HEPIKABHA CJHIYIKBA 3 JIKAPCHKHX 3A COFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y M. KHERB]
1por. Haxut Ceitnnunor, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Ko €IIPTIOY 37079055

BACHOBOK
PO SAKICTH BBe3eHOTO B Yrpatuy jika PELKROTO 3200y

03.10.2024 Ne 51671/24/26

BI3AH

(Habivenynanug s Kapehkoro sacoby sriano 3 peceTpaLiiinag 11<)cui,’1t1¢nmm)
Tabaerku mo 2 MI, 110 14 radaerox y baicrepi, no 2 Oaicrepn B ka pronuiii nauni

(Ppopma m»xnycu& AO3YBAMUS, BU TAKY BAHIS HKAPCHKO IO 3::606)’)
Homep peectpauiiinoro nocsizenns UA/11260/01/01 CTPOK Al peectpauiiinoro nocsizens neolbMexenui
Cepia nixaperkoro 3acosy No W EX8NK Kinskicrs ssesenoro nikapenioro sacody 24020

BupoGuik baitep Baitmap 'w6X { Ko, KT, Himeuuuna
(nalisrenyanng BIPOOHIKA AlkapeLkoro 3acoly. kpalna NOXOMAK eI

» I ~ . , e APRCTIN .. . .
Boeseno 8 Vipaiiy Tosapuerso 3 00MesReH 00 Blanospaasnicrio "Baiiep", ixenr. woa:
22911794
(Haiivenyanug a koy 34 CAPTIOY 1opuauuor ocobn alo npisnuine, in'd. 1o BarbroBi Pizuno;
0CoBH - nianpreMiw, ¥ vicye NPORKUBANMS Ta pecerpanifitmii HOMED 004IK0B0T KapTRY UAGTHITKY
noparkis abo cepin Ta HOMEP nacnopra)

Hporoxon sisyansuore konrpomo sin 03.10.2024 N 3395/1.

3a  pesymvratamu AEPXRBBHOIO  KOHTPOSIO BCTAHOBACHO, WO nikapebkuit  sacis BBEICHO B Yipainy 3
ROTPUMAHHAM sumor 3AKOHOAABCTHA WOA0 3a6e3rICUCHIY AKOCTT HKAPCLKHX 3&3961';3.

Havampnnk é%/ Mukona XOJI0O/

(nocanona ocoda op

{EHKO

PIKABHOTO KOHTIPOIG) (ninne) {iriudnae ra upismnge)
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Barigp Baitmap TmeX | Ko.KI
,Elo6epa171Hepu1Tpacce 20
99427 Barimap, Himewuyna

Haiimenysappg npoaykry
Tun ynakosku

Poamip YNaKoBKu

MaTepiansHui HoMep

Kpaita NPUsHaveHHs

PeSCTpauiﬁHe 1ocBiaYeHHs

Bunyck

BupobHuua niueHsis Ne
GMP CepTudikar

YnakosaHo

BupoBhuya nidexsist Ne
GMP CepTudikar

Bupobneno

BupobHuya nitjeHsisn Ne
GMP Cepruchikar

YMoBY 36epiranns

Ymosu TpaHcnopTyBakks

Cuna gji/ AKTUBHICTL

®opma BUNYyCKy

LVisanne WEXSNK. elatl

I TabneTtku

Cropinka :
Hara :

Ceprudbikar ananisy

Bizan

: Bnicrep
: 2 bnictepu B KaPTOHHIN naywyj, 14 Tabnerok y Bricrepi
180119798

: Ykpaina
1 UA/11260/01/01

: batiep Baiimap MmeX | Ko. KIr

: ,D,o6epa171HepLquacce 20

199427 Bavtimap, Himeyyuna

‘DE_TH 01 H_MlA_2024~0003/5040-24-2482/38
:DE_TH_01 H_GMP_2024_0005 +.._2023 0008

: baviep Baiimap MveX i Ko. KI

: ,ﬂoGepaﬁHepLUTpacce 20

199427 Bavimap, Himeuyuna

‘DE_TH 01 H_MlA_2024~0003/5040-24-2482/38
:DE_TH_01 H_GMP_2024~0005 +.._2023 0008

: Banep Bavimap MuéX i Ko. Kr

: ,Elo6epal7lHepu1Tpacce 20

199427 Barimap, HiMeyuuna

‘DE_TH 01 H_MIA_2024_0003/5040-24-2482/38
:DE_TH 01 H_GMP_2024_0005 +..._2023 0008

- He BuUMarae cneuianshux ymos
P 2-MKT<= 25 °C, 24 rop 25 -40°C

! fieHorecT 2 mr




sh LR Visanhe

Bawe
[loBepaiHep
99427 Bamap, HimeuunHa
MaTepian:
Cepis:
fata sypobHULTBA.
MpupaTHui Ao:

NoaHaveHHsA

Onuc: opma

Onwe: konip

onuc: Ma

NiameTp

PosnafiaHHs

MaTepian:
MapTist:
KoMTposibHa napTis

Onwc: opma BUNYCKY

Onuc: MapkyBarHa Be

|peHTudiKkauif DNG BEPX

MpoaykTy posnagy

p Bai#map rmexX i Ko. KI
wrpacce 20

KoHTpofb

80119798

81923302
WEXBSX
890001118955

pKyBaHHs HVKHS cropoHa

|neHTUdikauis DNG TWX

IpopykTv posnaay DNG BEPX
Byab-AKNA HE BUSHaUEHUNA

DNG BEPX cyma

Poaunnenna DNG BEPX, 30 x8., ctagia 1,
oKpeMi 3HaueHHA

PosunrerHs DNG BEPX, 30 x8., ctapis 1,
cepefHe aHaueHHs

WEXBNK pdT

WEX8NK
06-06-2024
30-06-2029

TM-IM-VISANNE TAB BEC 2814

pXHA cTopoHa

) _ |Cropinka: 23 4
CeptudikaT aHani3y \nara: 29.08-2024

BisaH, TabneTku, Ne28 (2x14)

Kpaiua: Yrpaina

{HCTpyKUiA MO KOHTPONto: pP.5.2.01-_
Creuudikallis: P.5.1.901 - _

OnunHnL

IHCTPYKUIst: pignosifac
006617850-02

DNG=pjeHorect

Tabnetkn pipnosipae
kpyrni 3i CKOLLEHUMNA
Kpaamu sipnosinae

Ginoro abo maike ginoro gignosifae

autucrena "B’ signosinae

sincyTHE signosifae

7 MM gignoeinae

riopiBHARHA OCHOBHOI

AnsMu gignosipae

signosigHicTb yacis

yTPUMYBaHHS nikis BigrioBinae

makc. 15

makc. 0.2

makc. 0.6

MiH. 85 98 99 99 100 98 98

MiH. 85 99




Baiiep Bavimap Mu6X | Ko. KI-
,Qo6epaﬁHepuJTpaoce 20
99427 Baiimap, Himeuuuna

CepTudikar aHanisy

Matepian: 801 19798 BizaH, Tabnerku, Ne28 (2x14)

P.5.1.901-

Cepisi: WEX8NK KpaiHa: Ykpaina
Hara BUPOBHUUTRA: 06-06-2024
Mpugathuii go: 30-06-2029
Martepian: 81923302 TM-IM-VISANNE TAB BEC 2814
Napris: WEXBSX IHCTpYKUia no KOHTpomo: P.5.2.01 -
KoHTponbHa napria: 8900011 18955 Crieyndikauis:
KoHTponb KpuTepiit npuitsTHoCT 2%';”' PesynsTar

PosuureHns DNG BEPX, 3
OKpeMi 3HayeHHs

PosunHeHHs DNG BEPX, 30 XB., CTagia 2,
cepequ 3HAYeHHs

MiH. 80

PosuunenHs DNG BEPX, 30 X8., CTagis 3,
OKpeMi 3HavyeHHs

MiH. 55 —

PosunHeHHs DNG BEPX, 30 XB., cTapis 3,
OKpemi 3HayeHrHs

Makc. 2 00.< Q -~ 15Y% ——

PosuuHenns DNG BEPX, 30 XB., cTagia 3,
cepellHe 3HavyeHHs

MiH. 80 —

OaHopigHicTs A030BaHNX oguHULL DNG
BEPX, cragis 1, oKpeMi sHayeHHg

OgHopigHicTs A030BaHuUX ofuHMLL DNG
BEPX, cragis 1, kpuTepin NPUAHATHOCT]

1.7

OaHopinHicTs BA030BaHUX oguHULL DNG
BEPX, cragis 2, OKpeMi 3HavyeHHg

OaHopigHicTs A030BaHUX oguHuyL DNG
BEPX, cragis 2, KpuTepiii NpUAHATHOCT]

Makc, 15.0 -

KinskicHe Bu3sHadeHHa DNG BEPX 95.0 -~105.0

3aranbHe Yueno aepobHuUX MikpoopraHiamis
(TAMC)

Makc. 2000

3aranbHe Yucrio gphkakosmx Ta nniceHeasux |Makc. 200

rpubis (TYMC)

MikpoGionoriyna uncrora Escherichia coli [BigcyTHicTh 5 1 r

98.3 98.0 97.6 99.7 99.3
98.298.6 97.9 99.2 99.0

*) TecrysaHHs IPOBOANTLCH Ha ocHOR Bubipkosof nepesipku. MpoTe Mu Takox niarsepaxyemo BIANOBIAHICTL

iHCnekyiT Ta BuMoram ans yier naptit.




Balep Banmap rm6X i Ko. KI'
ﬂo6epal71HepuJTpacce 20
99427 Baitmap, HimeuunHa

CepTudikat aHanisy

Matepian: 801 19798 BizaH, TabneTku, Ne28

Cepist: WEX8NK Kpaina: YkpaiHa
[laTa BupobHMLTRE: 06-06-2024
MpupaTHuit Ao: 30-06-2029

Lum 5 3acBiguyto, 1o HaBeaeHa BULLE iHdopmallis € [OCTOBIpHOWO Ta touHoto. Llio cepito npopyxuii Byno
BupobBneHo, BKITHOHAH0HU nakyBaHHs/ MapKyBaHHA Ta NpOBEAEHO KOHTPONbE i AKOCTi H8 Bl e3a3HaqeHIN pinbHuul Y
MOBHIN gignosigHocTi 3 sumoramut GMP, gcTaHOBNEHUMI MiCLEBUM perynaTopHuM opraHoM, a Takox BifnosiaHo Ao
creyndikauii, Wo MicTATECA Y peecTpatliitHomy pocbe. [poToKonn BUPOBHULTER, flaKyBaHHsa T2 auanisis 6yno
nepernaHyTo 78 BCTAHOBNEHO pignoBiaHicT GMP.

Cepisa byna npoTecToBaHa 3arigHo cneundikauii i fo3BoneHa fo peanisaulil.

Danni CeprvdikaT akocTi 6yB CTBOpEHUIA 3aKpUTOIO eneKTpoHHOK CCTEMOIO 0Bpobku  AaHUX, Ccame TOMY
33TBEPOKYETHCH enNeKTPOHHUM MIANUCOM. EnekTpoHHuiA NiANUC YNOBHOBaXEHO Ocoboto Bignosiaro Ao OUPEeKTUBU
2001/83/EC. Ocobu, Wwo MatoTh NPaBo Ha Niaamc: Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.

He 6yno BUABNEHO gigxuneHb Ha eTanax aupobHuLTBa Ta nakyBaHHs.
Po3Mip cepii: 24020 ynakoBOK

EneKTpoHHuiA Nianuc: Vera Schnapp (SGFPS)
VnoBHoBsaxeHa ocoba arigHo 2001/83/EC
[ata/dac: 2024-08-29 10:48:51 a.m. CET (UTC +1 hour )

|HCMeKUiAHWA NOT: 890001123925




Bayer Weimar GmbH und Co. KG

Débereinerstr. 20
99427 Weimar
Germany

Certificate of Analysis
Date:

Page:

10of 6
2024-08-29

Trade Name
Package size
Package type
Material No.

Importing Country

Marketing Authorization No.

Released by

Manufacturing Licence No.

GMP Cerificate No.

Product packaged by

Manufacturing Licence No.

GMP Cerificate No.

Manufactured by

Manufacturing Licence No.

GMP Cerificate No.

Product storage condition
Product transport condition

Strength/Potency
Dosage form

: Visanne®

: 2 blister in carton pack, 14 tablets in blister
: Blister

: 80119798

: Ukraine
: UA/11260/01/01

: Bayer Weimar GmbH und Co. KG

Ddbereinerstr. 20
99427 Weimar , Germany

: DE_ TH_01 H_MIA_2024_0003/5040-24-2482/38
:DE_TH_01H_GMP _2024_0005 + ..._2023_0008

: Bayer Weimar GmbH und Co. KG

Ddbereinerstr. 20
90427 Weimar , Germany

:DE_TH_01 H_MIA_2024_0003/5040-24-2482/38
:DE_TH_01 H_GMP _2024 0005 + ... 2023_0008

: Bayer Weimar GmbH und Co. KG

Débereinerstr. 20
99427 Weimar , Germany

: DE_ TH_01 H_MIA_2024_0003/5040-24-2482/38
:DE_TH_01H_GMP _2024_0005 + ... 2023 0008

: Nothing
: 2-MKT<=25°C24h25-40°

: dienogest 2 mg
: Tablet




Bayer Weimar GmbH und Co. KG spe :
Certificate of Anal

Dobereinerstr. 20 ertificate o alysis Page: 2 of 5
99427 Weimar Date: 2024-08-29
Germany
Material: 80119798 VISANNE TABL BLI 2X14 UA
Batch: WEX8NK Country: Ukraine
Date of manufacture: 2024-06-06
Expiry date: 2029-06-30
From material: 81923302 TM-IM-VISANNE TAB BEC 2814
Batch: WEXBSX Insp. instruction: P.5.2.01 - -
Inspection lot: 890001118955 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result
Release documents Insp.Instruct.: conforms

006617850-02

Specification:

004470753-05
Legend DNG=dienogest -
Appearance: formulation tablet conforms
Appearance: form round, flat-faced, conforms

beveled-edge
Appearance: color white to off-white conforms
Appearance: markings tablet top side "B" debossed conforms
Appearance: markings tablet bottom without conforms
side
Diameter diameter of 7 mm conforms
[dentity DNG TLC comparison main spot conforms
Identity DNG HPLC retention time conforms

comparison main peak
Disintegration max. 15 min 3
Degradation prod. DNG: unsp.single max. 0.2 % LC ")
HPLC
Degradation prod. DNG: sum HPLC max. 0.6 % LC )




Bayer Weimar GmbH und Co. KG Certificate of Analvsi
Débereinerstr. 20 ertificate of Analysis Page: 3 of 5
99427 Weimar Date: 2024-08-29
Germany
Material: 80119798 VISANNE TABL BLI 2X14 UA
Batch: WEX8NK Country: Ukraine
Date of manufacture: 2024-06-06
Expiry date: 2029-06-30
From material: 81923302 TM-IM-VISANNE TAB BEC 2814
Batch: WEXBSX Insp. instruction: P.5.2.01 - -
Inspection lot: 890001118955 Specification: P.5.1.901 -
Inspection Acceptance criterion UoM Result
Diss. DNG HPLC, 30 min, stage 1, min. 85 % LC 98
values 99
99
100
98
98
Diss. DNG HPLC, 30 min, stage 1, min. 85 % LC 99
mean
Diss. DNG HPLC, 30 min, stage 2, min. 65 % LC -
values
Diss. DNG HPLC, 30 min, stage 2, min. 80 % LC -
mean
Diss. DNG HPLC, 30 min, stage 3, min. 55 % LC e
values
Diss. DNG HPLC, 30 min, stage 3, max. 2 unit < Q- 15% —
values
Diss. DNG HPLC, 30 min, stage 3, min. 80 % LC -
mean
CU DNG HPLC, stage1, values % LC 98.3
98.0
97.6
99.7
99.3
98.2
98.6
97.9
99.2
99.0




Bayer Weimar GmbH und Co. KG Certificate of Analysis

Doébereinerstr. 20 Page: 4 of 5

99427 Weimar Date: 2024-08-29
Germany

Material: 80119798 VISANNE TABL BLI 2X14 UA

Batch: WEX8NK Country: Ukraine

Date of manufacture: 2024-06-06

Expiry date: 2029-06-30

From material: 81923302 TM-IM-VISANNE TAB BEC 2814

Batch: WEXB6SX Insp. instruction: P.5.2.01 - -
Ingpection lot: 890001118955 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result

CU DNG HPLC, stagel, AV max. 15.0 % 1.7

CU DNG HPLC, stage?2, values % LC -—

CU DNG HPLC, stage2, AV max. 15.0 % -

Assay DNG HPLC 95.0-105.0 % LC 98.7

Microbial purity TAMC max. 2000 CFU/g )

Microbial purity TYMC max. 200 CFU/g )

Microbial purity Escherichia coli absencein1g *)

*) Test is carried out on spot-check basis. However we confirm compliance with the inspection and requirements also

for this batch.

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

conformation with GMP.

The batch tested meets the specification and is released.

This Certificate of Analysis was produced by a closed electronic data processing system and therefore bears electronic
signature. Electronically signed by Qualified Person according to directive 2001/83/EC. The following persons are
empowered to sign: Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.




Bayer Weimar GmbH ung Co. KG
Débereinerstr. 20

99427 Weimar

Germany

Materigl: 80119798

Batch: WEX8NK
Date of Manufacture: 2024-06-05
Expiry date: 2029-06-30

Comment:

VISANNE TABL BLI 2X14 yA

Certificate of Analysis

Page:
Date:

No deviations were detecteqd during production ang packaging.
Quantity (total amount): 24020 packs,

Batch release electronically signed:

Date/time:
Inspection lot:

Visanng WEXSNK. pdf

Vera Schnapp (SGFPS)
Qualified Person acc. Direct. 2001/83/EC

2024-08-29 10:48:51 a.m. CET (UTC + 1 hour )
890001123925

Country: Ukraine







