Bnank komnanii

Ceptudikar sakocti Ne 806114UA12V-1

HaimeHyBaHHsA npoayKuii: rNHO®NIOP
KpaiHa-imnoprep: Ykpaina
JdepxaBa-BUpPOOHHUK: Lsenyapis
Homep peecTpauiitHoro

nocBigveHHsA: UA/1851/01/01

Cuna AOillakTUBHICTL:

1 TabneTka BariHanbHa MicTUTb: 100 MiNbNOHIB XKUTTE3OAATHUX
Bakrepin Lactobacillus acidophilus, 0,03 Mr ecTpiony

NMikapcbka copma:

TabneTku BariHanbHi

Po3Mip Ta TUN NakyBaHHA:

no 6 TabneTok y Bnictepi; no 2 Grictepy(v) B KAPTOHHIA kOPOOU

Homep cepii: 806114

Poamip cepii: 24494 ynakosok

[ara BupobGHuurBa: 23.04.2024

[ara 3akiH4eHHs TepMiHy 04.2027

npuoaTrHocTi:

HaimeHyBaHHA, KoHTponk AKOCTi Ta BUNYCK cepii:

MicLle3HaXOMKEeHHSA,
HOMEpM niueH3in Ta

cepTtudikaru BignoeigHocTti GMP
BCiX AiNbHUUbL 3 BUpoBHUUTBA Ta

KOHTPOSH AKOCTI:

Meginosa AT,
Err6roxnwrpacce 28, 8050 Liiopux, LI.IBeﬁj:apiﬁ

HoMmep niyeHsii: 511165
ceptudikat signosigHocti GMP: GMPE-C

BupoBHMUTBO, NepBUHHE Ta BTOPUHHE NaKyBaHHA:
Xaynt ®apma Amaper 'mMBX,
[oHayctayde wrpacce 378, 93055 Perencbypr, Himeu4uHa
Homep niuensii: DE_BY_05_MIA_2024_0020

cepTudikaT signosigHocTi GMP: DE_BY_05_GMP_2024_0039

-1005108

Moka3HuK MeToa KOHTpOno Bumoru cneuundpikauii Pe3ynbTaTu KOHTPONHO
. TabneTtku anerka 6exeBoro
Onuc E(ga:(be:iﬂ KONbOpY, 3 BKpanneHHAMY, Bignosigae
AoCllA [ABOONYKNi, OBaneHoi hopmu
MeToauka cdipmu
Maca €0 295 855 mr - 945 mr 896 mr
P Bignoeinae sumoram ; g
OpHopigHicTe Macu €295 EBponericokol dapmakonei Bignosigae
Po3napaHHs €0 292 <30 xe <2 xB
loeHTUdikadin Metoavka cipmu
- Ectpion - TWX MoauTneHa Bianosigae
- BEPX MozuTnBHa Bianosipae
- Lactobacillus acidophilus MeTtoawka cipmu MosutusHa Bignoeigae

MikpoGionoriyHui
meToa

KinbkicHe BU3Ha4YeHHSA
- EcTpion

MeToauka cipmu

28.5 - 33.0 mkr/Tabn.

30.1 mkr/Tabn.

- BEPX (95 - 110%) (100.2 %)
- Lactobacillus acidophilus MeToaunka tipmu 1x108 - 1x10'% KYO/1abn. 8x108 KYO/tabn.
MikpoBionoriyHui
meToz
g =
OpHopigHicTb o30BaHUX T p,n?_lzemg)l(o?él( N11(;0.0 "
oAMHULL €0 2.9.40 PREAY Bignosigae

- EcTtpion

ypaxyBaHHsiM "sunagky 1"
L1=15.0(n=10)

OoMiwkun
- Jomiwka A

MeToauka cipmm
- BEPX

£0.5%




lMoka3HUK MeToA KOHTpOn Bumoru cneumdikauii | Pe3ynbTaTu KOHTPOJTHO

Mikpo6ionoriyHa yucToTa €d51.4
(Mpenapatu aAns |

e BariHanbHOro 3acToCyBaHHS)

TAMC 26.12 S102KYO/r <10 KYOIr
TYMC 2.6.13 <10'KYO/r ‘ <10 KYO/r
Pseudomonas aeruginosa o BiacyTHicTb/r BigcyTHi
Staphylococcus aureus BiacyTHicTb/r BigcyTHi
Candida albicans BigcyTHicTb/T ‘ BigcyTHi
KomeHTapi:

Lium 51 3acBinuyto, Wo HaBeaeHa BuLe iHhopMauis € AOCTOBIPHOIO Ta TOYHOIO. Lo cepiLo npoaykuii 6yno sBupo6neHo,
BKIIOYAIOYM NaKyBaHHA/MapKyBaHHs Ta MPOBEAEHO KOHTPOnb ii AKOCTI Ha BULLE3a3HaYeHIW AiNbHULI Yy NOBHIN
signoBigHocTi 3 BUMoramu GMP, BCTaHOBNEHUMM MICLUEBUM PerynsaTopHUM OpraHoM, a TakKoX BianoBigHO Ao
cneuudikauiit, Wo MICTATLCA Y peecTpauitHoMy A0ChLE KpaiHu iMnopTepa. MpoTokonu BUpOOHULTBA, NaKyBaHHA Ta
aHanisis 6yno nepernsiHyTo Ta BCTAaHOBMNEHO BiANOBIAHICTb GMP

N. Kubli, YnosHoBaxeHa Ocoba

Mignuc: /nignucano/ Nara: 06 cepnHs 2024
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«» medinova

Certificate of quality # 806114UA12V-1

Product name: Gynoflor®

Importing country: Ukraine

State of manufacturer: Switzerland

Registration certificate number: UA/1851/01/01

Strength/potency: 1 tablet vaginal contains: viable bacteria Lactobacillus acidophilus
100 million, estriol 0.03 mg

Dosage form: vaginal tablets

Package size and type: 6 tablets in a blister; 2 blister(s) in a carton box

Batch number: 806114 ‘

Batch size: 24494 packs \

Date of manufacture: 23.04.2024 ‘

Expiry date: 04.2027 \

Name, address, number of license Quality control and batch release:

and Medinova AG, L

certificate of GMP Compliance | Eggbuhlstrasse 28, 8050 Zurich, Switzerland

of all manufacturing and quality License # 511165 ‘

control sites: Certificate of GMP Compliance #J Ne GMPE-CH-1005108
Manufacturing, primary and sebondary packaging:
Haupt Pharma Amareg GmbH,
Donaustaufer Strasse 378, QSOSP Regensburg,
Germany
License # DE_BY_05_MIA_2024_0020
Certificate of GMP Compliance #
DE_BY_05_GMP_2024_0039

\

\

: The results of
Parameter Method of control Requirements of speciﬂcarlon cantrol
; Slightly beige, spotted, oval, .
Appearance Visual biconvex tablets W Complies
Mass Company’s method 855 mg-945 mg | 896 mg
Ph. Eur. 2.9.5 |
|
Uniformity of mass Ph. Eur. 2.9.5 Complies with Ph.Eur Complies
=T
Disintegration Ph. Eur. 2.9.2 < 30 min <2min
Identity Company's method ‘
e Estriol -TLC Positive Complies
-HPLC Positive ‘ Complies
o Lactobacillus acidophilus Company's method Positive Complies
- Microbiological ‘
Assay
e Estriol Company's method 28.5 - 33.0 pg/tablet ‘ 30.1 pgltablet
- HPLC (95-110 %) (100.2 %)
e Lactobacillus acidophilus Company’s method 1x108-1x101° CFU/tablgt
- Microbiological ‘

A
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Parameter Method of control Requirements of specification Thec':;‘:::f of
I . T for estriol=100.0% -
Ufg:{r"l:;fy of dosage units Ph. Eur. 2.9.40 Calculation M with a glance “case 1" Complies
L1=15.0 (n=10)
Impurities Company’'s method
- Impurity A - HPLC <0.5% 0.15%
Microbiological quality Ph. Eur5.1.4
(products for vaginal use)
« TAMC Ph. Eur. <102 CFU/g <10 CFU/g
¢ TYMC 2.6.12 <10" CFU/g <10 CFU/g
« Pseudomonas aeruginosa 2.6.13 Absence/g Absent
« Staphylococcus aureus Absence/g Absent
« Candida albicans Absence/g Absent
Comments:
i

| hereby certify that the above information is authentic and accurate. This batch of pr ﬁUCt has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) 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.

N. Kubli, Head of Quality Co!

Signature: //, /j Date: us'AIIB. ZBZL
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NEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBHKIA OBJIACTI

npos. Ceitimunoi Hanii, 3, m.Kuis, 02099, Ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOT0 B YKpaiHy JiKapchbKOro 3aco0y
12.09.2024 Ne 45435/24/10
I'THO®DJIOP

(HailiMeHyBaHHS JiIKapCLKOTro 3aco0y 3riJHO 3 PEECTpaLifHUM MOCBITYEHHM)
Ta0J1eTKM BarinajbHi, 1o 6 Tabd/eTok y 6JicTepi; mo 2 6JicTepu B KApTOHHIA KOpoOLi
(¢popma BUITyCKY, 103yBaHHA, BU/ 1aKyBaHHsl JiKapChbKOro 3acoby)

Howmep peecrpauiittoro nocsiguenns UA/1851/01/01 crpox nii peecrpauiittoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 806114 KinbkicTb BBe3eHOro mikapebkoro 3acody 16128

BupoGuuk MeninoBa Al', [lIBeiinapis
(naiiMeHyBaHHA BUPOOHHMKA JIIKAPCHKOTO 3ac00y, KpaiHa IOXOIKEHHS)

Baesero B Ykpainy ToBapucTBO 3 06MeskeHO0 BinoBigaabHicTo '"JIEJIBTA
MEJIKEJI", inent. kon: 39448817

(waitmenyBanus Ta kozt 3a EJPTIOY ropuauuroi ocobu abo npissuie, im's, Mo 6aTbKOBI
dizuuHOi 0cOGH - MixnpHeMIs, Ti MiCLie IPOXKHBAHHSA Ta peecTpalifHuil HoMep 001iKOBOT
KapTKH IUIATHHKA [OJaTKiB abo cepis Ta HOMep MacropTa)

IpoTokon BizyansHoro koutpomo Bix 11.09.2024 Ne 2697/4.

3a pe3ynbTaTaMM JIEPXKABHOTO KOHTPOJIKO BCTAHOBJIEHO, IO JlKapChKWH 3acib BBe3eHO B VYKpaiHy 3

AOTPHUMAHHAM BHMOT 3aKOHOAABCTBA 100 3a0e3rneYeHHs IKOCTI JTIKapCbKHX 3ac00iB.

/é @A/ Bixrop ( CTE®KIBCHKHIA
Vi




Y

JEPXKABHA CJIYKFBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM V KHIBCBHKIN OBJIACTI

npos. Ceitinunoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
NpPo AKICTL BBE3€HOI0 B YKpPaiHy JiKapchbKOro 3acody

04.02.2025 Ne 3136/25/1011

I'THO®JIOP

(HalMeHYBaHHSA JIKapCBKOTO 3aco0y 3riIHO 3 peecTpaLifiHHM I10CBIIYEHHAM)
Ta0JIeTKH BariHaJIbHi, 110 6 TadjeTok y GJicTepi; mo 2 GaicTepu B KAPTOHHIH Kopo6ui

(dbopma BunyCKy, 103yBaHHA, BH/ IAKYBaHHA I1iKapcLKOro 3acoby)
Homep peecrpauiitroro moceiggenns UA/1851/01/01 crpox xii peectpamiitnoro mocsimuenns 01.01.2099
Cepis nikapcekoro 3acofy Ne 806114 KinsKicTh BBe3€HOTO NTiKapchKoro 3acoby 8366

Bupo6uuk MeninoBa AT, lIBefinapis

(HaliMeHyBaHHs BHPOOHHKA MKapCcEKOTo 3acofy, kpaiHa NOXOKEHHS)

Baesero B Yipainy Tosapuctso 3 o6mexeHor Bianosinaasuictio "JIEJIBTA
MEJIIKEJ", inent. kon: 39448817

(naiimenyBanks Ta Koz 3a €/IPIIOY ropunuunoi ocofH abo npi3sulle, iM'a, 110 6aTbKOBI (isudHOT
ocobu - nianpuemns, i Miclie TPOKHBAHHS Ta PEECTPALIAHMH HOMEP 06/1iKOBOT KAPTKH MIATHHKA
nojatkis abo cepis Ta HOMep Nacnopra)

IMporokoa Bisyansnoro koarpomo eix 28.01.2025 Ne 0214/4.

3a pesynbTaTamM JIEP/KaBHOTO KOHTPOJNK) BCTAHOBJIEHO, WO JIiKapchkuil 3aci6 BBeseHo B VYkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOJAECTBA MIOHO 3a0€3MeYeH s AKOCTI TKapCEKHX 3aC001B.

Onsra EPLOMEHKO

{nianuc) (imiuiamu Ta npissuie)

CEPTHOIKATIB

%*
M




BnaHk KoMmnaHii

Ceprudikar akocti Ne 806074UA12V-1

HaimeHyBaHHA npoayKuii: MNHO®IOP
KpaiHa-imnoprep: YkpaiHa
OepxaBa-Bupo6HHUK: LWeenuapisa
Homep peecTpauiiHoro

NOCRBigYEeHHA: UA/1851/01/01

1 TabneTka BariHanbHa MicTUTb: 100 MINBAOHIB XUTTE3AATHUX
HakTepin Lactobacillus acidophilus, 0,03 mr ecTpiony

Cuna pgii/akTuBHICTb:

NikapcbkKa dopma: TabneTkn BariHanbHi

Po3amip Ta TUN nakyBaHHA: no 6 TabneTok y Bnictepi; no 2 Bnictepy(n) B KAPTOHHIA kopobui

Homep cepii: 806074

Po3aMmip cepii: 24421 ynakoBoK

[aTta BupobOHUUTBA: 18.04.2024

[arta 3aKkiH4eHHA TepMiHy 04.2027

npuaaTHocCTI:

HaimMmeHyBaHHA, KoHTponb AKOCTi Ta BUNYycCK cepii:

MegiHosa Al
Err6loxnwTpacce 28, 8050 Liopux, LLseuapis
Homep niueHsii: 511165
cepTudikat eignosigHocTi GMP: GMPE-CH-1005108

MiCLe3HaXOoXKEeHHSA,
HOMepM nileHsin Ta
cepTudikaru BinpnosigHocti GMP
BCiX OiNnbHMUb 3 BUpobHMUTBa Ta

KOHTPOIH AKOCTI:
Bupo6HMUTBO, NEpBUHHE Ta BTOPUHHE NaKyBaHHA:

Xaynt ®apma Amaper 'mMBX,
NoHnaycTayde wrpacce 378, 93055 PereHcbypr, HimeudunHa
Homep niuenzii: DE_BY_05_MIA_2024_0020

cepTtudikaT eignosigHocti GMP: DE_BY_05_GMP_2024_0039

MokazHuk MeToa KOHTpONHO Bumoru cneuudpikadii Pe3ynbTaTu KOHTPOMHO

TabneTkn anerka 6exesoro

Onuc E{'%an::iﬂ KONbOPY, 3 BKpanneHHAMM, Bignosigae
A K JBOONYKNi, OBaNLHOI hopMu
MeToguka cdipmu
Maca €0 295 855 mr - 945 mr 906 mr
. Bignosinae eumoram . .
OpaHopigHicTe Macu €P 2.95 EBponeiicbkol dapmakonei Bignosigae
Po3nagaHHA €9 292 <30 xe <2 XB
loeHTUdiKauin MeToguka cipmu
- Ectpion - TWX MNoanTueHa Bignosigae
- BEPX Mo3uTtneHa Bignosigae
- Lactobacillus acidophilus MeToaunka dipmu MoanTnBHa Bignosigae

MikpoBionoriqHuia
meTod

KinbkicHe BU3Ha4YeHHs
- Ectpion 30.5 mkr/Tabn.

(101.6 %)

28.5 - 33.0 mkr/Tabn.
(95 - 110%)

MeToawnka dipmu
- BEPX

MeToauka ipmu 1x108 - 1x10'° KYO/Tabn. 4x108 KYO/Tabn.

- Lactobacillus acidophilus ! y _
MikpoBionoriyHui

MeTon
- = =
OnHOPIAHICTL A030BaHNX T MFE:JSE%K ,Jlgo'o i ‘ _
?Ez:v::; €0 2940 ypaxysaHHsm "sunaaky 1" Bignoeinae
P L+=15.0 (n = 10)
Oomiwku MeToavka tdipMu

- Jomiwka A

- BEPX

<0.5%




Moka3HuK MeToA KOHTpONK Bumoru cneuumdikauii Pe3ynbTaTu KOHTPONK

Mikpo6ionoriyHa yucroTta €0 51.4
(Mpenapatu Ana

BariHanbHOro 3acTocyBaHHs)

TAMC o5 <102KYO /T < 10 KYOIr
TYMC 2‘6'13 <10'KYO/r <10 KYO/r
Pseudomonas aeruginosa o BigcyTHicTb/r BigcyTHi
Staphylococcus aureus BigcyTHicTb/r BigcyTHi
Candida albicans BigcyTHicTH/T BigcyTHi
KomeHTapi:

BKMIOYAIONM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPONb ii AIKOCTi Ha BUwe a3HayeHi OiNbHULI Yy NOBHIN
signoBigHocTi 3 BuMoramu GMP, BCTaHOBIIEHUMM MICLEBUM PErynATOPHUM OpraHoM, a Takox BignosiaHo no
cneuudikauii, Wo MICTATLCS y peecTpallitHoOMy AOCLE KpaiHu imnopTepa. MpoTokonu BUPOGHULITBA, NaKyBaHHs Ta
aHanisiB 6yno nepernsHyTO Ta BCTAHOBIEHO BiANoBigHicTL GMP

Lium 51 3acBiavylo, Wo HaBeaAeHa BuLye iHopMaLia € LOCTOBIPHOI Ta TOYHO. Lilo ce%l:o npoaykuii 6yno Bupo6neHo,

N. Kubli, YnosHoBaxeHa Ocoba

Mignuc: /nignucaxo/ Oarta: 14 cepnHs 2024




. medinova

Certificate of quality # 806074UA12V-1

Product name: Gynoflor®
Importing country: Ukraine

State of manufacturer: Switzerland
Registration certificate number: UA/1851/01/01

Strength/potency:

1 tablet vaginal contains: viable bacteria
100 million, estriol 0.03 mg

Lactobacillus acidophilus

Dosage form:

vaginal tablets

Package size and type:

6 tablets in a blister; 2 blister(s) in a cart

on box

Batch number:

806074

Batch size: 24421 packs
Date of manufacture: 18.04.2024
Expiry date: 04.2027

Name, address, number of license
and

certificate of GMP Compliance
of all manufacturing and quality
control sites:

Quality control and batch release:
Medinova AG,

Eggbuhlstrasse 28, 8050 Zurich, Switzer!
License # 511165

Certificate of GMP Compliance

and

# Ne GMPE-CH-1005108

Manufacturing, primary and secondary packaging:

Haupt Pharma Amareg GmbH,

Donaustaufer Strasse 378, 93055 Regensburg,

Germany
License # DE_BY_05_MIA_2024_0020

Certificate of GMP Compliance #
DE_BY_05_GMP_2024_0039
Parameter Method of control Requirements of speclﬂcgtion Thec'::::::f ok
. Slightly beige, spotted, oval, ;
Appearance Visual biconyex tablsts Complies
Mass Company's method 855 mg-945 mg 906 mg
Ph. Eur. 2.9.5
Uniformity of mass Ph. Eur. 2.9.5 Complies with Ph.Eur Complies
Disintegration Ph. Eur. 2.9.2 < 30 min <2 min
Identity Company's method
e Estriol -TLC Positive Complies
-HPLC Positive Complies
e Lactobacillus acidophilus Company's method Positive Complies
- Microbiological
Assay
o Estriol Company's method 28.5 - 33.0 pg/tablet 30.5 ug/tablet
- HPLC (95-110 %) (101.6 %)
o Lactobacillus acidophilus Company's method 1x108-1x10'° CFU/tablet
- Microbiological




The results of

Parameter Method of control Requirements of specification o]
Unifermitof dosa it T for estriol=100.0%
) lEstrioly ° ge units Ph. Eur. 2.9.40 Calculation M with a glance fcase 1" Complies
L1=15.0 (n=10)
Impurities Company’s method
- Impurity A -HPLC £0.5% 0.15%
Microbiological quality Ph. Eur 5.1.4
(products for vaginal use)
¢ TAMC Ph. Eur. <102 CFU/g <10 CFU/g
e TYMC 2.6.12 <10' CFU/g <10 CFU/g
» Pseudomonas aeruginosa 2.6.13 Absence/g Absent
« Staphylococcus aureus Absence/g Absent
Absence/g Absent

¢ Candida albicans

Comments:

I hereby certify that the above information is authentic and accurate. This batch of pro
including packaging/labelling and quality control at the above mentioned site(s) in f
requirements of the local Regulatory Authority and with the specifications in the M
importing country. The batch processing, packaging and analysis records were re

compliance with GMP.

N. Kubli, Head of Quality C

Signature:

rol

Date:

14, AUE. 2024

duct has been manufactured,
ull compliance with the GMP
arketing Authorization of the
sviewed and found to be in




TIEPY)KABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KMIBChKINA OBJIACTI

npos. Citmmuroi Hapii, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody
12.09.2024 Ne 45434/24/10
I'THO®JIOP

(HaliMEHyBaHHs JTiKapChKOro 3ac00y 3ri/IHO 3 PEECTPALiiHUM MOCBIA4EHHSM)
Ta6JIeTKN BariHAJbHi, 110 6 Ta6JeToK y 6JticTepi; mo 2 GuicTepH B KApTOHHIN Kopooui

(popma BUITYCKY, 103yBaHH:, BH [TAKyBaHHs J1iKapchKoro 3acoQy)
Homep peectpauiiioro nocsizuenss UA/1851/01/01 crpox aii peectpauiiinoro nocsiuents 01 .01.2099
Cepis nikapcbkoro 3acody Ne 806074 KinbkicTb BBe3eHOTrO sikapchkoro 3acoby 16128

Bupo6Huk Meninosa Al', IlIBeitnapis
(HaiiMeHyBaHHs BUPOOHHKA JIKapCbKOTO 3ac00y, KpaiHa MOXOLKEHH)

Baeseno B Ykpainy ToBapHcTBO 3 00MeskeHoI0 BitnopinaabnictTio "AEJIBTA
MEJTIKEJI", inent. kox: 39448817

(naimenyBanns Ta ko 3a €IPTIOY ropuananoi ocobu abo npissuiLe, iM's, 110 6aTbKOBI
izuuHOT 0cOBH - THiANpHEMLI, iT MiClle NPOXKHBAHHS Ta PeeECTpaLliiHHA HOMEP 00J1iKoBOI
KApTKH IJIaTHUKA TI0ATKiB a60 cepis Ta HOMep NacIiopra)

IMpotokoa Bisyansroro koutpomio Bin 11.09.2024 Ne 2697/3.

3a pesynbTaTaMH JIePXKABHOTO KOHTPOJIO BCTAHOBJIEHO, 11O nikapchkuil  3aci6  BBeseHO B YKpaiHy 3

JOTPHMAHHSM BHMOT 3aKOHOAABCTBA LOJO 3a0e3NeUCHHS SIKOCTI IIKapChKHX 3aCO01B.

%)
N Ui WA KO‘)“‘A
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AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIHN OBJIACTI

npos. CeiTimxunol Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOr0 B YKpaiHy JiKapcbKoro 3acody

04.02.2025 Ne 3135/25/1011

I'THO®JIOP

(HalMeHyBaHHs JIKapChKOTo 3aco0y 3TiHO 3 PEECTPALIHHIM MOCBI TUCHHAM)
Ta0JIeTKH BariHaibHi, 0 6 Taé/1eTok y 6uicTepi; mo 2 GaicTepu B KapTOHHINH Kopooui

(thopma BuITyCKY, 103yBaHHS, BUL NaKyBaHHSA IKAPCLKOro 3acoby)
Homep peectpauiiinoro nocsiggenns UA/1851/01/01 crpox xii peectpauiiinoro noceiguenns 01.01.2099
Cepis nikapcpkoro 3acoby Ne 806074 KinskicTs BBesenoro mikapcrkoro 3aco6y 3397

Bupobuuk Meninosa Al', LIBetinapis

(HaliMenyBanHa BHPOOHMKA JTIKAPCBKOr0 3aco0y, KpaiHa IIOXOIKEHH )

Baesero B Ykpainy Tosapuctpo 3 06MeskeHo0 BignosinanasuicTio "JIEJBTA
MEJIKEJ", inent. xon: 39448817

(nafimenyBannsa Ta kojt 3a €JIPTIOY topuanuHoi ocobu abo npiseuie, iM'a, o 6aTbkosi disHurOi
0co0H - miarpuemIs, 1i MicIIe NPOKHBAHAA Ta peecTpaLiiiHui HoMep 06/1iKOBOT KapTKH NIATHHKA
noziaTkis abo cepis Ta HOMep macropTa)

Iporoxosn BizyaasHoro kourposio sin 28.01.2025 Ne 0214/3.

3a  pesyabTaTaMH JIepXKaBHOTO KOHTPONK) BCTAHOBNEHO, WO JHKApChKMHA 3aci6 BBe3eHO B Vkpainy 3

HJOTPHMAHHSM BHMOT 32KOHOIABCTBA 100 3a0e3IeUeHHS AKOCTI JKapcbKHX 3ac00iB.

AP i' _—_
G\L\“H”ﬂ ¥
Sacrynffig @l mmnag Onsra EPLOMEHKO
(ng KOHTPOMIO) {ninmnuc) (iminiam Ta npizsuiue)

Ay |

TR wob
O AHKA

GEQHW‘“$




BrnaHk KoMmnaxii

CepTudikar sikocTi Ne 806124UA12V-2

HaWmeHyBaHHS npoaykKuii: rNHO®NOP
KpaiHna-imnoprep: YkpaiHa
[epxaBa-BUpOOHUK: LlIsenuapis
Homep peecTpauiiHoro

NOCBIQYEHHA: UA/1851/01/01

Cuna Aii/akTUBHICTb:

1 TabneTka BariHaneHa MicTUTe: 100 MINbHAOHIB XUTTE3NATHUX
BakTepi Lactobacillus acidophilus, 0,03 mr ectpiony

lNikapcbka copma:

TabneTku BariHaneHi

Po3mip Ta TUN nakyBaHHA:

no 6 Tabnetok y GnicTepi; no 2 GnicTepy (1) B KAPTOHHIN Kopobui

Howmep cepii: 806124

Poamip cepii: 12224 ynakoBok

Jara BupobHuuTBa: 23.04.2024

[lata 3aKiH4YeHHS TepMiHy 04.2027

npuaaTHoOCTI:

HaiimeHyBaHHSA, KoHTponb AKocCTi Ta BUNyck cepil:

MicUue3HaXOMKeHHS,
HOMEpW NiueH3in Ta

ceptudikaTu signoeigHocti GMP
BCiX AinbHUUb 3 BUpoOHUUTBA Ta

KOHTPOJH AKOCTI:

MeniHosa AT,

ErrGroxnwrpacce 28, 8050 Liopux, Weehyapis
HOMep niueHsii: 511165
cepTucikat signoeigHocTi GMP: GMPE-CH-1005108

BupobHMUTBO, NepBUHHE Ta BTOPUHHE NaKyBaHHA:
Xaynt ®apma Amaper MmM6X,
[fonaycTtayde wrpacce 378, 93055 PerencOypr, HimeuuunHa
Homep niuensii: DE_BY_05_MIA_2024_0020
cepTucikaT BignosigHocTi GMP: DE_BY_05_GMP_2024_0039

MokazHuk MeToa KoHTpONO Bumoru cneuundikauii Pe3ynbTaru KOHTpON
. TabneTkn anerka Gexesoro
Onuc Bisyanbhe KONbOPY, 3 BKpanneHHaMU Bignoeigae
OCNIIKEHHS PY. ¥ ! A A
A OBOONYKNi, 0BanbHOI chopmu
MeTtoguka cipmu
Maca €0 295 855 mr - 945 mr 890 mr
. Bignosigae sumoram . :
OpgHopigHicTe Macu E® 295 EBponeiicokol dapmakonei Bignoeigae
Po3znapaHHs €292 < 30 x8 <2 XB
lneHTudikauin MeToauka dipmu
- EcTpion - TWX [MosuTuBHAa Bignosinae
- BEPX MozuTueHa Bignosinae
- Lactobacillus acidophilus MeTtoauka cipmu MosuTuBHa Bianosigae

MikpoBionori4Hui
meToq

KinbKicHe BU3Ha4yeHHA
- EcTtpion

- Lactobacillus acidophilus

MeToauka cipmu
- BEPX

MeTtoauka cipmu
MikpobionoriqHumi

28.5 - 33.0 mkr/Tabn.
(95 - 110%)

1x108- 1x10'° KYO/Tabn.

29.7 mxkr/Tabn.
(99.1 %)

8x108 KYO/tabn.

MeToq
- = 5
OOHOPpIAHICTE AO30BaHUX T m?’]ij‘.:r:ap;:(ﬂ}ék N1103.00 Yo
f)g::vlr:: €9 2.9.40 ypaxyBaHHsM "Bunaaiy 1" Bignosigae
5 L1 = 15.0 (n = 10)
Oomiwku MeTtoguka dipmu
- Jomiwka A - BEPX <0.5%
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MoKa3HUK MeToq KOHTpPONK Bumoru cneuundikauil Pe3ynbTaTu KOHTpONo

Mikpo6ionoriyHa yucToTa €ed 514
(Mpenapatu gng

BariHanbHOro 3acToCyBaHHR)

TAMC o h s <102KYO /t < 10 KYOIr
TYMC e <10'KYO/r <10 KYO/r

. 2.6.13 . : : :
Pseudomonas aeruginosa BiacyTHicTe/r BiacyThi
Staphylococcus aureus BigcyTHicTe/r BigcyTHi
Candida albicans BigcyTHicTb/r BigcyTHi
KomeHTapi:

Lium 51 3aceiguyto, WwWo HaBeaeHa BuLe iHopMaLia € 4OCTOBIPHOK Ta To4HOt. Lito cepito npoaykuii 6yno sBupodneHo,
BKIOMAKYM NakyBaHHA/MapKyBaHHA Ta MPOBEOEHO KOHTPOnb il AKOCTI Ha BUlie3a3HauYeHin AiNbHUUI Yy MOBHIN
BignosigHocTi 3 BMUMoramu GMP, BCTaHOBNEHMMM MICLUEBMM PerynaTOPHUM OpraHoMm, a TakoX BianosigHoO a0
cneumdikauin, Wo MICTATLCA y peecTpauitHoOMy Aocke KpaiHu iMnopTepa. MpoTokonu BUPOGHUUTBA, NaKyBaHHA Ta
aHanisie 6yno nepernAHyTo Ta BCTAHOBNEHO BianosiaHicTe GMP

N. Kubli, YnosHoeaxeHa Ocoba

Mianuc: /nignucaxo/ Oara: 06 cepnHa 2024
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Moka3HUK MeTo4 KOHTPOIK Bumoru cneuundikauii | | Pe3ynbTaTv KOHTPONO

MikpobionoriuHa 4ucrora €514
(Mpenapatu ans i
BariHanbHoro 3aCTocyBaHHﬂ%
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sianosigHocTi 3 BUMoramu GMP, BCTaHOBNEHUMU MiCLIeBUM peryniaTOpHUM OpraHoM, a TakoX BignoBsiaHoO Ao
cneumndikauiit, Wo MICTATLCA y peecTpauinHoMy AOCHE KpaiHu imnopTepa. MpoTokonu BUPOOHULTBA, NaKyBaHHA Ta
aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO BignosigHicte GMP

N. Kubli, YnoeHoBaxeHa Ocoba

MNignuc: /nignucaxo/ Dara: 06 cepnHs 2024




¢ medinova

Certificate of quality # 806124UA12V-2

Product name: Gynoflor®
Importing country: Ukraine

State of manufacturer: Switzerland
Registration certificate number: UA/1851/01/01

Strength/potency:

1 tablet vaginal contains: viable bacteria Lactobacillus acidophilus
100 million, estriol 0.03 mg

Dosage form:

vaginal tablets

| Package size and type:

6 tablets in a blister; 2 blister(s) in a carton box

i Batch number: 806124
| Batch size: 12224 packs
| Date of manufacture: 23.04.2024
Expiry date: 04.2027 it
Name, address, number of license Quality control and batch release:
and Medinova AG,
certificate of GMP Compliance | Eggbuhlstrasse 28, 8050 Zurich, Switzerland
of all manufacturing and quality License # 511165

control sites:

Certificate of GMP Compliance # No GMPE-CH-1005108

Manufacturing, primary and secondary packaging:
Haupt Pharma Amareg GmbH,

Donaustaufer Strasse 378, 93055 Regensburg,
Germany

License # DE_BY_05_MIA_2024_0020

Certificate of GMP Compliance #
DE_BY_05_GMP_2024_0039

‘ Parameter Method of control Requirements of specification Thec?:tl:gls of
i . Slightly beige, spotted, oval, . |
1Appearance Vlhgu_al biconver tablats Complies |
;Mass Company’s method 855 mg-945 mg 890 mg ;
Ph. Eur. 2.9.5 |
t o f
{ Uniformity of mass Ph. Eur. 2.9.5 Complies with Ph.Eur Complies
|
|
| Disintegration Ph. Eur.2.9.2 < 30 min <2 min
Identity Company's method -
» Estriol -TLC Positive Complies
-HPLC Positive Complies
» Lactobacillus acidophilus Company's method Positive
- Microbiological S B
Assay
» Estriol Company’s method 28.5 - 33.0 pg/tablet
- HPLC (95-110 %)
« Lactobacillus acidophilus Company's method 1x108-1x10'° CFU/tablet
- Microbiological
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Parameter Method of control Requirements of specification Thec::g::f of
. ” T for estriol=100.0%
U?g:tr:lnglty Sl aosagounite Ph. Eur. 2.9.40 Calculation M with a glance “case 1" Complies
L+=15.0 (n=10)

Impurities Company’s method |

- Impurity A - HPLC ‘ <0.5% 0.15%
Microbiological quality Ph. Eur 5.1.4

(products for vaginal use)

« TAMC Ph. Eur. <102 CFU/g <10 CFU/g
« TYMC 2.6.12 <10' CFU/g <10 CFU/g
» Pseudomonas aeruginosa 26.13 Absence/g Absent
+ Staphylococcus aureus Absence/g Absent
« Candida albicans Absence/g Absent
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) 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.

N. Kubli, Head of Quality Control

Signature: 7/(,/%//;7{',[ Byt 2024

20f2
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i i The results of

Parameter Method of control Requirements of specification it
T for estriol=100.0%
U_"g:{:?;:y of dosage units Ph. Eur.2.9.40 | Calculation M with a glance “case 1" Complies
L1=15.0 (n=10)

Impurities Company's method

- Impurity A -HPLC <0.5% 0.15%
Microbiological quality Ph. Eur 5.1.4

(products for vaginal use)

¢ TAMC Ph. Eur. <102 CFU/g <10 CFU/g
¢ TYMC 26.12 <10' CFU/g < 10 CFU/g
o Pseudomonas aeruginosa 26.13 Absence/g Absent
 Staphylococcus aureus Absence/g Absent
« Candida albicans Absence/g Absent
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) 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.

0 6 AUS. 2024

Date:
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JIEPJKABHA CJIYKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitanunoi Hait, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo SAKiCTH BBE3€HOIr0 B YKpaiHy JiKapchbKoro 3acody

18.04.2025 Ne 17969/25/10

TTHO®JIOP

(HaliMeHyBaHHA TiKapchKoro 3aco0y 3TiAHO 3 peecTpaliifHUM MOCBIIYEHHAM)
TabJ1eTKH BarinajibHi, 1o 6 Tadaerok y 6aicrepi; no 2 6sricTepu B KapTOHHIH Kopodui

(hopma BHMyCKY, I03YBaHHS, BU/ IAKYBaHHS TIKAPCLKOro 3acoby)
Homep peccrpaniiinoro nocsiguenns UA/1851/01/01 crpox nii peectpauiitnoro nocsizuenns 01.01.2099
Cepis mikapeskoro zacoby Ne 806124 KinekicTh BBe3eHOro nikapcskoro sacoby 12224

Bupobuuk MeninoBa AT, llIBeiinapis

(naiiMeHyBaHHA BHPOOHHKA TIKApPCLKOTO 3ac00y, KpalHa MOXOIKCHHSA)

Baeseno B Vipainy TosapucTBO 3 00MekeHol0 BianosinaabuicTio "JAEJbBTA
MEJIIKEJ", inent. xon: 39448817

(naitmenyBanns Ta ko 3a CJIPTIOV topuanunoi ocobu abo npizsuie, iM'a, no Gathkosl Gizuunol
ocobu - mianpuemus, il Miclle NPOKUBAHHA Ta PeecTpauiiHiil HoMep 061iKOBOT KAPTKH NIaTHHKA
noaatkis abo cepis Ta HOMep nacropra)

MpoToko eisyanbnore konrpoaio sin 16.04.2025 Ne 1143/1.

3a  pe3yibTaTAMM  JICPKABHOTO KOHTPOIIO BCTAHOBIEHO, IO Jkapckkuil  3acid  Beeseno B Ykpainy 3

ﬂOTpHMaHHHM BHMOT 3aKOHO/ABCTBA 1100 3a0e3neueHHs AKOCTI MiKapChKuUX 3aco0iB.

N KP4

TR KK o, 4
e\L\“.‘l\v-uu:;
e

Onsra EPBLOMEHKO

(ngtanapaqee Do O KOHTPOJIIO) (niamwmc) {ininiamu Ta npizpuie)
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BnaHk koMmnaHii

Ceptudpikar sikocti Ne 806864UA12V-2

HaiMeHyBaHHA npoaykKuii: MHO®OP
Kpaina-imnoprep: YkpaiHa
JdepxaBa-BUpOBHHUK: Weenyapis
Homep peecTpauiiHoro

NoCBiAYEeHHA: UA/1851/01/01

Cuna pii/akTMBHICTb:

1 TabneTka BariHanbHa MicTUTe: 100 MINbAOHIB XUTTE3QATHUX
BakTepiit Lactobacillus acidophilus, 0,03 mr ecTpiony

Jlikapcbka dopma:

TabneTku BariHaneHi

Po3mip Ta TUN NnakyBaHHA:

no 6 Tabnetok y Gnictepi; no 2 Gnictepy(1) B KAPTOHHIN kopobui

Homep cepii: 806864

Po3awmip cepii: 12096 ynakoBok

[Oara BupobHuuTBa: 08.10.2024

[ara 3aKiH4eHHA TepMiHy 10.2027

npuOaTHoCTI:

HalmeHyBaHHS, KoHTponb AKOCTI Ta BUNYCK cepii:

MiCLIe3HaXOMKEHHS,
HOMepHM niueH3in Ta

ceptudpikatu BignosigHocti GMP
BCiX AiNbHMUbL 3 BUpobHUUTBa Ta

KOHTPONK AKOCTI:

MepgiHosa AT,

Err6roxnwrpacce 28, 8050 Liopux, Lsenuapis
Homep niyeHsii: 511165
ceptudikat signosigHocti GMP: GMPE-CH-1005108

BupoBHULUTBO, NepBUHHE Ta BTOPUHHE NaKyBaHHSA:

Xaynt ®apma Amaper M'méX,

[oHaycTayde wrpacce 378, 93055 Perencbypr, HimeuuuHa
Homep niyensii: DE_BY_05_MIA_2024_0020

cepTugikat BignosigHocti GMP: DE_BY_05_GMP_2024_0039

Moka3sHuK

MeToa KOHTPONKO

Bumoru cneumudpikauii

Pe3ynbTaTu KOHTPOMNHO

TabneTku anerka GexeBoro

Onwuc E":%a”::ig KONbopy, 3 BKpanneHHamu, Bignosinae
Aocnipk [ABOONYKNi, oBankHoi hopmu
MeToauka cipmu
Maca E® 295 855 mr - 945 mr 902 mr
- Bignoeigae sumoram : :
OpHopigHicTe Macu €9 295 E8poneicLKo dapmakonei Bignosigae
PoznagaHHA €9 29.2 <30 xB <2x8
laeHTudikauin MeToavka ipmu
- EcTpion - TWX MosuTueHa Bignoeigae
- BEPX MoanTuBHa Bignosigae
- Lactobacillus acidophilus MeToauka cipmu MoznTueHa Bignosigae

MikpoBionoriyHmi
meTof

KinbkicHe BU3Ha4YeHHA
- EcTtpion

- Lactobacillus acidophilus

MeToaunka cipmu
- BEPX

MeToauka dipMmu
MikpoBionoriyHui

28.5 - 33.0 mkr/Tabn.
(95 - 110%)

1x108 - 1x10'° KYO/rabn.

30.3 mkr/Tabn.
(100.9 %)

4x108 KYO/rabn.

MEeToq
H - 0,
OpHopiaHiCTL A030BaHUX L ,qn?jfac:'rplony —N‘}GO.O %
oaMHULD € 2.9.40 ARTPEM
- Ectpion ypaxyBaHHAM "sunaaky 1
L1=15.0(n=10)
Oomiwku MeToauka dipmu

- Nomiwka A

- BEPX

<0.5%




[MoKa3HuUK MeTog KOHTpOnH Bumoru cneundikauii Pe3ynbTatu KOHTROMNK
Mikpo6ionoriyHa uucrora €Ed5.14
(Mpenapatv ans

) BariHanbHOro 3acToCyBaHHR)
TAMC 2612 S102KYO/r <10 KYO/r
TYMC 2‘6'13 <10'KYO/r <10 KYO/r
Pseudomonas aeruginosa e BiacyTHicTb/r BigcyTHi
Staphylococcus aureus BigcyTHicTe/r BigcyTHi
Candida albicans BigcyTHicTe/r BigcyTHi
KomeHnTapi:

Lium s aacsiguyto, Wo HaBeaeHa BULLe iHpopmMauis € 4OCTOBIpHOH Ta TouHoH. Lo cepito npoaykuii 6yno eupo6neHo,
BKMIOYaIO4YM MaKyBaHHA/MapKyBaHHA Ta MPOBEAEHO KOHTPOMb 1i AKOCTI Ha BWLe3a3Ha4eHin ONLHWLI Y MOBHIN
BignoeigHocTi 3 BUMoramu GMP, BCTaHOBNEHMMM MIiCLUEBMM PerynsTOPHMM OPraHoM, a TaKoX BignosigHo Ao
cneumndikauin, Wo MICTATLCA y peecTpauiiHoMy A0CkE KpaiHKu imnopTepa. MpoTokonu BUpPOOHUUTBA, NaKyBaHHA Ta
aHanisis Byno nepernsaHyTo Ta BCTaHOBNeHO BianosiaHicTe GMP

N. Kubli, YnoBHoBaxeHa Ocoba

Mignwuc: /nignucano/ [ara: 11 6epesns 2025
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* medinova

Certificate of quality # 806864UA12V-2

Product name: Gynoflor®
Importing country: Ukraine

State of manufacturer: Switzerland
Registration certificate number: UA/1851/01/01

Strength/potency: 1 tablet vaginal contains: viable bacteria Lactobacillus acidophilus
100 million, estriol 0.03 mg

Dosage form: vaginal tablets

Package size and type: 6 tablets in a blister; 2 blister(s) in a carton box

Batch number: 806864

Batch size: 12096 packs

Date of manufacture: 08.10.2024

Expiry date: 10.2027 o o

Name, address, number of license Quality control and batch release:

and Medinova AG,

certificate of GMP Compliance | Eggbuhistrasse 28, 8050 Zurich, Switzerland

of all manufacturing and quality License # 511165

control sites:

Certificate of GMP Compliance # Ne GMPE-CH-1005108

Manufacturing, primary and secondary packaging:
Haupt Pharma Amareg GmbH,

Donaustaufer Strasse 378, 93055 Regensburg,
Germany

License # DE_BY_05_MIA_2024_0020

Certificate of GMP Compliance #
DE_BY_05_GMP_2024_0039

Parameter Method of control Requirements of specification Thecge:tt:::ls o
' Slightly beige, spotted, oval, ,
Appearance Visual Bleorvenc kiblels Complies
Mass Company's method 855 mg-945 mg 902 mg
- Ph. Eur. 2.9.5
Uniformity of mass Ph. Eur. 2.9.5 Complies with Ph.Eur Complies
Disintegration Ph. Eur. 2.9.2 < 30 min <2 min
Identity Company's method - - -
e Estriol -TLC Positive Complies
-HPLC Positive Complies
« Lactobacillus acidophilus | Company’s method Positive
- Microbiological
Assay
« Estriol Company's method 28.5 - 33.0 pg/tablet 3 | ﬁtéa(ble
- -110 9 *( (100-
P PR CEPrD(RATIB
» Lactobacillus acidophilus Company's method 1x108-1x10'° CFU/tablet
- Microbiological




' . The results of

- _!’a.rfient_er i Method of control l Requirements of specification oIl
T for estriol=100.0%

U_ng:trrr::fy of dosage units Ph.Eur.2.9.40 | Calculation M with a glance “case 1" Complies

| L+=15.0 (n=10)
Impurities Company's method

- Impurity A -HPLC <0.5% 0.10%
Microbiological quality Ph. Eur 5.1.4
(products for vaginal use)

« TAMC Ph. Eur. <10? CFU/g <10 CFU/g
« TYMC 2.6.12 <10" CFU/g <10 CFU/g
» Pseudomonas aeruginosa 26.13 Absence/g Absent
» Staphylococcus aureus Absence/g Absent
« Candida albicans Absence/g Absent
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) 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.

N. Kubli, Head of Quality Control

/, ?}% \ Date: 1 1. MRL. 2025

Signature: ’//"




JEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KHIBCBKII OBJIACTI
npos. Ceitnnunoi Hamii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41

E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK

Npo AKICTH BBe3eHOro B YKpainy JikapchbKoro 3acody

20.06.2025

'THO®JI0P

Ne 29118/25/10

(HaiiMeHYBaHHA JTiKapChKOTO 3ac06Y 3T1IHO 3 PEECTPALIIHHUM MOCRITeRHAM)

TabJeTKH BariHaJibHi, 110 6 Tabd.aeTok y d.icrepi; no 2 duicrepu B Ka

TOHHIH KopoOUi

((popma BUMYCKY, 103YBAHHS, BHJL [TAKYBAHHA JIKAPCHKOTO 3acoly)

Howmep peectpauiiioro nocsizuenns UA/1851/01/01 crpox aii peectpauiiinoro mocsiguguua 01.01.2099

Cepis nikapcekoro zacoby Ne 806864

BupobHuk Meninosa Al', IlIsenapis

KinbkicTs BBE3€HOIO J1IKAPCBKOIo 3a(

o6y 12096

(naiiMeHyBaHHS BUPOOHHKA TiKAapCHKOro 3acoby, Kpaik

Beeseno B Ykpainy

MEJTIKEJ", inent. xon: 39448817

fa MOXOKEHHS)

TosapucTBO 3 00MexkeHo10 BianosigaaeuicTio "JIEJbBTA

(nafimenysanns ta kox 3a €/IPTIOY ropuanytoi ocodr abo npissuile, imM's, o 6aTekoBi dizuuHOl

0CoBH - MiANpHEMILA, T MiCLIe TPOXKHMBAHHA Ta peccTpaliHHui HaMe

noaTkiB abo cepis Ta HOMep nacrnopTa

IMpotokoa Bizyansnoro kontpoaio sin 20.06.2025 N 1890/3.

3a  pesyneTaTAMM  JICPKABHOTO KOHTPOJIK — BCTAHOBNEHO, IO JHKAapCchkKMid  3acid

JOTPUMAHHSAM BHMOTI 3aKOHOJABCTBA 10710 3ade3nedyeHHs SKOCTI TIKapChKHX 3acobi.

L)
e *o

O]

p 061iKOBOT KapTKH MJIATHHKA

BBE3EHO B VYKpaiHy

3

mera EPBOMEHKO

{miamuc)

{iminiany Ta npiseuuie)




BnaHk komnaHii

Ceptudikar sakocTi N2 806854UA12V-1

HaimeHyBaHHA npoAaykuii: MNHO®NOP
Kpaina-imnoprep: Ykpaina
OepxaBa-BUPOBHMUK: Weenyapis
Homep peecTtpauiiHoro

NOCBiO4Y€eHHA: UA/1851/01/01

Cwuna pii/akTUBHICTb:

1 TabneTka BariHansHa MicTUTh: 100 MINbWOHIB KUTTE3AATHUX
Bakrepiv Lactobacillus acidophilus, 0,03 mr ecTpiony

lNikapceka opma:

TabneTku BariHaneHi

Po3Mip Ta TUN nakyBaHHA:

no 6 tabnetok y 6nicTepi; no 2 6nictepy(k) B KAPTOHHIA KOpobui

Howmep cepii: 806854

Poamip cepii: 24206 ynakosok
[ara BupobHuurea: 18.10.2024
[aTa 3aKkiH4eHHsA TepMiny 10.2027

NpUOaTHOCTI:

HanmeHyBaHHRA,
MicLEe3HaXxomMmKeHHS,
HOMEPW niueH3in Ta

ceptucpikaTu BignosinHocti GMP
BCiX AiNbHUUbL 3 BUpoBGHUUTBA Ta

KOHTPOH AKOCTI:

KoHTponb AKOCTi Ta BUNyCK cepii:

MepiHosa Al',

ErrBroxnwrpacce 28, 8050 Liropux, LWsehyapis
HoMep niyeHsii: 511165

cepTudikar signoeigHocti GMP: GMPE-CH-1005108

BupoBHUUTBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHA:
Xaynt ®apma Amaper Mm6X,
[onaycTtayde wrpacce 378, 93055 Perencbypr, Himew4nHa
Homep niuexsii: DE_BY_05_MIA_2024_0020
ceptudikaT signoeigHocTi GMP: DE_BY_05_GMP_2024_0039

Moka3Huk MeTtop koHTpOnto Bumoru cneuudikauii PesynbTaTtu KOHTpOnto
Bi Tabnetku 3nerka 6exeBoro
1I3yaneHe A 3
Onuc OCRIDKEHHS KONbOpY, 3 BKpaNneHHaMMU, Bignosigae
A ABOONYKNi, 0OBanbHoi hopmMu
MeToauka cipmu
Maca Eb 295 855 mr - 945 mr 901 mr
- Bignoeigae Bumoram : :
OpHopigHicTe Macu €9 295 EBponeiickoi dapmakonei Bignosinae
Po3anapaHHsA €0 292 < 30 xB <2 xB
loeHTudpikauin MeTtoguka cipmu
- Ectpion - TWX MoanTusHa Bignosinae
- BEPX MosutusHa Bignosinae
- Lactobacillus acidophilus MeToavka ipmu MosutueHa Bianosinae

MikpobionoriqHuii
meToq

KinbkicHe BU3HA4YeHHA
- Ectpion

- Lactobacillus acidophilus

MeTtoawnka dipmu
- BEPX

MeToavka cipmu
MikpoBionoriyHui

28.5 - 33.0 mkr/Tabn.
(95 - 110%)

1x108 - 1x10'° KYQO/Tabn.

30.5 mkr/Tabn.
(101.6 %)

5x108 KYQO/Tabn.

MeToq
H = 0,
OpHopigHicTE 4O30BaHUX T LU'I!;!TECTpIOHy _IJ! 00.0%
o4WHUUbL € 2.9.40 |,qpaxyr-|“0K 3 " Bianosigae
- EcTpion ypaxyBaHHAM "Bunagky 1
L1=15.0(n=10)
OoMilwKku MeToauka cdipmu

- Domiwka A

- BEPX

< 0.5%




Moka3HUK MeToqQ KOHTPOIH Bumoru cneuundpikauii Pe3ynbTaTu KOHTpONK
MikpobionoriyHa yacTtoTa €Ed 514
(Mpenapatun gns

o BariHanbHOro 3acTOCyBaHHA)
TAMC 2612 =102KYO/r <10 KYOIr
TYMC 2‘6.13 <10'KYO/r <10 KYOIr
Pseudomonas aeruginosa e BigcyTHicTs/r BiacyTHi
Staphylococcus aureus BigcyTHicTe/r BigcyTHi
Candida albicans BigcyTHicTe/r BigcyTHi
KomeHTapi:

Llum s 3acBiguyto, WwWo HaBeaeHa BuLLe iHhopmMaLis € AOCTOBIPHOMO Ta TO4HOM. Lito cepito npoaykuii 6yno Bupo6neHo,
BK/TIOYAKOYU MaKyBaHHA/MapKyBaHHA Ta NpPoBeOeHO KOHTPONb il AKOCTI Ha BMLUe3a3HauYeHid AiNbHWUUI Yy MOBHINA
BignoeigHocTi 3 BumMoramu GMP, BcTaHOBNEHMMM MiCUEBMM PerynaTOpHMM OpraHom, a TakoX BignosigHo Ao
cneundikauin, Wo MICTATLCA Yy peecTpauitHOMy AOCLE KpaiHM iMnopTtepa. MpoTokony BUpobHMUTBA, NaKyBaHHA Ta
aHanisis 6yno nepernsHyTo Ta BCTaHOBNEHO BianosigHicTe GMP

N. Kubli, YnoBHoBaxeHa Ocoba

Mianuc: /nignucano/ Oara: 11 Gepeana 2025
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» medinova

Certificate of quality # 806854UA12V-1

Product name: Gynoflor®
Importing country: Ukraine

State of manufacturer: Switzerland
Registration certificate number: UA/1851/01/01

Strength/potency:

1 tablet vaginal contains: viable bacteria Lactobacillus acidophilus
100 million, estriol 0.03 mg

Dosage form:

vaginal tablets

Package size and type:

6 tablets in a blister; 2 blister(s) in a carton box

control sites:

Batch number: 806854

Batch size: 24206 packs

Date of manufacture: 18.10.2024

Expiry date: 10.2027 - -
Name, address, number of license Quality control and batch release:

and Medinova AG,

certificate of GMP Compliance | Eggbuhlstrasse 28, 8050 Zurich, Switzerland

of all manufacturing and quality License # 511165

Certificate of GMP Compliance # Ne GMPE-CH-1005108

Manufacturing, primary and secondary packaging:

Haupt Pharma Amareg GmbH,

Donaustaufer Strasse 378, 93055 Regensburg,
Germany

License # DE_BY_05_MIA_2024_0020

Certificate of GMP Compliance #
DE_BY_05_GMP_2024_0039

Parameter Method of control Requirements of specification Thec:)e:tt:‘l)tls of
Slightly beige, spotted, oval, :
Appearance Visual bicorvax tablets Complies
Mass Company’s method 855 mg-945 mg 901 mg
Ph. Eur. 2.9.5
| Uniformity of mass Ph. Eur.2.9.5 Complies with Ph.Eur Complies
|
[
| Disintegration Ph. Eur. 2.9.2 < 30 min < 2min
Identity Company’s method '
e Estriol -TLC Paositive Complies
-HPLC Positive Complies
e Lactobacillus acidophilus Company's method Positive Complies
] - Microbiological -
Assay
 Estriol Company's methed 28.5 - 33.0 pg/tablet 30.5 pg/tablet
- HPLC (95-110 %) %)
« Lactobacillus acidophilus Company's method 1x108-1x10'° CFU/tablet 'l'ﬁ
- Microbiological §f'] :




Parameter Method of control Requirements of specification Thac::::::)tls .
. : T for estriol=100.0%

Ung:tr:ir':;lty ol fossge unise Ph. Eur. 2.9.40 Calculation M with a glance “case 1" Complies

i L1=15.0 (n=10)
Impurities Company’'s method

- Impurity A - HPLC <0.5% 0.13%
Microbiological quality Ph. Eur 5.1.4

(products for vaginal use)

« TAMC Ph. Eur. <10% CFU/g <10 CFU/g
« TYMC 2.6.12 <10" CFU/g <10 CFU/g
* Pseudomonas aeruginosa 2.6.13 Absence/g Absent
« Staphylococcus aureus Absence/g Absent
« Candida albicans Absencelg Absent
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) 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.

Control

Signature: / /%/ Date: 1 1. MRZ. 2025

20f2



|
JTEP’)KABHA CJYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitimunoi Haaii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JiKapchKoro 3acody

20.06.2025 ‘ Ne 29117/25/10

|

ITHO®JIOP |

(HaiiMeHyBaHHA TiKapchKOTo 3aco0y 3riAHO 3 peecTpaliifHiM MOCBIT4EHHAM)
TabJaeTKn BarinaibHi, 10 6 Tabaerok y 6.aicrepi; no 2 Guicrepu B KAPTOHHIH KOpoOUi

(popma BHITYCKY, 103YBAHHS, BHI NAKyBaHHA TiKapcsKoro 3acody) ‘
Homep peectpauiiinoro nocsizuenns UA/1851/01/01 crpok zii peectpauiiinoro ﬂOCBiII'-}eHHH 01.01.2099
Cepisn nikapeskoro 3acoby Ne 806854 KinbkicTh BBe3eHOTO MiKapchkoro 3acoby 24206

BupoGHuk Meninosa Al', [lBeuapis .

(HaiiMeHyBaHH BHPOOHHKA JMiKapcEKoro 3acofy, Kpafia MOXOLKEHN)

Bgeseno B Ykpainy ToBapHCTBO 3 00MeEKEHOI0 pianopizaasnicTio "JIEJIbTA
MEOIKEJI", inenr. kon: 39448817

(naiimenyeanus Ta koa 32 €JIPIIOY ropuawunoi ocobu abo npiiuiue, iM'd, Mo HaTpK0BI izudHOT
0coBH - mianpuemus, Ti Miclle NPoKMBaHHA Ta peccTpaniiinmil HomMgp 00AiK0BOT KAPTKH IIATHHKA
nojgartkis abo cepis Ta HOMEp NacnopTh)

Tpotokoa sisyansnoro kontpo:io six 20.06.2025 Ne 1890/2.

3a  pesynbTaTaMH JIEPKABHOTO KOHTPOJIKO BCTAHOBIEHO, WO  JIIKapChKHH 3aci6 | BBeseHo B Ykpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOIABCTBA OO sa6e3neuenHs AKOCTI JIKAPChKUX 3ac00iB.

|
|

O‘Ibl’a €PLOMEHKO

(niamuc)

(iminiami Ta npizsuie)
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