AEPIKABHA CIYXBA3 JIKAPCBHKHUX 3ACQ_BIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npos. Cpitnuanol Hagii, 3, m.Kuis, 02099, Ten/thaxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
HApO sIKicTH BBeseHoro B YKpainy Jixapcskoro 3acofy

29.12.2023 Ne 65901/23/10

HPOrMHOPM TECTA

(:ia'iimeuyaamm nikaperkoro 3acoGy 3riase 3 peecTpantiiimim [OCBIIEHIAM)
Kancysu waki mo 100 mr; no 15 xamey s sxux y daricTepi; mo 2 Gaicrepn y nauuni

(thopma BHIYCKY, HOIYBANRA, BiEI TAKYRIHHA nikapcekoro 3acaby)

Henep peectpauiiizore nocsiguesns UA/15254/01/02 crpok aif peecrpauiiinoro nocsimuenns 01.01.2099

Cepis nikapcexoro sacoty Ne LEF31388B8 Kinekicts Bresenoro nixapeskoro sacody 96
Bitpofunx JABOPATOPIOC JIEOH ®APMA C.A., Icnauis
{HuitmenysamHs BipoGHIKa NikapchkoOFa 3acoby, kpaika noxXomxeHns)
Bseseno B Ykpainy: ChinbHe yKpaiHCEK0-eCTOHChKe MANPHEMCTBO ¥ dopmi TesapucTBa
3 obmeskeHo0 BiTNOBiZaABLHICTIO "OnTiMa-Dapn, JTA", inenr, roa:
21642228

(nafiMenyBanns Ta xog 3a €HPIIOY ropnmsmol ocobn abo npissume, iM%, no BaTbkosi Qianumo]
ocobi - manpHeMi, T Micle poXIBIIHS Ta peecTpauiiinmnit HOMOp 0DnikoBCY KAPTKA NAATHHKA
nofarkis.abo cepin Ta HoMep nacmopTa)

Hpotokon BizyareHore xourpomoe six 27.12.2023 N= 4198/9,

34 pesymbTatamn  JEPKABHOTO KOHTDOMIO BCTAHOBAGHD, IO  JKAPCHKHIT 3acib  meeseno B Ypainy 3
AOTPHMANHSAM BiMor 31K0ROXABCTR2 MIOAC 3afcINedeHns AKOCTI TiKAPCHEHX 3Ac0is,

b ® ol e/ Ipyua LIATTAMAF
- Jniamwey  (imigianyTa npizenye)

M.I.



BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHDIKAT SSKOCTI CEPII JIIKAPCLKOI' O 3ACOBY

&

Name of product / Hazsa npoayxry
{strength, dosage form, package size
and type / pnosyeamms, nikapceKa
dbopma, posmip i THn ynakosk®)

PROGYNORM GESTA, soft capsules 100 mg, 15
soft capsules per blister; 2 blisters per carton with
labeling made in Ukrainian language/
HPOTHHOPM I'ECTA, xancyms M’ axi no 100 mr,
mo 15 xancyn M skux y Gmicrepi; no 2 Gnicrepn y
IaY1l 3 MApKyBaHHHM YKPAiHCEKOK MOBOO

Active substance / miroua pegopHHEA

Progesterone 100 mg / T¥porecrepon 100 mMr

Manufacturing country / kpaima- | Spain / Icmanmis

BHPOOHHK

MA number / Homep PII Ne UA/15254/01/02

Batch number and size / Homep cepii ta | LF31388B

po3mip 12 393 packs/ 12 393 ynakosox
Date  of manufacture / Jata | 06.2023

BHPODHUIITBA

Expiry date / Tepmin npanaraocti 06.2026

Name, address and license number of
manufacturing site / Hasra, anpeca Ta
HOMED NiNeH3i1 BEpOSHIYO1 NinkHAL

LABORATORIOS LEON FARMA S.A., Poligono
Indusrtial ~ Navatejera, C/La  Vallina s/n,
Villaquilambre-Leon, Spain/

JIABOPATOPIOC JJEOH ®APMA C.A., Ionirouno
Inpyctpiams Haeartexepa, syn. Jla Bameina 6/,
Bimesixinam6pe, Jleon, Icmagis

Manufacturing License Nel136 / BupoGrmaa
mnenzis Nel136

Parameter/Tlapamerp Acceptance criteria/ Result/Pesynbrar
Kprrepii npuiinaraocri

Appearance/Onuc Soft, matte, ovoid capsules, off-white | Conforms /
coloured/ M’sxi MaToBi Kancym oBameHOT Bimnorimae

a (opME KpPeMOBOTO KOIBOPY

Identification The retention time of the main peak on the | Positive /

(UPLC)/Inentudikamin chromatogram obtained with test solution | Iloserruemmi

(YEPX) corresponds to the retention time of the

major peak in the chromatogram obtained
with reference solution, received in Assay
test / Hac yTpEMYBaHHS OCHOBHOTO MiKy Ha
XpoMarorpami BHIIPOOYBAaHOFO pO3THHY
Mac CIHBIAfaTH 3 9acOM yTPMMYBaHHS
OCHOBHOTO ~ NIIKy Ha  XpoMarorpami
CTaBJapPTHOTO PO3YMHY, ONEPKAHOTO B
TecTi «Kinbxicue BH3HageHEA»

’Pb){(}uﬁ -rOB’(LJ }61'22} A




Assay/Kinnkicne 95,0 % - 105,0 % 99,3 %
BHIHAYCHHES
Disintegration* / Not more than 30min/ He Gineme 30 x8. | 4 min/ 4 xs.
Posnaganua*® '
Uniformity of dosage 10 capsules: acceptance value (AV)<15,0 | Complies/
units/ Oasopinpicrs /10 xancyn: NpUBEATHE 3HATEHHES Binmmosizac
AO30BAHAX OAMHHIL (AV) <150 AV =17
30 capsules: acceptance value
(AV)<15,0
/30 xancy:: npaiitsTHE 3HAYEHHS
(AV)<15,0
Acceptable range 0,75M to 1,25M/
Hpunycrummii miarasor sig 0,75 M no
1,25M
Dissolution?/Posanrenns? | Not less than 70 %(Q) in 4 hours / Average /
He menme 70 %(Q) 3a 4 rommmu Cepenne: 98 %
None / He
BUABNCHO: < 86 %
Conforms /-

Bimnogigae: S1

Related
substances*:/Croponni
AOMIDIKH *:

Individual

impurity/Iaxasinyansra | Not more than 0,15 % / He Ginsme 0,15 %. | 0,03%

Aomimka

Total impurities/Cyma Not more than 0,8 % / He Ginmsme 0,8 %. | 0,1%

JoMinrox

Microbial purity?/

Mixpob6ioxorigna

ymcToTal: Not more than 102 CFU/g/

Total aerobic microbial He 6imeme 102 KYO/r <10 CFU/g / <10
count (TAMC)/3aramsua KYOfr

KUBKICTh aepobHmx

Mikpoopragismie (TAMC)

Total yeast microbial count | Not more than 10! CFU/g/ E%?OEFU/g /<10
(TYMC)/3aransua He 6insme 10! KVO/r

KUTBKICTS TpHGIE i

mpbkmkis (TYMC) Absent per 1g/ Bincyraa B Ir Absentin 1g/
-Escherichia coli Absent per 1g/ Bincytas B Ir Bizcyrasa g 1T.
-Pseudomonas Aeruginoga | Absent per 1g/ Bincyras s Ir Absent in 1g/
-Staphylococcus Aureus Absent per 1g/ Bincyrma 8 Ir i;iiﬁ ];gl /r.
-Candida Albicans Bincyras B 11

Absent in 1g /
Bincytus s 1 r.

*- Apply to retest/sacTocoByeThes IIPH NOBTOPHOMY aHaT31




1 - testing frequency according to stability protocol/1 - wacrora BHEOpOOYBAHHS BiIMOBiIHO
OPOTOKOINY crabineHoCTi.

2 - oral and vaginal use/2 - n1a opanEHOro i BAriEATEHOTO BHKODUCTAHHSA

The batch meets the requirements of QCM for MA Ne UA/ 15254/01/02/Cepig Bimmoimae
BumoraM MES o PITI Ne UA/15254/01/02. :

The packing, labeling and expiry date meet the requirements of QCM/YnakoBKa, MapKyBaHH: Ta
TCPMiH NPHAATHOCT] BUIOBiAat0Th BEMOram MEKS.

STORAGE: Do not store at temperature above 25 °C. Store in original container./35EPIT AHHA:
36epirary B OpEIiHANEHIN ynakosui mpu TeMueparypi 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 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. / Ity s HiATBEPIDKYIO, IO HABEHEHA BHIIE
mdopMaris € JOCTOBIpPHOIO Ta ToYHOO, Ls cepia mpomyxuii 6ya1a BETOTOBNIEHA, BKIIOYAIOYH
NaKyBaHHA, MApKyBaHHsl Ta IIPOBEACHES KOHTPOMO 11 SKOCTi Ha 3a3uagewiil BHpoOHMYIH Minsauii
¥ LHOBHIH BiAmoBiziHOCTi 3 BUMoramMu GMP, BeTanoBICHIME MICIICBHM PEryISTOPHAM OPraHoM, a
TaKOX BiMIOBINEO 10 crerAdixaiiii, WO MicTAThCT B peecTpauifinoMy JoCke, 3aTBEPIKEHOMY B
Yxpaifi A OCIiOKYBaHOTO JHKAapCHKOIo 3acoby. IlpoToxons BHpoGHWITEA, MAKyBaHHS Ta
TPOBEACHHS aHa3IB Gy Neperipeni, BCTAROBICHO BLAIIOBIMHICTS BuMoraM GMP.

Issued by/Brpano
Qualified Person/Ynoprosakera ocoba:

J oil\ilzl\/iarc oce Mapis Mapkoc

Date/fara30.08.2023




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUPIKAT AKOCTI CEPH JHKAPCHKOTO 3ACOBY

Name of product / Hasea aponyrry
(strength, dosage form, package size
and type / nmosypadHs, nixapceka
GopMa, poaMip i THIT yHakosKH)

PROGYNORM GESTA, soft capsules 100 mg, 15 !
soft capsules per blister; 2 blisters per carton with é
labeling made in Ukrainian language/

IPOTHMHOPM 'ECTA, xancym M’ skl no 100 wr,
flo 15 raneya s’uenx v Salerepi; no 2 Saictepn v

N340 3 MAPKYBAHHEM YKPATHCEKOIO MOROIS

Active substance / zioga peucruaa

Progesterone 100 mg / ITparecrepon 100 wrr

Marufacturing  country /  gpaiua-
BHPOSHHK

Spain / lenania ;

MA number / Homep PIT Mo GA/15254/01/02

Batch number and size / Homep cepii 1a | LF313831

posMip 12 393 packs/ 12 393 ynarosok

Date  of manufacture ¢/ [ara | 06.2023

BEpoBunuTEa

Expiry date / Tepuin tipunatrocri 06.2026 T

Name, address and license number of
manufacturing site / Hazea, agpeca ta
HOMEp ninensil srpobHIYo] mapHuni

LABORATORIOS LEON FARMA S.A., Poligonc -
Industtial ~ Navagiera, (/La  Vallina  sfn,
Villaquilambre-Leon, Spain/ :
JIABOPATOPIOC NEOH ¢APMA C. A, Tonironn
luaycrpians Hasavexepa, wsyn. fla Bansina 6/,
BinsaxinamGpe, Jicown, lenawis

Manufacturing  License Mell36 / Bnpoﬁmxtm@
aiuensis Nel136 :

mPﬂramctcrlﬂapaM exrp

i Acceptance eriteria/

Kpurepii npuitnatrocri

Resalt/Peryanrar |

Appearance/Onuc Soft, matte, ovoid capsules, off-white | Conforms /
soloured/ M’md matopi kemeyny osansnoi | Binnosixac
Jopmn kpemosore xonropy
Identification The retention time of the main peak on the | Positive 7
it (UPLOYIaenTndinania chromatogram obtained with test solution | [losutyammii

L (YEPX)

corresponds to the retention time of the

: major peak in the chromatogram obrained
- with reference soiution, received in Assay
¢ test £ Uac yrpuMyBaug oCHOBROID MIKY Ha

APOMATOrpaM:  BHMPOGYBAHOTO DOIUMHY
Mae CIBNANATM 3 HECOM YTPHMYBaHms
OCHOBHOTO  MiKY  §a  XpoMmarorpasi
CTAHIAPTHOTQ  PO3YHHY, OREPKAHOTO B

i reeti «KiabKicHe BUaRavenmg»

Do of Cerc0t 2877 "

A




Assay/Kiankicne
BH3HRUEHHS

95,0 %- 105,0 %

99.3 %

Disintegration™ /
Posnapaunn®

Not more than 30min/ He &iasine 30 xe.

4 min/ 4 xp.

Uniformity of dosage
units/ OnuopignicTs
A0MOBAHMN OHITMEL

Dissolution*/Pozunnennua’

10 capsules: acceptance value (AV)<i5,0 | Complies/

/10 kareyn: npaitnsTue sHaven Ly Binnoeirae

(AV) £ 15.0 AV =17

30 capsules: acceplance value

(AV)< 15,0

/30 xancyn: npUEHSTHE 3HAYEHHA

(AV)<15,0

Acceptable range 0,73M w0 1.25M/

[Ipurycrnyi dlamason mia 0,75 M a0

1,25M i

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

He menute 70 %(Q) 3a 4 roariu Cepese: 98 %
MNone / He
BHABICHO: < 86 %
Conforms /

Buanopigae: S1

Related
substances*:/Croponui
AOMIMIKA®:

Individual
impurity/luausiyansna
AOMIMKA

Total impurities/Cyma
oMiloK

Not more than 0,15 %/ He Sinpumie 0.15 %.

Not more than 0,8 % / He &iasie 0,8 %,

0,03%

0.1%

Microbial purity/
Mikpobiodioriuna
‘H'l'(.‘TO'!"r'll:

Tetal aerobic microbial
count (TAMC)/3aranpua
KiMBKICTE aepobunx
smixpooprauizmie (TAMC)
Total yeast muicrobial count
(I'YMC)/3aranpua
KLALKICTS 1pubia |
apixaxis (TYMC)
-Escherichia coli
-Pseudomonas Aeruginoga
-Staphylococcus Aureus
-Candida Albicans

Not more then 10 CFU/
He Gineme 107 KYO/Ir

Not more than 10f CFU/g/
He 6iteme 10) KYO/r

Absent per 1g/ Bincytus B 1
Absent per 1g/ Bineyres B IT
Abscnt per lg/ Bigcvrua e Ir
Absent per 1g/ Bineyrasa s i1

<10 CFUlg /7 <10
KYO/r :

<10 CFUrg / <10 |

K¥Oir

Absentin Jo/ i
Biacyrua s 1r. '
Absentin Tg/
BRiaeymustan 1 1.
Absentin Ta/
Biacyrsmas 1 r.
Absent in g/
Bigcyrnas 1o,

*- APPlY 10 1etest/3aCTOCOBYETHUS P NORTOPHOMY AR




I - testing frequency according to stability protocol/] - wacToTa punPOSYBAHHAS BiAnOBIANG
HPOTOKONY CTadiIRHOCTL.

2 - oral and vaginal use/2 - 18 opPaNBLHOTO | BArlIATLIOFD BHXOPHCTABHA

The batch meets the requirements of QCM for MA Ne Ua/I 5254/01/02/Cepis sianosinae
suvoram MEA ao PIT Ne UA/15254/01/02.

The packing, labeling and expiry date meat the requirements of QCM/Ymakoska, MapKyBaKHS Ta
epMiR NPHAATHOCTI BILTIOBLOZIOTE BHMoram MK,

STORAGE: Do not store at temperature above 25 °C. Store in original container/3BEPTT AHH
36epiraTh B opuriHaNRRiA ynakont npH TeMmeparTypi e sHe 25 °C.

[ hereby certify that the above information is authentic and aceurate. This batch of produet has
been manufactured, including packing/ labeling and quality control at the above menticned site in
full compliznee 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 rccords were
reviewed and found to be in compliance with GMP. / Uuu DIATBEPINYIO, MIO HABE[ECHA BHINE
IGOpMaNia € DocToRipHCIO T2 TouHOW. Lla cepia npofyxiil Syna BHIOTORIEHA, BITIOHAIOY
HAKYBIHHA, MAPKYBAHI T4 NPOBCACHHK KOHTPOAKY It AKOCT] 1A 3a3HaueHIH BHpOGHUTH AiasHz]
¥ NOBHIA BianoBignocT 3 sumoramu GMP, BCTAROBNCHIM MICUERKM PEIYIATORHIM QRraHoM, 4
TAKCX BIANOBLANG g0 cncundiraniil, 110 MicTsSThCH 1 PECCTPALIHHOMY JI0ChE. JATREPIAEROMY B
Yrpaibi rrg nocmimiysanore nikapeekoro sacoBy. [lporokens BHROOHMIITBA, NAKYBAHHA Ta
BPROBCACHILT AHANLZIB SYITH TIEPLBIPEHL, BCTAHORASHO BIATIOR AMICTL Bumorar (IMP,

Issued by/Bugano
Qualified Person/Y nosuoraxena ocofa;

Jose Marj EMWOC\B Mapis Mapxoc

Date/frrar30708.2023
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HEPXKJTIKCJIY)KBA

NEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACO§IB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y BIHHUILKIN OBJACTI
Byn. XmensHuupke woce,7, M. Binuuug, 21036, (0432) 66-07-69, 66-03-51
E-mail: dIs.vn@dls.gov.ua , hitps://region.dls.gov.ua Koa €JIPTIOV 37084828

BHICHOBOK
IIPO AKICTH BBE3EHOIO B Yxpainy nikapcekoro 3aco0y

24,11.2023 Ne 60241/23/02

ITPOTHHOPM I'ECTA

{(natimenysanis nikapesKoro 3aco0y 3rigko 3 peectpauifnum nocaindeHsm)
kancyan m’sxi mo 100 mr; mo 15 kaneyn m’ sxux baictepi; no 2 6nicrepu nayviyi
»

(thopma sHnycky, no3ysaHus, oua NaKyBaHuA Nikapcbkoro sacofy)
Homep peectpauifinoro nocsinuents UA/15254/01/02 CTpoK Ail peectpauifivoro nocsinuenna 01,01.2099
Cepin nikapesxoro 3acoGy Me LF31388B Kinbkicts BBe3eroro nikapcskoro sacofy 714 ym,

BupoGnk JIABOPATOPIOC JIEOH ®APMA C.A,, Icnanis

(nafiMeHysanis BHPOGHHKA Nikapckoro 3aco6y, kpaiHa NoxoaxenHn)
BpeseHo B Yipainy Crinbre yxpainceko-icnanchbxe inpueMerso y dopwmi TOBapHCTEA 3
obMeero0 BimoBinanbHicTI0 "CITEPKO YKPATHA" inenr. xon:
20112362

(HaiimMenyBanns Ta kon 3a CAPTIOY OpHAHHHOT 0coGH a60 npizsuule, iM's, No GaTbkon] dizuynor
0CelH - niAnpremLy, i Micue NPOXMUBAKHA Ta peccTpauitnmi HOMeEp 06NiKOBOT KapTkn naaTHUKa
noaaTkis abo cepin Ta HOMEp nacnopra)

Mpotokon sizyansroro kowrpomo sia 24.11.2023 N 466/0/01.02-23/20.

3a peaynbTatamu aepiaeHoro KOHTPOJIO BCTAHOBMEHO, WO NikapcbkHii 3aci6 BBe3cHo B Ykpaity 3 JOTPHUMaHHAM
BHMOT 3aKOHONABCTBA 010 3a6e3NeYeHHA AKOCT] nixapebkux 3acobis.

Havanenux cnyx6u % Ipuna BJIACHOK

(nocanosa oco6a OpraHy ACpaBHOT0 KOHTPOAD) %inmlc

(ixiuianu Ta npissuime)
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