHX y OaicTepi; mo 2 baicrepu y naqui

(hopna BURYCKY, HO3YRAHAS, BHA AKVBAHHA JIKAPCHKOTD 32c0by)

Honep peecrpanifinoro nocsiguennn UA/15255/01/01 etpox aii peccrpamiitsoro mocsinuenss 01.01.2099

Cepis mixapeskoro sacoby Ne LE31388A KinekicTs BBe3eHOFO nikapeskoro sacoby 3888
Bupobumnk JABOPATOPIOC JJEOH ®APMA C.A., Icnanis
(salivenyBaHHE BHPODRIKA MiKApeeKoro 3acofy, Kpaing MOXOZHCHIA)
Beeaero B Ypainy Cnitsie ykpaiHesKo-eCTOHChKe NiANPHEMETRO Y DopMi ToBapHCcTBa
3 00MeXeHOI0 Bignosinannuicrio "OnTima-®apm, JTI", inent. xox;
21642228

(ualiMeHyBaHHA Ta koz 32 EFIPTIOVY wpumiutiol ocobit abo npisanie, iM'e, 1o 6arekoni Gistranoi
ocols - nianpiesus, i aice upoxiBanss 2 peectpaniiiumii Homep oBaixopoT KAPTKIL INATHIKA
noAatkis abo cepit Ta HOMep HacnopTa)

ITpeToxon Bizyansuore kontpemo six 27.11.2023 Nz 3780/8.

33, pesYmBTATAMI AEPKABHOIC KOHTPOKY BCTAHOBACHO, 10 JHKAPCHKINT 3aci0  Beeseno B YEpainy 3

ACTPHMAHHAM anmor 3aK0HOAABCTEA OAO 3a6e3Te e HHN RKOCT] NKAPCHENX 3acofiB.

Biraniii GOHITAPEHKQ

(ininians ta npiasiLse)

{ninnnﬁ)\
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHOIKAT SIKOCTI CEPII JIKAPCBKOI'O 3ACOEY

Name of product/Hassa npogyxry
(strength, dosage form, package size and
type/ nmo3ysamms, mixapcrka QopMma,
PO3MIp 1 THII YIIAKOBKH)

PROGYNORM OVO, soft capsules 100 m g, 15
soft capsules per blister; 2 blisters per pack with
the labeling in Ukrainian language /
[TPOTTHOPM OBO, xancyma M’ sxi o 100 mr,
no 15 xancyn M’skux y 6aictepi; mo 2 omicrepn y
TaYlll 3 MapKyBaHHAM YKPAHCHEKOK MOBOIO

Active substance/ giroga pegoruna

Each soft capsule contains
progesterone /

I xaucyna M’ sxa MicTrTs Iporectepony 100 Mr

100 mg of

Manufacturing country/ xpaira-srapo6rux

Spain/lenanis

MA number/ Homep PII

Ne UA/15255/01/01

Batch number and size/ Homep Ta poamip
cepii

LF31388A
7 042 packs / 7 042 ynaxorok

Date of manufacture / [Tara BUPOOHHUIITRA

06.2023

Expiry Date/ CTpox npenaTsocTi

06.2026

Name, address and license number of
manufacturing site/ Hassa, ampeca i
HOMED JIUEeH31 BUPOSHHYO IinpHu

LABORATORIOS LEON FARMA S.A.
Poligono Industrial Navatejera, C/La Vallina s/n,
Villaquilambre-Leon, Spain /
JIABOPATOPIOC JJEOH ®APMA C.A.
onirono Iaxyerpians Hapatexepa, syn. Jla
Banvina 6/1, BUmsxinambpe-Jleor, Iecnanis
Manufacturing License Ne1136 / Bupo6amua
mmen3is Nel136

Braws W19 s (g (4274

Batch number: LF31388A




! Pozannenns?

He meame 70 % (Q) 2a 4 roxgau.

Appearance / Onmc Soft, matte, ovoid capsules, off-white Compilies /
coloured / M’sxi MaroBi Kamcymm Bimoosizae
OBaNBHO] (POpPMH KpPEMORBOTO
KOJIBOPY.
Identification (UPLC) The retention time of major peak on Positive /
/ Inenradixanis the chromatogram of the test solution | Iossrusnuix
(YEPX) corresponds to the retention time of
major peak on the chromatogram
obtained with reference solution,
received in Assay test /
Hac yrpuMyBamHS OCHOBHOrO Ky
Ha XpoMmarorpaMi BHIIPOSYBaHOro
PO3YHHY Mae CINBIAJATH 3 9acoM
YTPUMYBaHHS OCHOBHOTO WXy Ha
XpomaTorpami CTaHAAPTHOTO
PO3YHHY, OIEpXaHOTO B  TeCTi
«KiNbKiCHE BH3HaYCHHES ).
Assay 95,0 % — 105,0 %. 99,3 %
/ Kinbkicne Buzaagenan
Disintegration / Not more than 30 min. / 4 min / 4 xz,
Posnaganng* He 61memme 30 xa.
Uniformity of dosage 10 capsules: acceptance value (AV)<
units 15,0/
/ OpHopinaicTs 10 xancym: unpmiinarEe 3HaueHHs
XO30BAHHNX (AV)<15,0 Complies/ Bizmogsinae
ONAHANE 30 capsules: acceptance value (AV) < AV =17
15,0/
30 xancyn: npuiiHSTHE 3HAYEHHS
(AV)<15,0
Acceptable range 0,75 M to 1,25 M /
Hpanyeremuit nianason six 0,75 M
no 1,25 M.
Dissolution Not less than 70 % (Q) in 4 hours / Average /

Cepenne: 98 %

None / He srseieno: <
86 %

Conforms /
Bimosigae: S1

Related impurities
/ Croponai gominmcH:*

Individual impurity / Not more than 0.15 %/

lapmBinyansaa qomimka | He 6imsme 0,15 %. 0,03 %
Total impurities / Cyma Not more than 0.8 % /

JOMLINOK He Ginpmre 0,8 %. 0,1%

Batch number: LF31388A.




Microbiological purity
/ Mikpobiosorigna
aacroTa*?:
3aramsHa KITBKICTE Not more than 10? CFU/g /
aepobHUX He Gimsme 10° KYO/r. <10 CFU/g /<10 KYO/r
Mixpooprasizmis (TAMC)
3aransha KinskieTs rpuGie | Not more than 10! CFU/g /
1 gpixgpxis (TYMC) He 6impme 10! KYO/T. <10 CFU/g /<10 KYO/r
- Escherichia coli Absent per 1g/ Bigcytasa e 1 r. Absent in 1g/
Bigcyras B 1 1.
- Pseudomonas Absent per 1g / Bincyrrs B 1 1. Absent in 1g/
Aeruginosa Bigcytuas 1.
Absent in 1g/
- Staphylococeus Aureus Absent per 1g/Bigcytas s 1 1. Bigcyrra B 1 r.
Absent in 1g/
- Candida Albicans Absent per 1g/Bineytas e 1 1. Bincyrasa s 1 r.

* - applies to retest / sacTocoyeThes mpn IIOBTOPHOMY aHali3i

1 - test frequency according to the stability protocol / gacTora BEIPOGYBanHa BimIOBiNHO 10
HOPOTOKOIY ¢TablimbHOCTi.

2 - oral and vaginal use / 514 OpansHOro i BariHaANBHODO BUKOPUCTAHHS.

The batch meets the requirements of QCM for MA Ne UA/ 15255/01/01 / Cepis Bimmosinac
BAMOoraM MK no PIT Ne UA/15255/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vmaxopxa,
MApKYBAHES Ta TePMiH IPAAATHOCT] BIATOBINAIOTE Bumoram MK 5L

STORAGE: Store in original packaging at a temperature below 25°C/ 36epiraTy B OpHriHAILHIN
YHIaKOBI1 HPH TeMIepatypi He pume 25°C.

I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. / Lum g mixTeepxyro, mo nasenesa sume
1HQOPMANiL € DOCTOBIPHOI Ta TOTHOIO. 14 cepis mpoxykuii 6yna BETOTOBIEHZ, BXIIOYAIOTH
HAKYBaHHY, MADKYBAHHA Ta IPOBEXCHHS KOHTPOIEC 11 AKOCT Ha 3a3Hagenii BAPOOHWTIH Jinstai
Y IIOBHLHA BIAIOBIAHOCTI 3 BEMorama GMP, BCTAHOBIE UM MICHEBHM PETYIIATOPHHAM OPTaHoM, 4
TaKOX BIMNOBIAHO 10 cnenudikaniil, mo MicTSTecs B PEECTPALIHHOMY JIOChE, 3aTBEPIKEHOMY B
Yxpaial ms pocmimxyearoro JuKapchkoro 3acofy. IIporoxomu BHDOOHUUTRBA, IIAKYBaHHI Ta
TPOBCJCHHS aHANI31B OyIm NepeBipeni, BCTAHOBNEHO BiMMOBIAHICTE BEMOraM GMP.

Issued by/ Bunano:
Qualified Person/Ynosrosaskena oco6a:

Silvia Posado Perez/ Cimspis I'(Iacag l'gepec

Date/]Tara: 02,10.2023

Batch number: LF31388A




