NEPKABHA CJIYIKBA 3 JTIKAPChKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOT UKAMU y m. KMEBI

npos. Hanit Crirauunoi, 3, 02099, rei. (044) 295-26-85
E-mail: d1s.kyiv@cﬂs.gov,\m, Kon €JIPTIOY 137079055

BUCHOBOK
npo sIKicTL BBE3EHOIo B YKpaiHy JiKapesKroro 3aco0y

03.10.2024 Ne 51672/24/26

s A ETY LT
KAHIH®
(UM CHYRAHES JTKAPCHKOTO JacODY INAHO 3 PECCTpaiiinuM HOCBLANEHIAM)

TaGaercu, BRpUTi 000/I0HK0103 110 21 tabmerii y Gaicrepi 3 KaaeH1ApHoLo mKasot0; 110 1
GaicTepy PazsoM 3 HancpoBiv MilIeMIcoM B KApTOoHHii nasi

(qopma BURYCKy, J03yBariHil, BYLA NAKYBAHHS HKAPCHKOTD 3acody)

Hoxep peecTpauiiinoro noCHiAeHHs UA/S5169/01/01 erpox aif peectpauiiinoro qochiatenis HeOOMEReHHH

Cepis AikapebKoro 3aco0y Ne WEXSHE [CinbKiCTh BESIEHOFO AKAPCLROTO 3acoby 57012
BupoOHHK Baiicp Baiimap 'w6X i Ko, KU, Hiveuupna

(naifmeiy Banis BHPOOHIKA AIKAPCHKOTO 3ac00y, KpATHA FLOXOIREHR)

Baeseno B YRpainy Topapuerso 3 00MERCHOI0 BIATOBIAAILHICTIO "Baitep!, bnent. o
22911794

(pafiMeHy BAHHE TA KOA 30 CIPTIOY 1opuaRdiot oeobiu abo npiseRme, M, 10 Garproni Gizuunol
ocaBH ~ iAnpHCMIE. T Micue IPOHRAHHS TA pecerpauiiinuii HomMep OOKOBOT KAPTIKH NATHHEE
froaariis abo cepis Ta nosep HACTIOPTA)

[IpoToKos Bi3yaaLbHOTO KOHTPOJIO piz 03.10.2024 N 3395/2.

Ja pesyinbTATAMH  ACPKABHOTO KOHTPOMO  BCTAHOBAEHO. L0 Aikapebknil  3acid  poeacHo b Vipainy 3

NOTPHMAHHSIM suMor JAKOUOAARCTBA W00 3aDe3NeUeHI i kocTi nikapebkixAacoin.

IHayansamK Muxona XOJOIAEH KO

(nianmic) (initiaan Ta npiasLe)







Banep Baitmap Mm6X i Ko.KI
Lo6epaiinepwtpacce 20
99427 Baiimap, HimewunHa

CepTudoikaT aHasniay flava:

CropiHka :

135
30-08-2024

HatimeHyBaHHs NPOAYKTY
Tun ynaxkoBKu
Posmip ynakoBKu

MaTepianeHuit Homep

KpaiHa npusHadeHHs

PeecTpaujifiie NocBiaHeHHs

Bunyck

BupobHuua niyeHsis Ne

GMP Ceprudikat

YnakoBaHo

Bupo6Huya niueHsis Ne

GMP Ceprudikat

Bupobnero

Bupo6Huua niteHsis Ne

GMP CepTtudikar

YMmoBM 30epiraHHs

YMOBU TPAHCMOPTYBaHHA

Cuna Aii/ AKTUBHICTb

dopma BUNYCKY

- WaHiu® TabneTku, BkpuTi oBonoxkow Ne21

- 1 BricTep B KAPTOHHIN yrakoBL

- 24 Tabnetka B BricTepi 3 KaneHAapHOo LIKanow
: 64026537

: Yxpaina
: UA/5169/01/01

- Baitep Baiimap MbX i Ko. KI

- No6epaittepwTpacce 20

- 99427 Baimap, HimeuduHa

:DE_TH_O1 H_MIA_2024_0003/5040—24-2482/38
- DE_TH_01H_GMP _2024_0005 + ....2023_0008

- Baitep Balimap MvoX i Ko. KI

- Do6epanrepuitpacce 20

- 09427 Balimap, HimeuudunHa

:DE_TH_01 H_MIA_2024_0003/5040-24—2482/38
: DE_TH_01H_GMP _2024_0005 + ..._2023_0008

- Baitep Baitmap 'meX i Ko. Kl

- NoBepaitHeputpacce 20

© 99427 Baimap, Himeuunna

:DE_TH_01 H_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, 24ropn 25 —40 °C

- 2 mr pieHorecty + 0,03 mr eTuHiNecTpagiony

- TaBrneTky, BKpUTi 0BONOHKOIO

File: CoA UKR Jeanine, WEXSHE. pdf




Baviep Baiimap M'm6X i Ko. K
HobepaiHeplurpacce 20
99427 Bavimap, HimeuunHa

CepTtudikar aHanisy

OaTa:

Cropitka: 235
30-08-2024

Marepian: 64026537

KaHin® Tabnerku, BKpUTi 060MOHKOIO B 6nicrepi Ne21 UA

Cepisi: WEX8HE KpaiHa: YkpaiHa
Hata supobHuyTsa:; 08-04-2024
MpuaatHui go: 30-04-2027
MaTepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROG
MapTis: WEX5K4 [HCTPYKUIA No KoHTporo: P.5.2.901 - _
KonTponkHa napris: 890001113655 Cneuudikauis: P.5.1.901-
KoHTpons Kputepitt npuiHaTHocTi OBﬂMMT;;' PesyneTar
JoxkymenTn BUnycky IHCTpyKLiA: Binnosinae
004453497-01
Cneuudikadis:
012960945-01
MosHadeHHs DNG = gieHorect .
EE = eTuxinecrpagion
Onuc: dopma sunycky Brvckyyi TabneTky, BKPUTI Bignosinae
060M0HKoW
Onuc: konip 6inuit Bignosigae
lneHTUbikauis EE BEPX yac yTpumyBaHHs
OCHOBHOrO MiKa NopIiBHAHHS Bignosigac
laeHTudikauis EE THIX NOPIBHSIHHSA OCHOBHOT NAAMU BiAnosinae
laeHTudbikayis DNG BEPX Yac yTpumyBaHHst
OCHOBHOrO Mnika NopiBHAHHS Bignosigae
lneHTUdikauis DNG TWX NOPIBHAHHA OCHORHOT NNsIMU Bianosigae
lneHTudikauis Turady Aiokeuay PO34UH BIf] KOBTOIC [0
XOBTO-OpPaH¥KeBoro BionoBinae
3abapeneHHs
Mpopyktu posnagy EE:9,11 -perigpo-EE
BEPX makc. 0.5 A -
MpopykTu posnagy EE: 6a-OH-EE BEPX mMakc. 0.3 o ——
Mpopyktn posnagy EE: 6B-OH-EE BEPX makc. 0.3 % -
Mpoayktu posnagy EE: 6-okco-EE BEPX Makc. 0.3 % -
MpoaykTu posnagy EE: 6yab-skoi
HeBusHaueHo! BEPX Makc. 0.2 % -
MponykTh posnagy EE: cyma BEPX makc. 1.2 % -




Banep Baitmap Mm6X i Ko. Kr
|NoGepanHepTpacce 20 CepTudikaT aHaniay
99427 Baitmap, HimevuuHa

CropiHka: 335
Nara: 30-08-2024

Marepian: 64026537 W aHiH® TabneTku, BKpUTi 060NOHKO0 B 6nicrepi Ne21

Cepis: WEX8HE KpaiHa: Ykpaina

[aTa BupobHULTBEA: 08-04-2024

MpuaaTHWiA Ao: 30-04-2027

MaTepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MNapris: WEX5K4 IHCTPYKLUIis MO KOHTPOJTHO: P.5.2.901 - _

KoHTpofnbHa napTis: 890001113655 CneuudikaLis: P.5.1.901 -~ _
- . . lOoauHnyi

KoHTpornb KpuTepilt IPUAHATHOCTL | u Pesynerar B

Mpoayktu posnaay DNG: Byab-AKoT makc. 0.3 % -

HeeuaHaueHol BEPX
MpoaykTv posnagy DNG: cyma BEPX makc. 0.7 % e

PoaunHeHHs EE BEPX, 30 xa., cTagis 1,
oKpemi 3HaqeHHs miH. 80 % 98 99 100 102 100 100

Poauunenns EE BEPX, 30 x8., craaisa 1,
CEpeiHE 3Ha4YeHHA Min. 80 % 100

Po3yunenHs EE BEPX, 30 xB., cragia 2,
okpeMi 3Ha4YeHHs MiH. 60 % -—-

Po3unnenns EE BEPX, 30 xB., cragisa 2,
cepefiHe 3Ha4eHHs MiH. 75 % -

PosunHenns EE BEPX, 30 xs., crapia 3,
okpeMi 3Ha4YeHHs MiH. 50 % -

PosyunenHa EE BEPX, 30 xB., cragis 3,
OKpeMmi 3Ha4eHHs makc. 2 oa.< Q - 15% -

Posuurenns EE BEPX, 30 xs., cragis 3,
cepeaHe 3HauveHHa MiH. 75 %

PosuuHeHns DNG BEPX, 30 xa., cTagis 1,
okpemi 3Ha4eHHn MiH. 80 % 101 101 100 103 101 100

Pozuunerns DNG BEPX, 30 xB., ctagis 1,
cepefHe 3HaqYeHHs miH. 80 % 101

PosunHenHs DNG BEPX, 30 xB., cragis 2,
OKpeMi 3Ha4eHHR MiH. 60 % -

PosunHenHa DNG BEPX, 30 xB., cTapia 2,
cepefHe 3HaueHHs MiH. 75 % -




Batiep Baitmap Mm6X i Ko, KT
HobepaliHepuitpacce 20
99427 Barimap, HimeuuunHa

Ceprudbikat aHaniay

CropiHka: 435
[ata:

30-08-2024

Matepian: 64026537

KaHiu® TabneTku, BKpuTi 060M0HKOI y 6nictepi Ne21

Cepis: WEX8HE KpaiHa: YkpaiHa

[lata BupoBHULTEA: 08-04-2024

MpuaatHui go: 30-04-2027

MaTepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MapTis: WEX5K4 IHCTPYKLUIA No koHTpomio: P.5.2.901 - _

KoHTponbHa naprisi: 890001113655 Cneundikauis: P.5.1.901 - _
KoHTponb KpuTtepiit npuitHaTHoCTi C;ﬁmg;' PesynbTar

Posunrerns DNG BEPX, 30 xa., cragis 3,
OKpeMi 3HaYeHHs

PoguunenHa DNG BEPX, 30 XB., cTagia 3,
OKpEMI 3HaUYeHHS

PosuuHenus DNG BEPX, 30 xs., cTagis 3,
cepefiHe 3HayeHHs

OpHopigHicTb fo030BaHUX oauHuub EE
BEPX, cragis 1, OKpEeMi 3HavYeHHs
OpHopinHicTs Lo30BaHUX ofunHuub EE

BEPX, cragis 1, kputepit NPUAHATHOCTI

OpHopigHicTe fo30BaHUX oauHuyb EE
BEPX, cTagis 2, okpeMi 3HaueHHs

OpHopigHicTs fo3oBaHux OAuHMUbL EE
BEPX, cTagis 2, okpemi 3HaueHHs

OnHopigHicTs fo30BaHMX oanHmnub EE
BEPX, cragis 2, kputepin NPUAHATHOCTI

OnHopipHicTL f030BaHUX oanHuus DNG
BEPX, cragis 1, OKpeMmi 3HavYeHHs

OaHopigHicTe No30BaHUX oguHuub DNG
BEPX, ctanis 1, kputepiii npuitnaTHocTi

OaHopigHicTs go3oBaHUx oAuHuUb DNG
BEPX, cTagis 2, okpemi sHayeHHs

OpHopigHicTs go3oBaHUx oguHuub DNG
BEPX, cragis 2, OKpeMi 3HaveHHs

OnHopigHicTs fo30BaHMX oavHuyb DNG
BEPX, cTagis 2, kputepiit NPURHATHOCT]

MiH. 50 %

Make. 2 0.5 Q - 15% %

MiH. 75 %
0.0255 - 0.0345 Mr/Tab
mMakc. 6.0 %
0.0225 - 0.0375 mr/Tatb
Makc.1 og.< 85 % abo =

115 %

Makc. 7.8 %
1.70-2.30 Mr/Tab
Makc. 6.0 %
1.50 - 2.50 mr/Tab
Makc.1 oa.< 85 % abo 2

115 %

Makc. 7.8 %

0.0301 0.0310 0.0311
0.0304 0.0307 0.0295
0.0297 0.0311 0.0307
0.0304

1.9

.98 2.04 2.04 2.00 2.02
.9

1
1.94 1,95 2.05 2.02 2.00

1.9




Banep Baitmap MmbX i Ko. K Cropirka: 535
g,86epaMHepuJTpacce 20 Ceptudixar aHaniay fata: 30-08-2024

427 Baiimap, HimeuduHa

KaHiH® TabneTku, BKPUTI oBonoHkoto y 6nictepi Ne21

Matepian: 64026537

Cepis: WEXBHE Kpaina: YkpaiHa

Data s8MpobHULTEA: 08-04-2024

MpuaaTHWi oot 30-04-2027

Martepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MNapTis: WEX5K4 JHCTPYKUIA NO KOHTPOMIO! P.5.2.901 - _
Creuudixkallis: P.5.1.901 - _

KoHTponkHa napTin: 890001113655

l

O'”'V'H”L“ PesynbTaTt

KoHTponk KpuTtepin NPUAHATHOCTI

KinbKicHe BU3HaYEHHA EE BEPX 0.0285 - 0.0315

KinbkicHe BM3HaYeHHA DNG BEPX 1.90-2.10

3aranbHe YUCro aepobHUX MiKpOOpraHiamiB  {MaKe. 2000
(TAMC)

3aranbHe YUCHO APDKIKOBUX Ta NniCeHeBnX makc. 200
rpubie (TYMC)

Mikpo6iosioriuHa YucToTa Escherichia coli _|BIACYTHICTb B ir

Lum s 3acsigdyto, o HaBeneHa BuUlle iHpopmMaLlia € [OCTOBIPHOK Ta TOYHOM. Llio cepito nponykuii 6yno
BUPOBNEHO, BKNIOHAI0HM naxyBaHHs/MapkyBarHs Ta nposefeHo KoHTpOIlk il akocTi Ha pULLle3asHaqeHin DinbHULY Y
NOBHIV BigNOBIAHOCTI 3 BUMOTAMW GMP, BcTaHoBIEHUMU MicuesumM perynaropHuM OpraHoM, a TakoxX gignoeigHo A0
cneuundikalii, wo MicTATbCS Y peecTpauitiomy A0CHE. MpoToKkonu BUPOBHULITBA, NaKyBaHHA Ta aHanisis 6yno
nepernsiHyTo Ta BCTaHOBNEHO gignosigHicTe GMP VnosHosaxeHoto Ocoboto.

Cepia 6yna npoTecTosaHa arigHo cnieuudikadii i Aossonexa o peanisauil.

fanuit Ceprudikat aKocTi GyB CTBOpPEHUI 3aKpWUTOlo ENEeKTPOHHOK CUCTEMOHD 06poBki faHux, came TOMY
3aTBEPAKYETHCSH  EEKTPOHHUM Nianucom. EneKTpoHHUA  nignue VnosHosaxeHoi Ocobu srigHo  [inpekTvsK
2001/83/EC. Ocobu, Lo MatTb NPaso Ha nignuc: Vera Schnapp, Wilko Wohlauf, Maja Schulte, Dr. Uwe Rossbach.

BigxuneHHs B NpOLec BUPOGHNLITBA Ta NaKyBaHHS He Byno BUABNEHO.
PoaMip cepii: 57012 ynakoBku

ENeKTpOHHNIA nifnuc: Wilko Wohlauf (SGFMJ)
ynosHosaxeHa Ocoba arigHo dupekTnan 2001/83/EC
Jaralyac: 2024-08-29 11:51:20 a.m. UTC (UTC +-0= UTCIGMT )

|HCREKLiHWA NOT: 890001123937

Soh UKR Jeanine W EXGHE ndl







Bayer Weimar GmbH und Co. KG

Dobereinerstr. 20
99427 Weimar
Germany

Certificate of Analysis
Date:

Page:

1 0of 7
2024-08-30

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

- Jeanine®, coated tablets N21, 1x bli, calender scale
- 21 tablets in Blister with calender scale

- 1 blister in carton pack

1 64026537

: Ukraine
1 UA/5169/01/01

: Bayer Weimar GmbH und Co. KG

Débereinerstr. 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

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_01 H_GMP _2024_0005 + ..._2023_0008

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

: 2 mg Dienogest + 0,03 mg Ethinylestradiol
: coated tablet

Fies CoA ENG Jeaning AEXSHE pdf




Bayer Weimar GmbH und Co. KG . .
- , Certificate of A
Dobereinerstr. 20 erifficate of Analysis Page: 2 of 7
99427 Weimar Date: 2024-08-30
Germany
Material: 64026537 JEANINE TASC BLI 1X21 UA
Batch: WEXBHE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30
From material: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Batch: WEX5K4 Insp. instruction: P.5.2.901 ~ -
Inspection lot: 890001113655 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result
Release documents insp.Instruct.: conforms
004453497-01
Specification:
012960945-01
Legend DNG=dienogest, ---
EE=ethinylestradiol
Appearance: formulation glossy coated tablet conforms
Appearance: color white conforms
Identity EE HPLC retention time conforms
comparison main peak
Identity EE TLC comparison main spot conforms
Identity DNG HPLC retention time conforms
comparison main peak
[dentity DNG TLC comparison main spot conforms
[dentity Titanium dioxide yellow to yellow-orange -
solution
Degrad. prod. EE: 9(11)-Dehydro-EE max. 0.5 % LC -
HPLC
Degradation prod. EE: 6a-OH-EE HPLC | max. 0.3 % LC -
Degradation prod. EE: 68-OH-EE HPLC | max. 0.3 % LC -
Degradation prod. EE: 6-Oxo0-EE HPLC | max. 0.3 % LC -




Bayer Weimar GmbH und Co. KG
Dobereinerstr. 20

99427 Weimar

Germany

Certificate of Analysis

Page:
Date:

3 of 7
2024-08-30

Material: 64026537

JEANINE TASC BLI 1X21 UA

Batch: WEX8HE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30
From material: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Batch: WEX5K4 Insp. instruction: p.5.2.901 - -
Inspection lot: 890001113655 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result
Degradation prod. EE: any unspec. max. 0.2 % LC -
HPLC
DP EE: impurities total HPLC max. 1.2 % LC -
Degradation prod. DNG: unsp.single max. 0.3 % LC -
HPLC
Degradation prod. DNG: sum HPLC max. 0.7 % LC —=n
Diss. EE HPLC, 30 min, stage 1, values | min. 80 % LC 98
99
100
102
100
100
Diss. EE HPLC, 30 min, stage 1, mean min. 80 % LC 100
Diss. EE HPLC, 30 min, stage 2, values min. 60 % LC -
Diss. EE HPLC, 30 min, stage 2, mean min. 75 % LC ———
Diss. EE HPLC, 30 min, stage 3, values | min. 50 % LC -
Diss. EE HPLC, 30 min, stage 3, values | max. 2 unit < Q- 16% —n
Diss. EE HPLC, 30 min, stage 3, mean min. 75 % LC -
Diss. DNG HPLC, 30 min, stage 1, min. 80 % LC 101
values 101
100
103
101
100

File: CoA ENG Jeanine WEXSHE pdf




Bayer Weimar GmbH und Co. KG

Certificate of Analysis

Débereinerstr. 20 Page: 4 of 7
99427 Weimar Date: 2024-08-30
Germany
Material: 64026537 JEANINE TASC BLI 1X21 UA
Batch: WEX8HE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30
From material: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROGC
Batch: WEX5K4 Insp. instruction: P.5.2.901 - -
Inspection lot: 890001113655 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result
Diss. DNG HPLC, 30 min, stage 1, min. 80 % LC 101
mean
Diss. DNG HPLC, 30 min, stage 2, min. 60 % LC -
values
Diss. DNG HPLC, 30 min, stage 2, min. 75 % L.C -
mean
Diss. DNG HPLC, 30 min, stage 3, min. 50 % LC —
values
Diss. DNG HPLC, 30 min, stage 3, max. 2 unit < Q- 15% -
values
Diss. DNG HPLC, 30 min, stage 3, min. 75 % LC -
mean
CU EE HPLC, stage1, values 0.0255 - 0.0345 mg/Tab 0.0301
0.0310
0.0311
0.0304
0.0307
0.0295
0.0297
0.0311
0.0307
0.0304
CU EE HPLC, staget, CV max. 6.0 % 1.9
CU EE HPLC, stage?, values 0.0225 - 0.0375 mg/Tab -

G Jeanine WEXSHE ndf




Bayer Weimar GmbH und Co. KG - :
Cert fA
Dobereinerstr. 20 ertificate of Analysis Page: 5 0f 7
99427 Weimar Date: 2024-08-30
Germany
Material: 64026537 JEANINE TASC BL! 1X21 UA
Batch: WEX8HE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30
From material: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Batch: WEX5K4 Insp. instruction: P.5.2.901 - -—
Inspection lot: 890001113655 Specification: P.5.1.901 - -
Inspection Acceptance criterion UoM Result
CU EE HPLC, stage2, values max. 1 unit <85% or 2 -
115%

CU EE HPLC, stage2, CV max. 7.8 % —
CU DNG HPLC, stage1, values 1.70-2.30 mg/Tab 1.98

2.04

2.04

2.00

2.02

1.94

1.95

2.05

2.02

2.00
CU DNG HPLC, stage1, CV max. 6.0 % 1.9
CU DNG HPLC, stage2, values 1.50 - 2.50 mg/Tab -
CU DNG HPLC, stageZ, values max. 1 unit < 85% or 2 -

115%

CU DNG HPLC, stage2, CV max. 7.8 % -
Assay EE HPLC 0.0285 - 0.0315 mg/Tab 0.0305
Assay DNG HPLC 1.90 -2.10 mg/Tab 2.00
Microbial purity TAMC max. 2000 CFUl/g -
Microbial purity TYMC max. 200 CFU/g -
Microbial purity Escherichia coli absencein 19 -




Bayer Weimar GmbH und Co. KG g .
- . Certificate of Anal
Débereinerstr. 20 ertificate of Analysis Page: 6 of 7
99427 Weimar Date: 2024-08-30
Germany
Material: 64026537 JEANINE TASC BLI 1X21 UA
Batch: WEX8HE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30

I 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.

g W

EXEHE pdf




Bayer Weimar GmbH und Co. KG
Débereinerstr. 20

99427 Weimar

Germany

Certificate of Analysi
ertificate of Analysis Page:

Date:

7 of 7
2024-08-30

Material: 64026537

JEANINE TASC BLI 1X21 UA

Batch: WEX8HE Country: Ukraine
Date of manufacture: 2024-04-08
Expiry date: 2027-04-30
Comment: No deviations were detected during production and packaging.

Quantity (total amount): 57012 packs.

Batch release electronically signed

Date/time:
Inspection lot:

: Wilko Wohlauf (SGFMJ)
Qualified Person acc. Direct. 2001/83/EC

2024-08-29 11:51:20 a.m. UTC (UTC +/- 0 = UTC/GMT)

890001123937







