AEPIKABHA CIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJACTI

npoB. CiTanunod Hanii, 3, s Kuis, 02099, Ten/taxc: (044) 363-06-30
E-mail: dls kogidls.gov.ua, Kog €/IPTIOY 37678774

BUCHOBOK
[P0 AKiCTh BBE3¢HOr0 B YKPAIHY JIKAPCLKOI0 32¢00y

12.08.2024 Ne 38976/24/10

HPOT'HHOPM OBO
{uaiimenypanns gikapebkoro 3acoBy sriaite 3 peecTpaniiima nocsiagenIAN)
Kancyan Maki no 200 air; 1o 15 xaneya M gRux y 6aicrepi; no 2 6micrepn vy navui
{thopaa BITYCEY, AD3YRANIA, B BAKYBIHHA jikapeskora 3acaby)

Homep pecerpauiiinoro mocsinuenns UA/15255/01/02 erpox aii peecrpauiitsoro nocsizyerns 01.01.2099

Cepis mikapeskore zacoby Ne LF35068B KinwkieTs BRe3enoro sikapeskoro sacafy 2160
BitpoBruk JJABOPATOPIOC JJEOH ®APMA C.A., [cnauis
{HafizxcHysaund BHPOGHIKY Nikapcstoro 3acoby, kpaiua NoXoLEeRER)
Baescro B Yipaiity Chinkire yRpalHCLKO-eCTOHCLKE TiAIPHEMCTRO Y GopMi TOBAPHETBA
3 oOMexceHO0 BignoBigaabnicTio "Onriva-Mapns, JITHY, inenr. xon:
21642228

{(nniimenyBanng Ta ko sa CHPIICY wopiaitano’ ocofinn abo npisenwe, is'A, no darsxob] Gimmmaol
ocodl - BUpHEMI, H sicue BpossisanHs Ta peecTpaniiinuil nosvep o0AIRABOT KIPTKH NAITHAIRA
moAuTKiR abo cepis T noMep HACOOpPTa)

Mporoxo: sisyanenore kowrpome sig 07.08.2024 N= 2289/8.

Ja  pesyavTaTaMi  AEPAKUBHOTO  KOATPOAIO  BCTAHOBAEGHO, MO Mikepebsuil sacii  eseesenno B Yipainy 3
JOTPHMAHHIM BinMoT 3aK0OH0ZARCTRA IMOA0 3a083NCUEHAA AKOCT MKAPCEKHX 32c0in,
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHDIKAT SIKOCTI CEPII JIIKAPCBHKOTO 3ACOBY

Name of product/Haspa nponykTy
(strength, dosage form, package size and
type/ HozymaHHs, mxapceka dopma,
PO3MIp 1 THI YHAKOBKH)

PROGYNORM OVO, soft capsules, 200 mg, 15
soft capsules per blister; 2 blisters per pack with
the labeling made in Ukrainian language /
ITPOTUHOPM OBO, xancynu M saki oo 200 Mr,
no 15 kancyn a’sxux y Omictepi; 7o 2 6micTepn y
a9 3 MapKyBaHHIM YKPaIHCEKOI MOBOK)

Active substance/ Jil09a pedoBHHa

Fach soft capsule contains of
progesterone /

1 kancyna M’ sKa MICTHTS oporecTepory 200 mr

200 mg

Manufacturing country/ kpaiza-BapoSHHK

Spain/lcnamsg

'MA number/ Howmep PI1

Ne UA/15255/01/02

‘Batch number and size/ Howmep Ta posmip
cepil

LF35068B
22 117 packs /ynakosox

Date of manufacture / [Tata supoGuunTsa

04.2024

Expiry Date/ Crpox npusaTHOCTI

04.2027 -

Name, address and license number of
manufacturing site/ Hazpa, anmpeca i
HOMep TireH3il BupoOHHIO! MimbHHUI

LABORATORIOS LEON FARMA S A.
Poligono Industrial Navatejera, C/La Vallina s/n,
Villaquilambre-Leon, Spain /
JTABOPATOPIOC JIEOH ®APMA C.A.
Ionirono Isaycrpians HaBarexepa, Byn. Jla
Bansina 6/n, BimmakinamOpe-Jleon, icnania

Manufacturing License Nel136 / Bupobuuua
Jinensig Nel136

Batch Number: LF350668B
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Appearance / Onuc

Soft, matte, ovoid capsules, off-white
coloured / M’axi MaToBl KamCym#
OBANBHOT dbopmu KPEeMOBOTO
KONLOPY.

Complies /
Rigmoginae

Identification (UPLC)
/ InenTadikanis
(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 yTpHMYBaHHS OCHOBHOIO IIKY
Ha XpoMmaTorpaMi BUIPoOYBAHOrO
PO3YMHY Mac COIBDAJaTH 3 YACOM
YTPUMYBAHHS OCHOBHOTO MIKY Ha
XpomMartorpami CTAEHAPTHOTO
po3uHHY, ONCPXKAHOro B  Tecti
«KUTBKiCHE BUSHAYCHHS Y.

Positive /
Tosurusani

Assay
/ KinpxicHe BUIHAYCHAR

95,0 % —105,0 %,

99,9 %

Disintegration /

Not more than 30 min. /

Tmin/ 7 x8B.

Posnaganea® He 6inpme 30 xe.

Uniformity of desage 10 capsules: acceptance value (AV) <

units 15,0 / |

{ OpuopisHicTh 10 xancyi: [UpPUEHATHE 3HAYEHHS

B3030BAHEX (AV) <150

OANHEND 30 capsules: acceptance value (AV) < | Complies/ Bignosinae
15,0/ i AV=13
30 xancyn: OpUBHATHE 3HAYEHHS
(AV) <150
Acceptable range 0,75 M to 1,25 M/
Ilpunycrumuii nianason sin 0,75 M
mo 1,25 M.

Dissolution Not less than 70 % (Q) in 4 hours / Average /

/ Posunsenns’

He menmre 70 % (QQ) 3a 4 roanHu.

Cepemne: 92 %

' None / He sugpreHo: <
83 %

Conforms /
Bignopinac: Sl

Related impurities

{ Croponni gomimxu:*
Individual impurity /
TenuBigvaneHa JOMINIKa
Total impurities / Cyma
JOMIITIOK

Not more than 0.15 % /
He Ginnoe 0,15 %.
Not more than 0.8 % /

| He 6impmme 0,8 %.

<(,02 %

<0,1%

Batch Number: LF35068B




Microbiclogical purity ;
/ Mikpo6ionoriuna |
quCcTOTa*:
3aranpHa KinpKicTe Not more than 10> CFU/g /
aepobHHX He Ginsme 10* KYO/ <10 CFU/g /<10 KYO/r
mixpoopranizmis (TAMC) _
JaransHa KimbkicTs rpubie | Not more than 10! CFU/g /
i mpbxmxis (TYMC) He 6impme 10° KYO/T. <10 CFU/g /<10 KYO/r
l
- Escherichia coli Absent per 1g / Bincytas B I 1. Absentin lg/ :
Bigcyrass 1 1.
- Pseudomonas Absent per 1g / Bincytua s 1 I Absent in 1g /
Aeruginosa Bincyrraz I r ;
Absent in 1g/ i
- Staphylococcus Aureus Absent per 1g / Biucyrua s I 1. BigcytHae 1 1.
; . > : : ' Absentin Ig/
- Candid& Albicans Absent per 1g / Bigcyrnsa B 1 1. Bigcyraa e 1 1.

- applies 10 retest / 3aCTOCOBYETHCS IPH NOBTOPHOMY &HAMI31

1 - test frequency according to the stability protocol / gacrora BHH})OGYE&HHH BIATIOBLOHO A0
MPOTOKONY cTabiNEHOCTI.

2 - oral and vaginal use / g opaJmHoro 1 BAriHAFHOTO BMKOPUCTAHHS.

The batch meets the requirements of QCM for MA Ne UA/15255/01/02 / Cepia BIAIOBIAAE
umoram MK zo PIT Ne UA/15255/01/02. ’

The packing, labeling and expiry date correspond to the requirements of QCM/ Ynakogka,
MApKYBAHHS Ta TepPMiH IpUAaTHOCT] BifmoBinarTh ByuMoram MICA.

STORAGE: Store in original packaging at a temperature below 25°C/ 36epirat B OpHITHATEHI
VIIAKORLIL TIPH TeMIIepaTypi He Bume 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 dssigned 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. / HaM g minTBep/Kyto, TIC HaBEIEHa BUIIE
indopmanis € KocTopipHOW Ta ToTHOH. 14 cepis mpoaykuii 6yna BHTOTOBIEHA, BKIMOTARYH
IIaKyBaHHsl, MAPKYBAHKS Ta IPOBEAEHHS KOKTPOMO 11 AKOCTI Ha 3a3HagCHI BUPOSHMYIA JUISHIE
y moBHAI# Biguosimnocti 3 suMoramu GMP, BCTAHOBJCHEMH MiCIEEHM PETYLITOPHAM OpranoM, a
TAKOX BUTIOBIHO [0 cneumbu{aum IO MICTATECH B peecTpaiifHOMY HOCHE, SETBEPIKCHOMY B
Yxpaini g MOCHipKyBaHoro Jikapeskoro 3acofy. [IpoTokomu BapOOHHMUTRA, MAKyBaHis T2
IpoBEIeHES aHali3is 6YIH nepeBipeHi, BCTAHOBIEHO BiALIOBIIHICTS BUMOraM GMP.

‘Issued by/ Bunano:
Qualified Person/Y noBHOB®XEHA ocoda:
Silvia Posado Perez/ CinbBid [Lma,ao_ﬂepﬁm
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Date/Jara: 18.06.2024

Ratch Number: LF35068B.
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