.
JEPJKABHA CJIVIKBA 3 JHKAPCLKHX 3ACOBIB TA KOHTPOJTIO 3A

HAPKOTHKAMHN Y KHIBCHKIN OBJIACTI

npos. Ceitnmmuof Haail, 3, m.Kuiz, 02099, ten/akc: (044) 363-06-50
E-mail: dls.ko(@dls.gov.ua, Kog EAPIIQY 37078774

BHACHOBOK
Npo AKICTH BEE3EHOT0 B YKPaiHy JIKapchKoro sacofy

30.11.2023 | Ne 59256/23/10

NPOTHHOPM I'ECTA

(HajiMeiypatia Tikapchkoro 3acoby IriaHO 3 peecTpaRiiHiM MOCBiTICHIIAN)
Kancyan M'aki no 200 mr; mo 15 xancys M’axnx y Gaicrepi; no 2 6nicrepn y mauii

(fropma BHAYCKY, NO3YBAHHA, BRI NaKyBaHHA NiKAPCSKOTO 32c06y)

Hopep peccrpauiiiuoro noceiguenna UA/15254/01/01 crpok nii peectpauiiinoro nocizeenns 01.01,.2099

Cepia nikapcexoro 3acoby MNe LE32471A Kinekicts BBE3EHOIO AiKapeRKOro 3acoby 3456
BupoGuuk JABOPATOPIOC JIEOH ®APMA C.A., Icoanis
(staiiMeHyBaHI BlpeOHIKA NikapesEoro 3acofy, kpalna noxoamens)
Bseseno B Vipainy CrisipHe yKpaiicbKo-eCTOHCHKE MiIPHEMCTBO ¥ (opMi TOBAPHCTBA
3 ofimexReHow BignopigansmicTo "Onriva-Papss, JITI", igent. xon:
21642228

(HaitMerysanns Ta kox 32 €/IPTIOY wopumsuHeT acobn abo MpI3BHiLE, iM'A, B0 DATLKOBL (isiesoi
ocofit - mignpuenmus, i Micue npoxnBangd Ta peecTpamiitiuit HoMep 06;IKCBOT KAPTKA ITATHHKA
mONaTKin aG0 cepid Ta HOMep NACHOPTA)

HpoToren pizyansnoro konrpemo iz 27.11.2023 Ne 3781/1.

3a pesyneTaTaMB  AEPKABHOTO KOMIDOMIO BCTAHOBAEHO, IO  FIKAPCHKIT 3aci6 BBelenc B Yxpainy 3

JOTPHMANHAM sinMor 3aK0HORABETRA LIOAO 3abeaneueHsn AKOCT] MKAPCHKHX 3ac00iR.

Biraniit FOHZAPEHKO

| {iniuiann T npizsHine)




/Q

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®PIKAT SIKOCTI CEPII JIIKAPCEKOT'O 3ACOBY

Name of product / Hazpa mpoaykry
(strength, dosage form, package size
and type / 1o3yBaHH4, JIIKapchKa
QopMa, po3MIp 1 THI YIIAKOBKH)

TPROGYNORM GESTA, soft capsules 200 mg, 15

soft capsules per blister; 2 blisters per carton with
labeling made in Ukrainian language/ |
INPOI'HHOPM T'ECTA, xancymu m’sxi mo 200 Mr,
mo 15 xancyn M’sxux y Omicrepi; o 2 GiicrepH y
a9yl 3 MapKyBaHHsIM YKPAaiHCHKOK MOBOIO

Active substance / xiro9a pedoBuHa

Progesterone 200 mg / ITporectepon 200 mMr

Manufacturing country / KpﬁiH&- Spain / Icianis

BHPODHUK

MA number / Homep PII Ne UA/15254/01/01
| Batch number and size / Howmep cepii ta | LF32471A, 21 291 packs/ynakoBox
{ DO3MIp

Date of manufactre / Jlata | 09.2023

' BHpOOHMIITBA

'Expiry date / Tepmir upmnatsocTi

09.2026

-Name, address and license number of
manufacturing site / Hazsa, anpeca Ta
HOMED NineHsl BUpOOHAYOL Aiabauni

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

JIABOPATOPIOC JIEOH ®APMA. C.A., ITomirono

Innyctpiame Hamarexepa, pyn. Jla Bameima 6/H,
Bimesxinambpe, Jleon, Icnauis

s/n,

Manufacturing License Nel136 from 19.10.2021/
Brpoburaa minensis Nel136 six 19.10.2021

Parameter/Ilap ame'rp'

Acceptance criteria/
Kpuarepii npaitaaraocri

Result/Pesynerar

Appearance/Onne

Soft, matte, ovoid capsules, off-white
coloured/M’ax1 MaTOBI KamCyiM OBAILHOL
QOpMU KpeMOBOT'O KOIBLOPY |

Conforms /
Bimiosinae

Identification
(UPLC)/ InenTndikanisa
(VEPX)

OCHORBHOI'O

The retention time of the main peak on the
‘chromatogram obtained with test solution
corresponds to the retention time of the
major peak in the chromatogram obtained
with reference solution, received in Assay
test./Hac yTpuMyBaHHS OCHOBHOIO ITIKY Ha
XpOMarorpaM! BHOPOOYBAHOIO PpO3YUHY
Ma€ CIIBIAJATH 3 JacOM YTPHMYBARHA

Positive /

IozmTrsun;

OiKy Ha

Batch number:1LF32471A




IIPOTOKOJY ¢TadilbHOCTI.

Batch number: 1 F32471A

“Assay/Kimexicae 95,0 % - 105,0 % 99,9%
BH3HAYCHAN ' N | .
Disintegration* / Not more than 30min./He 6imsme 30 xs. 9 min/xs

Pozmagamma*

Uniformity of dosage 10 capsules: acceptance value (AV) < 15,0/ Complies/
units/ Oxmopindicrs 10 xancyn: npmiitnsTEE 3HAYCHES Bimmozinae
[030BAHMX OXHHHIIL (AV)<£15,0 AV =175

30 capsules: acceptance value (AV) < 15,0/
30 kancym: TpEHASTHE 3HATCHHS

(AV) <15,0

Acceptable range 0,75 M to
1,25 M/IlpemycTevmit  pmianasom  sig

| 0,75Mpol125M
Dissolution”/Pozamnerns® | Not less than 70 % (Q) in 4 hours/ Average /

He memme 70 % (Q) 3a 4 ropusy) Cepemae: 85 %
None /He
BHSBIIEHO: < 75 %
Conforms /

- | Binmosinae: S1
Related
substances*:/Croponsi
AOMINKH *;

Individual
impurity/Inasinyanmsaa | Not more than 0,15 %./ 0,02%
zoMinnia He Olmpnre 0,15 %.
Total impurities/Cyma .| Not more than 0,8 %./ 0,1%
xoMimoK He 6imeme 0,8 %.
Microbial purity?/
Mixpodiomsoritna
IACTOTAZ: Not more than 10* CFU/g/ <10 CFU/g / <10
Total aerobic microbial He 6imprne 10* KYO/r) KNOE
count (TAMC)/3aranrga
KUIEKICTE aepobamx <10 CFU/g / <10
Mixpooprasiamis (TAMC) KYOir
| Total yeast microbial count | Not more than 10! CFU/ g/
(TYMC)/3aramsna He Gimpine 10! KYO/r)
KUTBKICTS rpubis | A_bsent inlg/
npixpiis (TYMC) Absent per 1 g/Bizcyras & 1 1 iﬁ‘;ﬁi ’i"gl h
-Escherichia coli Absentper 1 g/Bincyrrse 1 BincyTEs s 1 T.
-Pseudomonas Aeruginoga | Absent per 1 g/Biacytus sl r Absentin 1g/
-Staphylococcus Aureus Absent per 1 g/Bincyrra s 1 r Bigcyraa s 1 1.
-Candida Albicans T A:bSBIlt nlg/
Bimcyraz s 1.
"~ Apply O 1etest/3acTOCOBYETECA IpE HOBTOD / e
1 - testing frequency according to stability proffessy OyBaEHL BLATOBIIHO




2 - oral and vaginal use/2 - 17 OpaNEHEONO | BATIHANEHOTO BEKOPHCTAHES

The batch meets the requirements of QCM for MA Ne UA/1525 4/01/01/Cepin simuorinac
epMoraM MK no PIT Ne UA/15254/01/01. |

The packing, labeling and expiry date meet the requirements of QCM/YHaroBka, MapKyBaHHS Ta
TePMIH IPBEAATECCTI BimoBinarots Brvoram MICS.

STORAGE: Do not store at temperature above 25 °C. Store in original container./
SBEPI'AHMST: 36epirate » opariansaif yraxosmi Iips TeMmeparypi se same 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 Ukgaine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. / Lo 5 MITBEPKYIO, IO HaBENeHa BATIE
iH(opManiL € JOCTOBIpHOIO Ta TogHoW0. Ilx Cepid NpOAYKIi Oyia BUTOTOBNEHA, BKIKOYAIOYH
HakyBaHEsL, MApKYBAHHA Ta IPOBEACHHS KOBTPOO T SX0CTI Ha 3azHavewniit BApOORmgi# mimaan
Yy HOBHIH BimmoeinpocT 3 savoravu GMP, BCTaHOBIERMME MICHEBIM PETYISTOPHUM OPraHoM, 2
TaKOX BLIOBLTHO HO cuenmbikanii, mo MicraTees B PEECTPalIAHOMY HOCHE, 3aTBEPIDKEHOMY B
YKpaisi Irt mocmmKyBaEoro JIKapcEKoro 3acoby. [IpoTokoms BEpoGEMITRA, HaKyBasHHs Ta
TPOBEACHES anamisis Oy mepesipeni, BCTanoOBNEHO BimIOBiNHICTs Brvoram GMP.

Issued by/Benauo
Qualified Person/YuopgoRaxena ocoba-
Silvia Posado Perez/ Chapnks

Date/MTara:25.10.2023 \.

Batch number:LLF32471 A




