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

i TMN YNaKkoBKK)

Name of product / Hazsa npoayKkTty
{strength, dosage form, package size and
type / no3yBaHHs, nikapcbka Gopma, posmip

PROGYNORM OVO, soft capsules, 200 mg ,15 soft capsules per
blister, 2 blisters per pack/ TPOTUMHOPM OBO, kancynu m’ski, no 200
mr, no 15 kancyn m’sxkux y 6aictepi, no 2 6aictepm y nauui.

Active substance / gitoua pevosuHa

Progesterone 200 mg/Mporecrepox 200 mr

Manufacturing country / KpaiHa-8upOBHMK

Spain/lcnanis

MA number / Homep P

UA/15255/01/02

Batch number and size / Homep cepii Ta

LF21916A/ 5663 packs/ynakoBok

po3smip
Date of manufacture / llata BupoBHuuTEa 11. 2020
Expiry date / Tepmin npuaatHocTi 11. 2023

Name, address and

niueHsii sMpobHUYOT AiNbHUL

license number of
manufacturing site / Ha3ga, aapeca ta Homep

LABORATORIOS LECN FARMA S.A.,Poligono Indusrtial Navatejera,
C/La Vallina s/n, Viliaguilambre-Leon, Spain/ TABOPATOPIOC /IEQH
®APMA C.A., MoniroHo IHgycTpians Hagatexepa, ByA. fla BanbiHa
B/H, Binbaxinambpe, Mecw, Icnania/ Manufacturing License Ne
4208E/Niuen3ia Ha empobHKLTEO Ne 4208E

GMP certificate or

Ha EudraGMP

EudraGMP reference
numbers / GMP ceptudikaT abo nocnaaHHs

GMP Ne 4208/18

Parameter/MapameTp

Acceptance criteria/ KpuTtepii npuitnaTtHocTi

Result/PesynbtaT

Appearance / Onuc

Soft, matte, ovoid capsules, off-white
coloured/M’saki martosi Kancy/M oOBanbHOI
DOPMU KPEMOBOTO KO/bOPY

Conforms / Biancseigae

Identification (UPLC) /
lgeHTudikauia (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
YTRPUMYBaHHA OCHOBHOIQ nixy Ha
Xpomartorpami BunpobyBaHOro Po3yYmHy mae
CMiBAAAATH 3 YACOM YTPMMYBAHHA OCHOBHOTO

Positive / [No3uTrsHui

MiKy Ha  xpomartorpami  CTaHZapTHOro

pO34YMHy, oaepwaHoro B Tecti «KinbkicHe

BU3IHAYEHHAY
Assay/ KinbkicHe Bu3HaueHHs | 95,0%-105,0% 103,0%
Disintegration/ Not more than 30min./He Binbwe 30 xs. 9 min/9 x..
PoznagaHHa®
Uniformity of dosage units/ 10 capsules: acceptance value{AV)<15,0 Complies/
OaHopigHicTh A030BaHUX 10 kancyn: npuiHaTHE 3HaderHa (AV)<15,0 Bianosigae
OAMHULUb 30 capsules: acceptance value(AV)<15,0 AV=4,0

30 Kancya: NpUiHATHE 3HaueHHa (AV)<15,0
Acceptable range 0,75 M to 1,25 M
Mpunyctumnid alanasok 8ia 0,75 M ao 1,25 M

Dissolution /Po3unHeHHA?

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

Average:100%/Cepeanii:
100% None: <95%/He
BMABAEHD: <95%
Complies:s1/Bignosinae: s1

Related substance:/ CtropouHi
LAOMilUKK*

Individual impurity/
IHguBigyansHa gomiwka

Not more than 0,15% / He Ginbwe 0,15%

0,04%
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Total impurities / Cyma
AoMilWOK

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

0,2%

Micrabial purity*2/
Mikpob6ionoriuna uncrora*?:
Total aerobic microbial count
(TAMC)/ 3aranbHa KinbKicTb
aepoBHMX MiKpOoOpPraHiamis
{TAMC)

Total yeast microbial count
(TYMC)/ 3aranbHa KinbKicTe
rpubis i gpixaxis (TYMC)
-Escherichia coli
-Pseudomonas 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 / BiacyThif 8 1r
Absent per 1g/ BiacyTHitt 8 1r
Absent per 1g / BiacyThiii B 1r
Absent per 1g/ BigcyTHii B 1r

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

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

Absent per 1g / Biac. 8 1r
Absent per 1g/Biac. s 1r
Absent per 1g/ Bigc. s 1r
Ahsent per 1g / Biac. 8 1t

*- Apply to retest/ 3aCTOCOBYETBCA NPY NOBTOPHOMY aHani3i

1-testing frequency accerding to stability protocol/ 1- yacToTa BMNpoByBaHHA B8IANOBIAHO NPOTOKOAY

crabinbHoCTi

2-oral and vaginal use/2-a19 0panbHOTO i BariHaAbHOrO BUKOPUCTAHHA
The batch meets the requirements of QCM for MA Ne UA/15255/01/02/ Cepin signosigae sumoram MKA go PN Ne

UA/15255/01/02.

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 imparting country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP/ Lium a
niaTBEPMAMKYID, WO BWUEHaBeAgHa iHGOPMaLis € A0CTOBipHOK Ta TouHow. La cepia npoavkuii 6yna BurotoB/ieHa
(BKAIO4EKOYM YNEKOBRY/MapKYBEHHA), | KOHTPOAL AKOCTI NPOBEAEHMI Ha 3a3HaveHi¥ BUMPOBHWYIA AlnbHWMUI ¥ noBHIRA
BignosiaHocTl A0 Bumor GMP, BCTaHOBABHUX MICLEBUM DEryAsTOPHUM ORraHom, 3 TaKOXK BiANoBiAHO A0 cneumdikaull 4o
PN Hanpenapar. NpoTokonu BMpobHMUTBA, YNaKOBKK Ta aHanisu Oyau nepernaHyTi Ta BCTAHOBNEHO BiANOBIAHICTL BUMOTam

GMP.

Issued by / BoigaHo

Qualified Person / YnonHomoueHHOE AULLO :
Silvia Posado Perez/Cunbsus lMocado MMepec

Date / flata:14 .12.2020




: ,[[EP}KHIKCHY}KBA
TEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH VY KHUIiBCHKIN OBJACTI

npocnekt Banepis Jlo6anoBebKoro, 51, M. Kuie, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@_dls.gov.ua.https;ﬁwww.dls.ao\’@, Kon €JIPIIOY 37078774

BUCHOBOK

npo sIKicTh BBE3€HOro B VY kpainy JiKapcbKOro 32c00y

28.04.2021 Ne 21228/21/10

[IPOrMHOPM OBO

(HaiiMeHYBaHHA NiKapChKOTO 3ac00Y 3FiAHO 3 PEECTPALLIHHAM NOCBIAMCHHAM)
xancyJn M siKi no 200 mr no 15 kancya M'sIKHX y OaicTepi; mo 2 daicTepH y nayii

(thopMa BUIYCKY, A03YBAHHA, BUI NakyBaHHs J1IKapCLKOTO 3ac00y)

Homep peecTpauiiiHoro Mnocsi4eHHs UA/15255/01/02 ctpok aii peecTpauifiHoro nocsidexHs 21.06.2021

Cepia nikapcbkoro 3acody Ne LF21916A KinbKicTh BBE3EHOTO JiKapcbKOro 3acody 2880
BipoOHHK JIABOPATOPIOC JIEOH ®APMA C.A., [criaHist
(HakiMeHyBanHs BUPOGHHKA NKAPCLKOTO 3ac00y, KpaiHa MOXOLKCHIHA)
Bee3eHo B YKpaiHy CniibHe YKpaiHCbKO-eCTOHCbKE nianpHeMCTBO Y GopMi TOBAPHCTBA
3 0GMeskeHO0 BIMOBIAAILHICTIO vOnrima-®apn, JITA", inent. xoa:
21642228

(HaiMeHyBaHHs Ta ko 3a €APTIOY fopuaHH0i 0coGu abo npizeHLLe, iM's, 110 6aTBKOBI (hi3HUHOT
0COOH - MANPHEMLS, iT MiCLE NIPOKHBAHHA T peecTpaLtiitiiii HOMEP 0011KOBOT KapTKK NIATHHKD
[01ATKIB 00 Cepis Td HOMEP Macnopra)

T1pOTOKO Bi3yalbHOTO KOHTPOJIO BiA 22.04.2021 Ne 1275/19.

3a pe3yibTaTaMH JEPiKABHOIO KOHTpOJIO  BCTAHOBJIEHO, 1O AiKapchKHii 3aci6  BBeseHo B YKpalHy 3

JAOTPHMAHHSAM sumor 3aKOHOJABCTBRA 00 3a0e3neyeHHs OCTI J1IKApPCHRIX 3ac00iB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPIi JIKAPCbKOIO 3ACOBY

Name of product / Hassa npoaykty
(strength, dosage form, package size and
type / A03yBaHHA, Nikapcbka popma, posmip

i TMN yNaKkoBKK)

PROGYNORM OVO, soft capsules, 200 mg ,15 soft capsules per
blister, 2 blisters per pack/ MPOTMHOPM OBO, kancynu m’siki, no 200
mr, no 15 Kancyn m’akux y 6nicrepi, no 2 6nictepwu y nauu.

Active substance / ajitoya peucsuHa

Progesterone 200 mg/MporectepoH 200 mr

Manufacturing country / kpaiHa-BupOOHUK

Spain/lcnaHin

MA number / Homep PI1

UA/15255/01/02

Batch number and size / Homep cepii Ta

LF21917A/ 6014 packs/ynakosok

po3mip
Date of manufacture / flata BUpoBHULTBA 11.2020
Expiry date / Tepmin npugaTHocTi 14..2023

Name, address and

niueHsii BupoBHMYOT AinbHuLI

license number of
manufacturing site / Haszga, agpeca Ta HOMER

LABORATORIOS LEON FARMA S.A.,Poligono Indusrtial Navatejera,
C/La Vallina s/n, Villaquilambre-Leon, Spain/ TJABOPATOPIOC JIEOH
®APMA C.A., NoniroHo IHaycTpians Hagatexepa, ByA. Jla BaneiHa
6/H, Binbakinambpe, JleoH, lcnadia/ Manufacturing License Ne
4208E/MiueHsia Ha supobHuyTeo Ne 4208E

GMP certificate or

Ha EudraGMP

EudraGMP
numbers / GMP ceptudikat abo nocMnaHHs

reference
GMP Ne 4208/18

Parameter/MapameTp

Acceptance criteria/ Kputepii npuiiHAaTHOCTI

Result/Pesynbrar

Appearance / Onuc

Soft, matte, ovoid capsules, off-white
coloured/M’aki maToBi Kancynu OBanbHOI
GOpPMK KPemoBOro KONbLopY

Conforms / Bignosigae

Identification (UPLC) /
IneHTudikayia (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 OCHOBHOrO nixky Ha
xpomaTorpami BunpobysaHoro pos4MHy mae
CniBNaaaT 3 4acom yTPUMYBaHHA OCHOBHOTO
niky Ha  xpomatorpami  CTAHAApPTHOIO
pO34YMHY, oaepsKaHoro B TecTi «KinbicHe
BM3HA4YEeHHA»

Positive / MMO3UTUBHMIA

Assay/ KinbkicHe BusHadeHHa | 95,0%-105,0% 102,2%
Disintegration/ Not more than 30min./He 6inbwe 30 x8. 10 min/10 xB.
PosnapaHHa*

Uniformity of dosage units/ 10 capsules: acceptance value(AV)<15,0 Complies/
OpHopigHicTe AO30BaHUX 10 Kancyn: npuitHATHE 3HaveHHA (AV)<15,0 Bianosinae
AnuLULLL 30 capsules: acceptance value(AV)<15,0 AV=3,0

30 Kancyn: NpUAHATHE 3HaYeHHAa (AV)<15,0
Acceptable range 0,75 M 10 1,25 M
MpunycTumuia aiana3ox 8ia 0,75 M 0o 1,25 M

Dissolution /Po3uuHeHHA?

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

Average:94%/CepepnHiit:
94% None: <80%/He
suasneHo: <80%
Complies:s1/Biagnosigac: sl

Related substance:/ CTopoHHi
Aomilku®

Individual impurity/
IHAMBIAYabHA JOMILLKA

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

0,04%
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Total impurities / Cyma
AOMILIOK

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

0,2%

‘Wiicrobial purity*?/
Mikpobionoriuna uncrora*?:
Total aerobic microbial count
(TAMC)/ 3aranbHa KinbKicTb
aepobHUX MiKpoopraHismis
(TAMC)

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

Not more than 10? CFU/g / He Binbwe 102

KYO/r

Not more than 10! CFU/g / He 6inbwe 10"

KYO/r

Absent per 1g / BigcyTHii 8 1r
Absent per 1g / BigcyTHiti B 1r
Absent per 1g/ BiacyTtHin g 1r
Absent per 1g/ BigcyTuii 8 1r

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

< 10 CFU/gl{< 10 KYO/T)

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

*. Apply to retest/ 3aCTOCOBYETLCA NPU NOBTOPHOMY aHaniai

1-testing frequency according to stability protocol/ 1- yactota BunpobysaHHsA BiAN0BIAHO NPOTOKOAY

crabinbHOCTI

2-oral and vaginal use/2-ans 0panbHOrO i BAriHa/bHOTO BUKOPUCTAHHS
The batch meets the requirements of QCM for MA Ne UA/15255/01/02/ Cepia signosigae sumoram MKA o Pl Ne
UA/15255/01/02.
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and guality 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/ Uum 5
NiATBEPAMKYIO, WO BUlleHaseleHa inbopmauia € AOCTOBIPHOK Ta TOYHOIO. Us cepia npoaykuii 6yna BuroTosneHa
(BKAKOUAOUM YNAKOBKY/MapKyBaHHa), i KOHTPO/b AKOCTI NPOBEAEHMI Ha 3a3HaueHin BUpOBHMYIl AinbHUUT Y NOBHIK
BignosiaHoCTi A0 BMMOT GMP, BCTAHOBNEHUX MICLUEBMM PErynaTopHUM OpraHom, a Takox BiAnosigHo Ao cneyundikauii Ao
P Ha npenapar. [IpoToKoAW BUPODHUMLTE], YNaKOBKN Ta aHanisn Byam nepernaHyTi Ta BCTAHOBAEHO BiANOBIAHICTL BUMOram
GMP.

Issued by / BeigaHo
Qualified Person / YnonHoMOYeHHOE NULO :
Silvia Posado Perez/Cunssus Mocado [lepec

Date / Jata:14 .12.2020
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JEPXJINIKCJIIV)XBA
AEP)KABHA CJIYXKBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMIBCBHKI OBJIACTI

npocnext Banepis JloGaHoscbkoro, 51, m. Kuis, 03] 10, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €IPTIOY 37078774

BHCHOBOK
Ipo SiKiCTL BBE3€HOr0 B Ykpainy Jgikapcbkoro 3aco0y

10.06.2021 Ne 29221/21/10

IIPOTMHOPM OBO

(HalimeHyBaHHA Tikapcekoro 3aco0y 3riHO 3 peecTpatifHHM TMOCBIIYEHHAM)
Kancyan M axi mo 200 mr oo 15 KAaIcyJ1 M'SKHX y 6aicrepi; mo 2 OJricTepH y maw4mi

(dpopma Bumycky. no3ynanns, Bua IaKyBaHHA JiKaPCEKOro 3acoby)

Howmep peectpauiiiroro nocsimaenns UA/15255/01/02 CTPOK Aii peecTpauiittoro moceimuenns 21.06.2021

Cepin nikapcekoro 3aco6y Ne LF21917A KinkicTs BBeseHoro nikapcrkoro saco6y 1440
Bupo6uuk JIABOPATOPIOC JIEOH ®APMA C.A., Icnianis
(HaliMeHyBaHHS BHPOGHHKA JiKapceKoro 3acoby, kpaina MOXOIKEHHS )
BeeseHo B Vkpainy CrinbHe ykpalHChKO0-eCTORChKe mianpueMcTBo y dopmi ToBaprCTBa
3 06MexeHoI0 BiinoBiganbLRicTIO "OnTtima-Dapwm, JITI", inenr. xon:
21642228

(HafiMeHyBaHHS Ta koJ 32 E[IPITOY 1opunuHoi 0cobr abo Tpi3BHILe. iM'5. 10 6aTbkoBi BisuuHOi
0cobH - mimnpremus, i Micue NPOKHBAHHSA Ta PEECTPALIHHUHA HOMEp 06TiKOBOT KapTKH IL1aTHHKa
nozaTkis abo cepis Ta Homep nacrnopra)

IpoTokon sisyansHoro konTpomo Bin 27.05.2021 N 1774/15.

3a pesynbTaTamMm JepxkaBHOrO KOHTDOMIO ~ BCTAHOBNIEHO, IO JiKapcHKHMM 3aci6  BBezeHo B VYkpainy 3
JOTPpMMAaHH HMOT 3aKOHOJABCTEA MO0 3a6e3nedeHHs AKOCTi JiKapChKHX 3aCc00iB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPIT JIKAPCLKOIO 3ACOBY

i TUN yNaKkoBKu)

Name of product / Hazea npogykTy
(strength, dosage form, package size and
type / A03yBaHH®, Nikapcbka Gopma, po3mip

PROGYNORM OVO, soft capsules, 200 mg ,15 soft capsules per
blister, 2 blisters per pack/ MTPOrTMHOPM OBO, kancynu m’ski, no 200
mr, no 15 kancyn m’akux y 6nictepi, no 2 6nictepu y nadu.

Active substance / giloya pedosuHa

Progesterone 200 mg/Mporecrepon 200 mr

Manufacturing country / KpaiHa-BUpOBHUK

Spain/lcnaHis

MA number / Homep P

UA/15255/01/02

Batch number and size / Homep cepii Ta

LF21918A/ 6173 packs/ynakoBoK

po3mip
Date of manufacture / [lata sBupobHMLTBa 11.2020
Expiry date / TepmiH npuaaTHoCTi 11. 2023

Name, address and

niyeHsii BUpPoBHUYOI AiNbHUL

license number of
manufacturing site / Ha3sa, aapeca Ta Homep

LABORATORIOS LEON FARMA S.A.,Poligono Indusrtial Navatejera,
C/La Vallina s/n, Villaquilambre-Leon, Spain/ IABOPATOPIOC JIEOH
®APMA C.A., MoniroHo IHaycTpians HasaTtexepa, Bya. J1a BanbiHa
6/H, Binbarkinambpe, NleoH, lcnania/ Manufacturing License Ne
4208E/NiueHsia Ha eMpobHUUTBC No 4208E

Ha EudraGMP

GMP certificate or EudraGMP reference
numbers / GMP cepTudikat abo nocrnaHHA

GMP Ne 4208/18

Parameter/Mapamertp

Acceptance criteria/ Kputepii npuliHaTHocTi

Result/PesynbTar

Appearance / Onuc

Soft, matte, ovoid capsules, off-white
coloured/M’aki maToBi Kancyau 0OBaNbHOI
hopMKU KPEMOBOTO KOALOPY

Conforms / Bignosigae

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
YTRPUMYBaHHA OCHOBHOTO niky Ha
XpomaTtorpami BunpobyBaHOro po34YMHy mae
CNiBNagaTv 3 Yacom YTPMMYBaHHSA OCHOBHOTO

Positive / Mo3UTUBHWIA

niky Ha  XpomaTorpami  CTaHAapTHOro

pPO34MHY, oJeprwaHoro B TecTi «KinbKicHe

BU3HAYEHHA»
Assay/ KinbkicHe Bu3aHadenHsa | 95,0%-105,0% 101,5%
Disintegration/ Not more than 30min./He 6inbwe 30 xB. 8 min/8xs..
Po3nagaHHa*
Uniformity of dosage units/ 10 capsules: acceptance value(AV)<15,0 Complies/
OpHOPIgHICTD A030BaHUX 10 Kancyn: npuAHATHE 3HaYeHHs (AV)<15,0 Bianosinae
OAMHULb 30 capsules: acceptance value(AV)<15,0 AV=2,1

30 Kancyn: NpUAHATHE 3HaveHHA (AV)<15,0
Acceptable range 0,75 M to 1,25 M
MNpunycTumuia aianasod 8ig 0,75 Moo 1,25 M

Dissolution /Po3unHenHs?

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

Average:98%/CepenHiii:
98% None: <89%/He
BUABNeHO: <89%
Complies:s1/Biagnoeigae: sl

Related substance:/ CropoHHi
aomiwkm*

Individual impurity/
IHAuBIiAYanbHa AomillKa

Not more than 0,15% / He Binbwe 0,15%

0,04%
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Total impurities / Cyma
AOMILLOK

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

0,2%

Microbial purity*2/
MikpobionoriuHa uucrora*?;
Total aerobic microbial count
(TAMC)/ 3aranbHa KinbKicTb
aepobHMX mikpoopraHismis
(TAMC)

Total yeast microbial count
(TYMC)/ 3aranbHa Kinbkictb
rpubis i gpixkpgis (TYMC)
-Escherichia coli
-Pseudomonas Aeruginosa
-Staphylococcus Aureus
-Candida Albicans

Not more than 10 CFU/g / He 6inbwe 102
KYO/r

Not more than 10! CFU/g / He Binbwe 10%
KYO/r

Absent per 1g / BigcyTHiit 8 1r
Absent per 1g / BiacyTHii 8 1r
Absent per 1g / BigcyTHiit 8 1r
Absent per 1g / BiacyTHiin B 1r

40 CFU/g (40 KYO/r)

10 CFU/g(10 KYO/r)

Absent per 1g / Biac
Absent per 1g / Biac
Absent per 1g / Biac
Absent per 1g / Bigc

.B1r
.8 1r
.8 1r
.8 1lr

*- Apply to retest/ 3acTocoByeTbCA NPU NOBTOPHOMY aHani3i

1-testing frequency according to stability protocol/ 1- 4yacToTa BUnNpobyBaHHA BiANOBIAHO NPOTOKONY

cTabinbHoCTi

2-oral and vaginal use/2-ans opanbHOro i BariHaibHOTO BUKOPUCTaHHA

The batch meets the requirements of QCM for MA Ne UA/15255/01/02/ Cepis Bianosigae sumoram MKA ao PN Ne

UA/15255/01/02.

| 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 a
NigTBEPAMYIO, WO BUUeHasefeHa iHGopmauia € AOCTOBIpHOK Ta TouHOw. LR cepisa npogykuii byna surotosnexHa
(BK/OYAKOYKM YNAKOBKY/MapKyBaHHA), | KOHTPONL AKOCTI NposefeHWi Ha 3a3HadyeHil BUPOBHWYIA AiNbHULI Y NOBHIK
BiANOBIAHOCTI A0 BMMOr GMP, BCTaHOBAEHWUX MICLLEBUM PETYNATOPHUM OPraHom, a TakoX BiANOBIAHO A0 cneuundixauii ao
PM Ha npenapar. [[poTOKOM BMPOBHULITBA, YNAKOBKM Ta aHaNi3M ByiM NepernaHyTi Ta BCTAHOBAEHO BiANOBIAHICTL BUMOram

GMP.

Issued by / BbigaHo

Qualified Person / YnonHomo4YeHHOE AWLO :

Silvia Posadoe Perez/Cunvsus lMocado [lepec
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JIEPXJIKCIIYXKBA
AEPIKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npocnexT Banepis Jlo6anoscekoro, 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
PO AKICTHL BBE3EHOro B YKpaiHy JikapchbKoro 3aco0y

17.06.2021 Ne 32769/21/10

ITPOIr'MHOPM OBO

(HaMeHyBaHHA NiKapckKoro 3acoby 3riiHo 3 PEECTPALLIHHHM NOCBIAYEHHAM)
Kancysu M aKi 1o 200 mr no 15 kancya m'sikux y 6aicrepi; o 2 OJiicTepH y navii

((popma BHUNYyCKY, 103yBaHIA, BHA NAKYBAHHS JiIKAPCLKOTO 3acody)

Homep peectpauiiitoro nocsinuenns UA/15255/01/02 crpok aii peectpauiiinoro nocsimuenns 21.06.2021

Cepis nikapcbkoro 3acody Ne LF21918A KinbKicTs BBE3eHOrO Jikapcbkoro 3acody 2880
Bupotuuk JIABOPATOPIOC JIEOH ®APMA C.A., Icnanuis
(naliMeHyBaHHs BUPOGHHKA JlikapcbKoro 3acoby, kpaiHa MOXOKEHHS)
Beesero B Vkpaity CninpHe yKpaiHChK0-ecTOHCEKE NNPHEMCTBO y (hopMi TOBApHCTBA
3 00mesxkeHol0 BinnoBigaabHicTo "'OnrimMa-®apm, JITL", izenr. kon:
21642228

(nakimenyBanns Ta koa 3a €JIPIIOY 1opuanuHoi ocobu abo npiseuuie, iM's, 10 GaTbKoBi tiznunoi
0CO0H - niANpUeEMLS, 1T MiCLIC POKUBAHHA Ta peecTpaLifiHui HOMEp 00IKOBOT KAPTKH MIaTHUKA
10/1aTKiB abo cepis Ta HOMep nacropra)

IIpoTtokoa BisyansHoro kontpomo Big 10.06.2021 Ne 1995/12.

3a  pesynbTaTaMH ePKaBHOTO KOHTPOJIO BCTAHOBNEHO, i nikapcekuil  3aci6 BBeseHO B VkpaiHy 3

BHUMOT 3aKOHOJABCTBA 10110 3a0e3neueHHs AHOCTi NikapchbKHX 3aco6iB.
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