JEPYKJIIKCITY )KBA VKPATHU
JEPKABHA CJIYKBA 3 JIKAPCBKHIX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KNEBI

npos. Hanii Ceitanunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €[IPTIOY 37079055

BHUCHOBOK

npo AKiCTb BBC3CHOIO B Ykpainy JikapebKroro 3acody

20.11.2024 Ne 61625/24/26

KCAPEJTO®

(nalimenynats Aikapebkoro 3acoby IrigHo 3 peecTpauifim nocainYCHHAM)
TabCcTKH, BKPMTI IIIBKOBOIO 060J10HK0I0, 110 20 mr, Ne 100 (10x10): o 10 Tabierox y
éaicrepi, no 10 Gaicrepis B KkapTOHHiil mavuui

(dopma BHIIYCKY, XO3YBAHHA, BUL MKy BAHHA fikapcLKoro 3acoby)
Homep peecTpaltifiHoro nocsimenns UA/9201/01/03 crpok aii peecTpaltifinoro nocsinuents HeoOMemeHHH
Cepis nixapcbkoro 3aco0y Ne BXKS5FZ1 KinbKicTh BBE3EHOrO Nikapchkoro 3acoby 9216

BupoGHHK Baitcp Al', Himeuuuna

(HAMMCHY BaHHS BHPOOHHKE NIKGPCHKOTO 38C06Y, KpaiHa NOXOMKCHHS)

ToBapucrso 3 00MEKCHOIO sianosinansuictio "Bafep', inenr. on:
22911794

Baezeno B Ykpainy

(uatiMmenypaniig Ta KOM 38 €JIPMIOY 1opuanunoT 0cobk abo npizsuiLe, iM's, 1o Sarnkosi (hizndnol
0coBH - nignpremus, 1F Micue NPOXKMUBAHNS T2 peecrpauitnuii romep 06iKOBOT KapTKY IJIATHUKA
nonaTkis a6o cepis Ta HOMEP nacnopTa)

T1pOTOKO Bi3yaNHLHOTO KONTPOJIO Bilt 20.11.2024 X 4010/1.

3a  pesynbTaTaMi  EPKABHOTO  KOHTPOMO peTaHomieHo, WO  Jlikapchknii  3acié  mBescHo B Ykpainy 3
AOTPUMAHHSAM sMMOr 3aKOHOAKCTEA 1000 3a6e3nedelits AKOCT JHKApChKHX 3acobis.

Hauanb HHKAZ7500616 1, Muxona XOJIOJEHKO
o (;9‘ : \X‘;"nﬂ RN g e {74 M - ‘
(noc: Qﬁp?xib 310 KOHTPOIIIO) (nizTue) (iniuiany Ta npisauie)

/?> g/” e ;\//” ) f\/,g//(,/‘;

2 ‘,//‘// 767 ,(‘,{;/

File: Buchosok_Xarelto 20mg_100_BXKSFZ1_signed.pdf



Certificate of Compliance

Name of product XARELTO 20 MG 100 TABL
XARELTO® FCTB 20 MG N10, [0x
bli

Article number (Bayer) 80120729

Batch number (article) BXKSFZI

Importing country Ukraine

Date of manufacture (bulk) 2024-06-27

Expiry date 2027-06-30

Dosage form film-coated tablet

Package size and type 10 tablets in blister, 10 blister in pack

Strength / potency Rivaroxaban/ 20MG

Quantity supplied (packs) 30.492 packs

Batch size (packs) 30.492 packs

Name and address of manufacturer Bayer AG,

Kaiser-Withelm-Allee,
>-51368 Leverkusen, Germany

No. Marketing authorisation in Ukraine UA/9201/01/03

Expiration date of MALI Unlimited license

No. Manufacturing authorisation of manufacturing site DE NW_04_MIA_2023_0048 Bayer
AG as of 17.11.2023 issued by
Bezirksregierung Cologne

Results of analysis are provided in attached CoA.

Production of the above-mentioned batch was in accordance with legal requirements, particularly
with the EC Guide to Good Manufacturing Practice, the manufacturing license, as well as all
pertinent SOP of the manufacturing plant.

Starting materials, packaging materials and the final product were tested in accordance with valid
testing procedures and comply with the specifications. The production and in-process-controls
were performed according to presently valid production instructions. Production facilities are part
ol a regular monitoring program.
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Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of Analysis

Page: 10f 3
Date: 2024-10-18

Material:

80120729

Your material:

XARELTO 20 MG 100 TABL
XARELTO® FCTB 20 MG N10, 10x bli

Batch: BXK5BFZ1 Country: Ukraine

Date of manufacture: 2024-06-27 Delivery number; 135480310
Expiry date: 2027-06-30 Purchase number: 2172635067
From material; 89098092 RIVAROXABAN TAF! 20MG

Batch: BXA9ELO Insp. instruction: T.02.02 -1
Inspection lot: 040002817270 Specification: T.02.28 -1
Inspection Acceptance criterion UoM Result

Formulation film-coated tablet film-coated tablet

Form round, biconvex round, biconvex

Colour brown red brown red

Markings tablet top side Triangle 20 Triangle 20

Markings tablet bottom side Bayer cross Bayer cross

Identity A (Ph.Eur.) must comply complies

ldentity B (Ph.Eur) must comply complies

Dissalution aft.30min,6 s.units average min. 85 % 97

Dissolution aft.30min,6 s.units minimum min. 85 % 96

Dissolution aft.30min, 12 s.unils average min. 80 % -

Dissolution aft.30min,12 s.u.minimum min. 65 %

Any unspecified impurity (Ph.Eur.) max. 0.2 % <= (},1

Total impurities (Ph.Eur) max. 0.3 % <= ().1

Assay (Ph.Eur.) 95.0 - 105.0 % 99.7

Uniformity of dosage, accept.value(n=10) max. 15.0 % 2.1

Eile: CoA CoC_ENG_Xarello 20mg_ 100 _BXKEFZ1.pdf




Bayer AG

Kaiser-Wilhelm-Allee Certificate of Analysis

Page: 2 0of 8
Date: 2024-10-18

51368 L.everkusen,Germany

Material: 80120728 XARELTO 20 MG 100 TABL

Your material: XARELTO® FCTB 20 MG N10, 10x bii

Batch: BXKSFZ1 Country: Ukraine

Date of manufacture: 2024-06-27 Delivery number; 135480310
Expiry dale: 2027-06-30 Purchase number: 2172635067
From material: 89098092 RIVAROXABAN TAF1 20MG

Batch: BXASELO Insp. instruction: T.02.02 -1
Inspection lot: 040002817270 Specification: T.0228-1
Inspection Acceptance criterion UoM Resuit

Uniformity of dosage, accept.value(n=30) max. 15.0 % e

Uniformity of dosage, min.(based on M) min. 75.0 % e

Uniformity of dosage, max.(based on M) max. 125.0 % -

Total aerobic microbial count (TAMC)* max. 1000 CFU/gy 9]

Total combined yeast/mouid count (TYMC)* | max. 100 CFUfy )

Escherichia coli* Absence inig )

*Test frequency:at least each 20th batch e

or minimum one batch per year e -

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

for this balch.

This batch complies with the specification.

[ hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the

deslination country /countries.

The release documentation is signed by the Qualified Person (Supply Center Leverkusen)

Batch release electronically signed:
Dateftime:
Inspection lot:

Dr, Christian Wiese (GFRCI)

2024-10-16 10:39:54 a.m. CET (UTC + 1 hour)

040002932140



Bayer AG

Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificat i
ertificate of Analysis page: 3 of 3

Date: 2024-10-18

Material;

80120729
Your material:

XARELTO 20 MG 100 TABL
XARELTO® FCTB 20 MG N10, 10x bii

Batch:

Date of manufacture:
Expiry date:

BXKS6FZ1
2024-06-27
2027-06-30

Country: Ukraine
Delivery number: 135480310
Purchase number: 2172635067

This Cerificate of Analysis was automatically printed.




Ceptudikat BignosigHocTi

HaiimeHyBaHHA : KcapenTo® TabneTku, BKpUTI NNiBKOBOKW 060N0HKO,
no 20 mr Ne 100 (10 x 6ni)

MarepianbHui Homep : 80120729

Cepist Ha ynakosLj BXK5FZ1

Kpaina imnopTtep : YxpaiHa

[ata supobHuyTsea : 27.06.2024

TepmiH NpuAaTHOCTI 30.06.2027

dopma 4O3YBAHHS ! TaBneTikn, BKPUTI NNIBKOBOI 0BONOHKONW

Poamip Ta TUN YNaKOBKK ! no 10 Tabnetok B BriicTepi; no 10 6nicrepis B yha_KOBu,i

Cuna il aKkTUBHICTb ! pusapokcabaH / 20 mr k

KinbkicTb nocraBky © 30492 ynakoBoOK

Poamip cepii (ynakoBku) : 30492 ynaxkosok

HaiimeHyBaHHA | afpeca BUpoBHUKE ! Batiep Al

Kaitsep — Binerenom-Anee,
D-51368, fleBepkyseH, HimeuunHa

PeecTpatliitHe noceigHeHHs Ne : UA/9201/01/03

Tepmin nprgaTHocTi PeecTpallifiHoro HeobMexeHUH

NOCBIOYEHHS :

NiueHsia Ha BUPOBHUUTEO ! DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BUAAHWIA paioHHUM ypsaom KenbH

PesynbTaTy aHanisy HasefeHi B CepTudikati aHaniay.

NaHy cepito 6yno BApOBNEHO Y NOBHIN BIANOBIAHOCTI 3 BUMOraMu HBIM, niueHsii Ha BUPOBHULTBO, 8 TaKOX Y
BiANOBIAHOCTI 3 AOKYMeHTaLliel0 3aBoaa-BUPoBHUKa.

KOHTpOnb SIKOCTI BUXIGHWUX MaTepianis, nakysarbHuX maTepianis i rotosoro [13 nposegenuit y BignosigHocTi 3
METO[AMU KOHTPOMK SAKOCTI | cneuudikauiamu, Lo MICTATLCA B peecTpauifivoMy pocke. [IpoTokonu
BUPOGHULTBA | aHaniay BIANOBIAAKTL AiO4NM IHCTPYKLisM NO BUPOGHUUTBY. MPOBOASTLCA perynapHi iHcnekuii
Ha BUPOGHUHYIN AinbHWLI. '

Mignue lata : 21-10-2024

Dr. Christian Wiese

Baitep AN i

NocravakHsa npoaykTy ®apma.

LieHTp nocTauaHHs JlesepkyseH, HimeuuuHa
YnosHoBaxeHa ocoba
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Baitep A’

Katizep — Binbrensm-Anee
51368 JleBepkyaeH
HimeuunHa

CeptudikaTt AKocTi

Crop. : 131
Hara :18.10.2024

Martepian : 80120729
Bawl marepian:

Kcapento® 20 mr 100 Tabn

Kcapento® TabneTku, BKpUTI NNiskosoto o6onoHkoto no 20 mr Ne 10, 10x61i

Cepin : BXK5FZ1
[Jarta BupoGhnuTea : 27.06.2024
Tepmid npuaatHocTi : 30.06.2027

KpaiHa YkpaiHa
Homep nocrauanHs: 135480310
Homep 3amoBneHHs:: 2172635067

Bux. matepian : 89098092

RIVAROXABAN TAFi 20MG

Cepist 1 BXA9ELO Mepesipounuii npunuc  T.02.02 - 1
Homep npobu : 040002817270 Cneumndikauis T.02.28 - 1
FloKasHUK KpuTtepii npmﬁHmHocﬂ/oameui PeaynbTar
BMMIipHOBaHHS
Onuc TabneTku, BKpUTI NNiBKOBOK 0BOMOHKOK | TaBneTku, BKpUTI NNIBKOBOKO 060N0HKOK0
®dopma Kpyrni, ABOSKOBUMYKN] Kpyrni, BOAKOBUNYKM
Konip KOPWUYHEBO-4EepPBOHUIA KOPUYHEBO-YEPBOHUN

MapkysaHHst mabnemku:
MapkyBaHHS BEPXHLOI CTOPOHMN
MapkyBaHHS HWKHBOI CTOPOHU

TPUKYTHUK , 20
xpecrtononibHuit Hanuc BAYER

TPUKYTHUK , 20
xpectonofiGHui Hanme BAYER

I0enmudbikauis:

BEPX noBuHHa BigNoBIAaTn BignoBigae
TWX a6o BIKC noBMHHA BigNoBIigaTU sinnosigae
PO3YUHEHHA!

Yepes 30 xB. 6 OoKp. 04uHULL

- cepefHe 3HavYeHHs MiH. 85 % 97

- MiHIMyM MiH. 85 % 96
Yepes 30 xB. 12 okp. 0AUHULb

- cepedHe 3HaveHHs MiH. 80 % -

- MiHiMYM MiH. 65 % -
Mpodykmu poanady:

- Bynb-aKkuiA He cneundiyHni

npoaykKT poanagy makc. 0.2 % <= 0.1
- cyMa npogykris poanagy makc. 0.5 % <= 0.1
KinbKicHe eu3HayqyeHHs 95 - 105% 99.7
OG8HopidrHicmb 00308aHUX

00UHUYbL!

- yucno npuirHaTHocTi (n=10) makc. 15% 2.1

- 4Kncno NpuitHsTHoCTi (nN=30) mMakc. 15% --

- MiHiManbHe 3Ha4YeHHs,

pospaxoBaHe Ha ocHosi M MiH. 75% -

- MaKcUMarbHe 3HaYeHHS,
po3paxoBaHe Ha ocHoBi M

makc. 125%

MikpobionoaivHa yucmoma:
3aranbHe 41cno aepobHUX MikpoopraHiamis
(TAMC)”

BaransbHe YACno ApiKIKoBUX Ta
nniceHesux rpudis (TYMC)*

Escherichia coli* -

makc. 1000 KOE/r

makc. 100 KOE/r
BigcytHiB 1T

*UYacToTa Tecta: koxHa 20-51 cepist aBo sk MiHiMyM oaHa cepis B pik.
*)TecT NPOBOAUTLCA Ha OCHOBI BUGIPKOBOTO KOHTPOM. TUM He MeHlue, MK NigTBEPMIKYEMO BiANOBIAHICTL AaHoi cepil

HasBHUM CTaHapTam.

DNaHa cepis Bignoeinae cneyundikaii.
A TUM camum cTBEpMKYl0, WO BCi cTadii BupobHUUTBA BIANOBIGAOTL BUMOram GMP gns N3, a Takox BiANOBIAaKTh
napameTpam, WO MICTATLCH B peEcTpauiiHoMy A0CkE.
[aHa [okyMeHTaLis nignucaHa YnosHosaxeHoo 0coboto (UelHTp nocta4aHHsa INesepkyaeH)

EnexypoHHui nignue
Nata/uac
IHCneKUinHuia nor:

Dr. Christian Wiese (GFRCI)

2024-10-16 10:39:54 a.m. CET (UTC + 1 hour)

040002932140

Liett CeptudikaT AHanisy HagpykoBaHO aBTOMaTU4HO.




