JEPYKABIHA CJOYKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitauunoi, 3. 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPITOY 37076055

BUCHOBOK

PO AKICTL BBE3EHOI0 B Yrpainy JikapehbKoro 3ac00y

03.09.2024 No 44945/24/26

JUAHE-35
(BAHMCIY BRI HKOUPCHROIO 3acofy WL 3 peeaTpaniiinm HHOCRIAUCHTINAT)
rabaeTin BRpITI 060s01K010; 110 21 raGaeriid y GaicTepi 3 KaJcHj1apHolo HKajioio; o 1
Gaicrepy B KapTONHiH KkopooOuli
((OPMa BHIYCKY. AO3YBAHNHA, BUIL IIARY BRI Aikapenkoro racody)

Homep pecCTpauifHOro NoCBiA4CH S UA/7893/01/01 crpok i peccTpailifioro nocuiaicHis HEOBMEHECHUH

Cepis jiikapcskoro 3acoly Ne WEX748 KinbKicTh BREICHOIO AiKapebroro sacody 20004
Bupobrik Baitep Baitmap I'm6X i Ko, KI', HimeuunHa

(naimeHyBanis RUPOGIHEL JHKAPCHLEOTO 3ac00y. KpaTna HOXOJUAKCHHSE)

Beeseno B Ykpaily TorapucTBO 3 0GMEKCHO10 pignoninaasnicrio "haiiep”, incur. ko
22911794
(naiiMcHyBal T2 KO 33 CIPTIOY 1opuagiiot ocodu a0 HPIBHILC, N8 1O Garnioni gisanod
OCO0M - THIANPHEMLA, T MICHE HROUKCHBRILN ra pecerpauiiuuii osep OOATKOBOT RAPTRIC ANTHHKL
HOANTKIE a00 CCPis 1 HOMED HACHOPTA)

[1POTOKOJ Bi3yaNhHOTO KOHTPOMIO BiA 03.09.2024 N 2989/3.

3a  pesyawratami  IepKaBHOrO  KOWTPOIIO BCTAHORACHO. IO inxﬂpcuwui’u/? quciG  meeseno B Ykpainy 3
LHx 3ac006iB.

JOTPUMAHHSIM sumor 3akorONABCTEA 11010 3abesneqets sikoCTI JHKape
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Batep Baumap MubX i Ko.KI
Nobepaiteplutpacce 20
99427 Baiimap, Himeuduna

. . CropiHka: 136
Ceprudikat aHanisy flara : 02-08-2024

HaimeHyBaHHSA NPOAYKTY
Twun yrnakosku
Poamip ynakosku

MaTepianbHuit HOMEpP

Kpaina npusHadeHHs

PeecTpaliliHe NOCBIAYEHHs

Bunyck

Bupo6Huya niueHsia Ne
GMP Ceptudikat

YnakoBaHo

Bupo6Huya niueHsis Ne
GMP CepTudixat

BupobneHo

BupoBHuya niueHsia Ne
GMP CepTudikaT

YmoBu 3bepiraHHs

YMOBU TPEHCTIOPTYBaHHS

Cuna pii/ AKTUBHICTb

dopma BUNYyCKY

KoHTtpons cepil

BupoBbHuya nidexsin Ne
GMP CepTudikat

: NiaHe-35, TabneTkn BrkpuTi oGonokkoro Ne 21, 1 6nicTep 3 kaneHaapHoto
LLIKaoH

: 1 6ricTep B KAPTOHHIW ynakoBLi

: 21 Tabnetka y GnicTepi 3 KaneHaapHo LWKanow

: 80818416

: Yxpaina
: UA/7893/01/01

: Batep Bavimap M'vbX i Ko. KI'

: DoGepaittepwrpacce 20

: 99427 Balimap, HimeuunHa

: DE_TH_01H_MIA_2024_0003/5040-24-2482/38
- DE_TH_01H_GMP_2024_0005 + ..._2023_0008

: baiiep Baiimap M6X i Ko. KI'

: BoBepaiHeputpacce 20

: 99427 Baiivap, HimeuuuHa

: DE_TH_01H_MIA_2024_0003/5040-24-2482/38
: DE_TH_01H_GMP_2024_0005 + ..._2023_0008

: Bavep Baitmap Mm6X i Ko. KI™

: NoBepaitHepwTpacce 20

: 99427 Baimap, HimeuuunHa

: DE_TH_01H_ MIA_2024_0003/5040-24-2482/38
: DE_TH_01H_GMP_2024_0005 + ..._2023_0008

: 2-MKT<= 25 °C, 24rop 25 ~ 40 °C
: 2-MKT<= 25 °C, 24ron 256 -40°C

: 2 MF uunpoTepoHy auetaty / 0,035 mr eTuHinecrpagiony

: TabrieTku, BKpUTIi 0BONOHKOK

: Baltep Baiimap Mu6X i Ko. KI'

: NoBepaiikepwtpacce 20

: 99427 Banmap, HimeuunHa

: DE_TH_01H_MIA_2024_0003/5040-24-2482/38
: DE_TH_01H_GMP_2024_0005 + ..._2023_0008

Fie Cosc UKR Diane-l

K748 pdf




Baiiep Baimap M'm6X i Ko. KI”
Hob6epanHeplutpacce 20
99427 Baiimap, HimeuunHa

i . Cropinka: 236
CepTudikar aHanisy ﬂaTS: 02-08-2024

Marepian: 80818416

Diane-35, TabneTtku, Ne21

Cepist; WEX748 KpaiHa: Ykpaita
ata BupobHuuTBa: 13-05-2024
MpugatHun go: 31-05-2029
Martepian: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980
MapTis: WEX6CA IHCTPYKUist no koHTposto: P.5.2.01 - _
KoHTponkHa naprist: 890001117519 Cneuundikais: P.51.01-
KouTpors Kputepiit npuiHATHOCTI %ﬁmg;“ PesynbTat
LokymMeHTH BUMYCKY [HCTpYyKLUiA: Bignosinae
010170045-01
Cneuundixauis:
010169245-01
Mo3HaueHHs CPA= uunpoTepoHy -
auyervary
EE= eTuHinecTpapion
Onuc: dopma BUnycky TabneTku, BKPUTI signosigae
LYKPOBOK 0B0NOHKO
Onwuc: dpopma Kpyrni, 4BoonyKni Bignosinae
Onuc: konip Bexesi Bionosigae
lneHTudikauis EE petekuis 1 BETWX BiANOBIAHICTL NNAM Ha —
xpomarorpami wogo Rf
BU3HAYEHHS: BIANOBIAHICTL
crnekTpis emicil
lnenTudikauis CPA petexuin 1 BETLLUX BifMOBIgHICTL NMsiM Ha -—
xpomarorpami wopao Rf
BU3HAYEHHS: BiANOBIgHICTb
CheKTpie emicii
lneHTUdikauis EE petekuia 2 BETWX BiAMNOBIOQHICTL Bianosiaae
dntoopecuenuii Ta Rf
OCHOBHUX NIsIM
lzeHTudikauist CPA getekuis 2 BETWX BiANOBIAHICTL Bignoeigae
hnoopecueHuil Ta Rf
OCHOBHUX NNsSIM
lnenTudikauis CPA BEPX Koensuis — nikosa BinnoBsinae
FOMOT€EHHICTb
ANs OitYol pevoBUHK
lnenTUdikayin EE BEPX Koensauis — nikosa Bignosinae
FOMOFEHHICTb
ONA Airyol pevoBuHU




Baitep Baimap F'moX i Ko, KI'
[oGepaiHepwTpacce 20 CeptudikaT aHanisy
99427 Bawimap, Himeudnna

CropiHka: 336
Larta: 02-08-2024

Matepian: 80818416 Jiaxe-35, TabneTtku, Ne21
Cepist: WEX743 Kpaina: YkpaiHa
[ata BupobHUUTBA: 13-05-2024
NpuoartHui go: 31-05-2029
MarTepian: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980
MapTis: WEX6CA [HCTPYKLUis no koHTponto: P.5.2.01 - _
KoHTponsHa napTis: 890001117519 Cneuudikallis: P.5.1.01- _
. o 1 OpuHUL
KoHTpornk KpuTepih NpUAHATHOCTI BUMIDY PesynbTar
laeHTUikauis TUTaHy Aiokcuay PO34UH Bif *)
nomapaH4eBoro o
nomapaH4eso-
4epBOHOFO
Konbopy
|neHTudikauia okcuay 3anisa yTBOPEHHS ocady Big )
3eM1eHyBaTo-CHBLOMo
[0 CUHBOTO KONbOPY
MpoaykTu poanagy CPA: 6yfib-AKUiA He makc. 0.4 % ")
BUsHadeHun (BEPX)
Mpoayktu posnagy CPA: cyma (BEPX) makc, 0.6 % )
MpoaykTu posnagy EE: A9,11-EE (BEPX)  |makc. 0.5 % ]
MpoaykTu posnagy EE: 6-keTo-EE (BEPX) |makc. 0.2 % )
Mpoayktu posnagy EE: 6yab-akuit He maxc. 0.2 % )
suaHaveHuin (BEPX)
Mpoayktu posnaay EE: cyma (BEPX) makc. 1.0 % )
PosyuHenHs CPA BEPX, 30 x&., cTagia 1, |miH. 85 % 101 100 98 101 98 101
oKpeMi 3HaueHHs
PosunHentst CPA BEPX, 30 xB., cTagia 1, |Mix. 85 % 100
cepelHe 3Ha4eHHs
PoaunHeHHs CPA BEPX, 30 xs., cTagist 2, |MiH. 65 % -
OKpeMi 3Ha4YeHHs
PosuuHenHs CPA BEPX, 30 xs., ctagia 2, |MiH. 80 % -
cepenHe 3HavYeHHA




Baiep Baitmap M'm6X i Ko. KI© Cropitka: 436

LobepanHepwtpacce 20 CepTudikat aHaniay PSS

99427 Baiimap, HimeyuuHa flata: 02-08-2024

Marepian: 80818416 Oiane-35, Tabnetku, Ne21

Cepis: WEX748S Kpaiua: YkpaiHa

[ara BupobHUuTBa: 13-05-2024

MpunatHuy no: 31-05-2029

Marepian: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980

Mapris: WEXG6CA IHCTPYyKUist no kouTponto: P.5.2.01 -

KoHTponbHa napris: 890001117519 Cneuudpikauis: P.51.01- _

KoHTpone KpuTtepilh npuiHATHOCT] C;%}TS;' PesynbTar

PosunHenun CPA BEPX, 30 xB., cTaais 3, |miH. 55 % -

OKpeMi 3RaYeHHs

PosuuHenns CPA BEPX, 30 xB., ctagis 3, |Makc. 204.2 Q—15% -

OKpPEMI 3HaYEeHHs

PosuunenHa CPA BEPX, 30 xs., ctagis 3, |miH. 80 % -

cepefHe 3HAUYEHHS

PosunHenHs EE BEPX, 30 xB., cTagis 1, MiH. 85 % 97 96 95 100 96 98

OKpEeMi 3HaYeHHs

PosuuHenHs EE BEPX, 30 xB., ctagina 1, MiH. 85 % 97

cepefHe aHavyeHHs

Posundenus EE BEPX, 30 xB., cTtagis 2, MiH. 65 % o

OKpeMi 3HayeHHs

PosuuHenHa EE BEPX, 30 xB., cTaais 2, Min. 80 % -

cepefHe sHayeHHs

Posuunennss EE BEPX, 30 xB., ctagis 3, MiH. 55 % -

OKpeMi 3HaYeHHA

PosuuHeHHa EE BEPX, 30 xB., cTagis 3, Makc. 2 04.5 Q—15% ——

OKpeMi 3HadeHHs

PosuuHenHs EE BEPX, 30 xB., cragis 3, MiH, 80 % -

cepefHE 3HAYEHHSR

OpnHopigHicTe fo3oBaHux oguHulb CPA % 100.0 99.4 98.0 99.2 99.4

BEPX, ctagist 1, okpeMi 3Ha4YyeHHsn 101.599.7 100.1 96.1
99.5

OpHopigHicTb f030BaHUX oguHUybs CPA Makc. 15.0 % 3.4

BEPX, cTaagisa 1, KpuTepilt NpUAHATHOCTI

OpHopigHicTb fo3oBaHux oauHuyb CPA % -

BEPX, cTanis 2, okpemi 3Ha4YeHHs

2] WEXTAS et



Baiiep Baitmap Mm6X i Ko. KI'
JoBepaiiHeplutpacce 20
99427 Baiimap, HimeuydunHa

CepTudpixaT aHaniay

Cropitka: 536
[ara: 02-08-2024

Matepian: 80818416 Diane-35, Ta6neTku, Ne21

Cepisi: WEX74S KpaiHa: YkpailHa

[laTa BUpoBHMUTBRA: 13-05-2024

MpupaTtHui fo: 31-05-2029

MaTepian: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980

MNapTis: WEXBCA IHCTpYKUis no koHTporto: P.5.2.01 - _

KouTponeHa naptis: 890001117519 Creuudikauis: P.5.1.01-_
KoHTponb KpuTepiit NpUAHATHOCTI %ﬁm;';' Peaynerart

OfHOpPIAHICTL A030BAHUX OOUHULL CPA
BEPX, cTafis 2, KpUuTepii npUAHATHOCTI

OpaHopiaHicTL A030BaHUX OAUHULB EE
BEPX, cTaaia 1, oxpemi 3Ha4eHHs
OAHOpiAHICTE A030BaHUX OfUHKLbL EE

BEPX, ctafia 1, KpuTepill NpURHATHOCTI

OAHOPIAHICTE 4O30BaHUX OJUHNLb EE
BEPX, cTafin 2, okpeMi 3Ha4eHHs

OpfHopigHicTs 4030BaHUX OAUHULb EE
BEPX, cragis 2, xputepiit NPUAHATHOCTI

KinbkicHe BuaHadeHHs CPA (BEPX)
KinbkicHe BuaHadenns EE (BEPX)

3aranbHe YUcno aepoBHUX Mikpooprasiamis
(TAMC)

3aranbHe YMCNo APDKMKOBUX Ta NIiCeHeBUX
rpubis (TYMC)

Mikpo6ionoriuna unctoTa Escherichia coli

mMakc. 15.0

Makc. 15.0

maxc. 15.0

95.0 -105.0
95.0 —105.0

Makc. 2000

makc. 200

BiACYTHICTL B 1T

%

%

%

%

%

%
%

KYOIr

KyO/r

99.0 98.8 97.398.0 98.7
100.5 99.1 99.3 94.5 98.6

4.0

*) Mepesipka NPOBOAWUTLCR Ha BUGIPKOBIll 0cHOBI. [POTE MU TakoX NIATBEPAKYEMO BignosigHicTb Nnepesipui Ta

BMMOram ans uiel cepil.

24 WEXTLS pdt




baviep Banmap M6X i Ko. KI

HobepaiHepwTtpacce 20 Ceptudbikar aHaniay
99427 Banmap, Himeuuunna

Cropitka: 636
[aTa: 02-08-2024

MaTtepian: 80818416 HiaHe-35, TabneTtku, No21

Cepis: WEX74S KpaiHa: YkpaiHa
[laTta BupobHMUTBA: 13-05-2024

MpupatHuit ao: 31-05-2029

Lum s 3aceiguyto, Wo HaeBedeHa Bulle iHdopmauis € [OCTOBIpHOW Ta TodHow. Lo cepito npoaykuii 6yno
BUPOBFIEHOD, BKITIOYAIOUU MaKkyBaHHsA/MapKyBaHHs Ta NPoBEAeHO KOHTPONb 11 AKOCTI Ha BULLE3a3HadeHil finbHuLl y
nosHil BignosigHOCTI 3 BUMoramn GMP, BCTaHOBERUMU MICLEBUM PErynaToOpHUM OpraHoM, a Takox BifAnosigHo 4o
cneuudpikayitl, Wo MicTaTbCS y peecTpauiliHomy gocke. [MpoTokonu BUPoBHULTBA, NakyBaHHA Ta awanisis 6yiio
nepernsHyTo Ta BCTAHOBMEHO BignoeiaHicts GMP YnosHosaxeHow Ocoboo.

Cepisn 6yna npotecTtosaHa 3rifgHo cneundikauii i fo3BoneHa Ao peanisalil,

Hanunit Ceprudpikat akocTi OyB CTBOPEHWA 3aKpUTOK ENeKTPOHHOK CcUCTeMoto obpobku fJaHux, came ToMy
3aTBEPAXKYETLCS MEKTPOHHUM NiANMCOM. EnekTpoHHWi nianuc YnoeHoBaxeHo Ocoboto BIANOBIAHO AUpPEKTUBK
2001/83/EC. Ocobu, wo MatoTh nNpaso Ha nignuc : Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.

He 6yno BusiBNeHo BiaxuneHb Ha eTanax BUPOOHULTBA Ta NakyBaHHS,
Po3mip cepii: 20004 ynakoBok

EnekTpoHHui nignuc: Wilko Wohlauf (SGFMJ)
YnoeHoBaxeHa ocoba arigHo Qupektusu 2001/83/EC

Hatalvac: 2024-08-01 01:56:11 p.m. UTC (UTC +/- 0 = UTC/GMT )
I[HCnekUidHuM noT: 890001121081




Bayer Weimar GmbH und Co. KG

Certificate of Analysis

Dobereinerstr. 20 Page: 1 of 7
99427 Weimar Date: 2024-08-02
Germany

Trade Name - Diane-35, coated tablets N21, 1x bli, calendar scale

Package size : 21 tablets in Blister with calender scale

Package type + 1 blister in carton pack

Material No. : 80818416

Importing Country : Ukraine

Marketing Authorization No. : UA/7893/01/01

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

Tested by

Manufacturing Licence No.

GMP Cerificate No.

: Bayer Weimar GmbH und Co. KG

Dobereinerstr. 20
99427 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

: 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

: 2-MKT<=25°C24h25-40°
: 2-MKT<=25°C24h25-40°

: 2 mg Cyproterone acetate / 0,035 mg

Ethinylestradiol

: coated tablet

: Bayer Weimar GmbH und Co. KG

Dobereinerstr. 20
99427 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 Certificate of Analvsi
Daobereinerstr. 20 ertiticate ot Analysis Page: 2 of 7
99427 Weimar Date: 2024-08-02
Germany
Material: 80818416 DIANE 35 TASC BLI 1X21 UA
Batch: WEX748 Country: Ukraine
Date of manufacture: 2024-05-13
Expiry date: 2029-05-31
From material: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980
Batch: WEXBCA [nsp. instruction: P.5.2.01-—
Inspection lot: 890001117519 Specification: P.5.1.01 - -
Inspection Acceptance criterion UoM Result
Release documents Insp.Instruct.: conforms
010170045-01
Specification:
010169245-01
Legend CPA=cyproterone —
acetate
EE=ethinylestradiol
Appearance: formulation sugar-coated tablet conforms
Appearance: form round, biconvex conforms
Appearance: color beige conforms
Identity EE detection 1 HPTLC comigration; remission -
spectra comparison
[dentity CPA detection 1 HPTLC comigration: remission -
spectra comparison
Identity EE detection 2 HPTLC comigration: conforms
fluorescence comparison
Identity CPA detection 2 HPTLC comigration: conforms
fluorescence comparison
Identity CPA HPLC coelution - peak conforms
homogeneity for the drug
substance
Identity EE HPLC coelution - peak conforms
homogeneity for the drug
substance




Bayer Weimar GmbH und Co. KG i :
Dobereinerstr. 20 Certificate of Analysis Page: 30of 7
99427 Weimar Date: 2024-08-02
Germany
Material: 80818416 DIANE 35 TASC BLI 1X21 UA
Batch: WEX74S Country: Ukraine
Date of manufacture: 2024-05-13
Expiry date: 2029-05-31
From material: 84361186
Batch: WEX6CA Insp. instruction: P.5.2.01 - -
Inspection lot: 890001117519 Specification: P.5.1.01---
inspection Acceptance criterion UoM Result
[dentity Titanium dioxide orange to orange-red ")
solution
Identity ferric oxide fine greenish blue to blue )
precipitate

Degradation prod. CPA: any unspec. max. 0.4 % LC *)
HPLC
Degradation prod. CPA: sum HPLC max. 0.6 % LC )
Degradation prod. EE: delta 8,11-EE max. 0.5 % LC )
HPLC
Degradation prod. EE: 6-keto-EE HPLC | max. 0.2 % LC )
Degradation prod. EE: any unspec. max. 0.2 % L.C )
HPL.C
Degradation prod. EE: sum HPLC max. 1.0 % LC )
Diss. CPA HPLC, 30 min, stage 1, min. 85 % LC 101
values 100

98

101

98

101
Diss. CPA HPLC, 30 min, stage 1, min. 85 % L.C 100
mean
Diss. CPA HPLC, 30 min, stage 2, min. 65 % LC -
values

Coh BERNG Diane-35

421 WERXT74AS pdf




Bayer Weimar GmbH und Co. KG Certificate of Analysis
Dobereinerstr. 20 y Page: 4 of 7
99427 Weimar Date: 2024-08-02
Germany
Material: 80818416 DIANE 35 TASC BL! 1X21 UA
Batch: WEX74S Country: Ukraine
Date of manufacture: 2024-05-13
Expiry date: 2029-05-31
From material: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980
Batch: WEX6CA Insp. instruction: P.5.2.01 - -
Inspection lot: 890001117519 Specification: P.5.1.01 -~
Inspection Acceptance criterion UoM Result
Diss. CPA HPLC, 30 min, stage 2, min. 80 % LC ——
mean
Diss. CPA HPLC, 30 min, stage 3, min. 55 % LC -
values
Diss. CPA HPLC, 30 min, stage 3, max. 2 unit £ Q- 15% -
values
Diss. CPA HPLC, 30 min, stage 3, min. 80 % LC ———
mean
Diss. EE HPLC, 30 min, stage 1, values | min. 85 % LC 97
96
95
100
96
98
Diss. EE HPLC, 30 min, stage 1, mean | min. 85 % LC 97
Diss. EE HPLC, 30 min, stage 2, values | min. 65 % LC ———
Diss. EE HPLC, 30 min, stage 2, mean | min. 80 % LC -
Diss. EE HPLC, 30 min, stage 3, values | min. 55 % LC -—
Diss. EE HPLC, 30 min, stage 3, values | max. 2 unit £ Q- 15% -
Diss. EE HPLC, 30 min, stage 3, mean | min. 80 % LC e

Diane-35 #21 W

SIS RN o i
LVAYE R - 44
WX T7AS . pdd




Bayer Weimar GmbH und Co. KG

Certificate of Analysis

Doébereinerstr. 20 Page: 50of 7
99427 Weimar Date: 2024-08-02
Germany
Material: 80818416 DIANE 35 TASC BLI 1X21 UA
Batch: WEX74S Country: Ukraine
Date of manufacture: 2024-05-13
Expiry date: 2029-05-31
From material: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980
Batch: WEXBCA Insp. instruction: P.5.2.01 -~
Inspection lot: 8380001117519 Specification: P.5.1.01 -~
Inspection Acceptance criterion UoM Result
CU CPA HPLC, stage, values % L.C 100.0
994
98.0
99.2
994
101.5
99.7
100.1
96.1
99.5
CU CPA HPLC, stage1, AV max. 15.0 % 3.4
CU CPA HPLC, stage2, values % LC -
CU CPA HPLC, stage2, AV max. 15.0 % o
CU EE HPLC, stage1, values % LC 99.0
98.8
97.3
98.0
98.7
100.5
99.1
99.3
94.5
98.6
CU EE HPLC, stage1, AV max. 15.0 % 4.0
CU EE HPLC, stage2, values % LC -
CU EE HPLC, stage2, AV max. 15.0 % ==
Assay CPA HPLC 95.0-105.0 % LC 99.4

Eiley Cod ENG Diene-38 #21 WEX745 . pal




Bayer Weimar GmbH und Co. KG Certificate of Analysis

Dobereinerstr. 20 Page: 6 of 7

99427 Weimar Date: 2024-08-02
Germany

Material: 80818416 DIANE 35 TASC BLI 1X21 UA

Batch: WEX74S Country: Ukraine

Date of manufacture: 2024-05-13

Expiry date: 2029-05-31

From material: 84361186 TM-IM-DIANE-35 SCT 90MG BEIGE, BEC 6980

Batch: WEXBCA Insp. instruction: P.5.2.01- -
Inspection lot: 890001117519 Specification: P.5.1.01 - -
Inspection Acceptance criterion UoM Resuit

Assay EE HPLC 95.0 - 105.0 % LC 98.7

Microbial purity TAMC max. 2000 CFUlg )

Microbial purity TYMC max. 200 CFU/g *)

Microbial purity Escherichia coli absencein 1g *)

*) 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 und Co. KG - :
o] Al
Dobereinerstr, 20 ertificate of Analysis Page: 7 of 7
99427 Weimar Date: 2024-08-02
Germany

Material: 80818416 DIANE 35 TASC BLI 1X21 UA

Batch: WEX748 Country: Ukraine
Date of manufacture: 2024-05-13
Expiry date: 2029-05-31

Comment: No deviations were detected during production and packaging.
Quantity (total amount): 20004 packs.

Batch release electronically signed: Wilko Wohlauf (SGFMJ)
Qualified Person acc. Direct. 2001/83/EC

Date/time: 2024-08-01 01:56:11 p.m. UTC (UTC +/- 0 = UTC/GMT )
Inspection lot: 890001121081

NG Diane-35

21 WEXT4AS pdl







