JEPYKABHA CJIYKbBA 3 JHKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hagii Ceivmaunof, 3, 02099, e, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon EJIPTIOY 37079055

BUCHOBOK
(PO SIKICTH BBE3CHOr0 B Yrpainy JiKapcsKoro 3aco0y
25.09.2024 No 49282724126
KCAPEJITO®

(HalimenyBAHES NIKApCLKOTo 3ac06y 3rinuo 3 peecTpailiifium TIOCBIHCHIAM )
TabJeTKH, BKPUTI IIIBKOBOIO 060N0HIK010, 10 2,5 Mr, o 14 radaerox y omicrepi; no 4
GaicTeps B KAPTOHUIH aavi
(hopMa BANYCKY, JIOBY BaHIHS, BUIL [AKYBARK sikapepkore 3acoly)

Homep peecTpaniiioro nocsiguets UA/9201/01/04 crpok ail pecetpauiisoro nocsiauens Heobmexe i

Cepia nikapebkoro 3acofy Ne BXK4U51 KibKicTh BBE3CHOTO NKApChkoro 3ac00y 12624
BupoGHuK baiiep AL, HimeuunHa
(l'lilﬁMCl'l)/Uill'H15[ Bl'lp()GHHK‘d .‘Ii!\"i\pCMCOFO 3'(1(3()6)’, X(])ﬂwi(il ]'l())\'()}l‘)l\'CHI'l)l)
Baeseno B Yxpaiuy TosapucTBo 3 00MEmKEH010 sinnopizansuicrio "Hakep", inerr. wou
22911794

(maifMeHy BaRHS TL KOJ 33 CJPTIOVY 10priuiHOT 0C00H B0 UPI3RILLE, M3, 110 0aTbEOR] Pismano?
0co6H - ILIIPHEMILE, Tl MICIe TPOAHBAILIA T2 peecrpauitiigil HoMep OBMIKOBOT KAPTRH 1LIATHHER
nojarkis afo cepist ra HoMep nactopTa)

TIpOTOIC0J BI3YATLIOTO KOHTPOIO Bl 25.09.2024 Ne 3300/1.

Ja  pesyluTaTaMu  JEpAKaBHOrO  KOHTPOJIO peTaHOBNeno, WO Jtikapebkuii  3aci  pBeseHo B Yepainy

JOTPHMAHHIM srMor JAKOHOAABCTEA OO 3a0e3eHeHHSA sKoCTi KapChbKYX 3acoBiB.

b

HavanpHu} Muxosra XOJIOJEHIKO

(uianuc) (fniniasu va npisnHiie)

(nocanoy ocdGa op







Certificate of Compliance

Name of product

Article number (Bayer)
Batch number (article)
Importing country

Date of manufacture (bulk)
FExpiry date

Daosage form

Package size and type
Strength / potency
Quantity supplied (packs)
Bateh size (packs)

Name and address of manufacturer

No. Marketing authorisation in Ukraine
Expiration date of MAH
No. Manufacturing authorisation of manufacturing site

Results of analysis are provided in altached CoA.

XKARBELTO 2,5MG S6TABL
XARELTO® FCTB 2,5MG N14, 4x bli

81202982

BXK4U51

Ukraine

2024-01-04

2027-01-31

film-coated tablet

14 tablets in blister, 4 blister in pack
Rivaroxaban/ 2.5MG

12.624 packs

12.624 packs

Bayer AG,

Kaiser-Wilhelm-Allee,

D-51368 Leverkusen, Germany
UA/9201/01/04

Unlimited Hcense

DE NW 04 MIA 2023 0048 Bayer

AG as ol 17.11.2023 issued by

Bezirksregicrung Cologne

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 facilitics are part

of a regular monitoring program.
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|
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Signature: jR>"d Date:

{0 N o &
s Xarsiio 2.5 #58

K48 pdf
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Bayer AG

Certificate of Analysis

Kaisor-Wilhelm-Alles Page: 1 0of 3
Date: 2024-08-27

51368 Leverkusen, Germany

Material: 81202982 XARELTO 2,5M 56TABL

Your material: XARELTO®R FCTB 2,5MG N14, 4% bli

Batch: BXK4UHE Sountry: Ukraine

Date of manufacture: 2024-01-04 Delivery number: 134930370

Expiry date: 2027-01-31 Purchase number: 2172606966

From material: 89098106 RIVAROXABAN TAFI 2.5MG

Ratch: BXAORTR Insp. instruction: T.02.02-1

Inspection lot: 040002725388 Specification: T.02.28 -1

Inspection Acceptance criterion UoM Result

Formulation film-coated lablet film-coated tablet

Form round, biconvex round, biconvex

Colour light-yellow light yellow

Markings tablet top side Triangle 2.5 Triangle 2.5

Markings tablel boltom side Bayer cross Bayer cross

identity A {Ph.Eur.) musi comply complies

identity B (Ph.Eur.) must comply cormplies

Dissolution aft.30min 6 s.units average min. 85 Y% 89

Dissolution afl. 30min,6 s.units minimum min. 85 % 88

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

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

Dissolution aft. 30min,24 s.units average min. 80 Y

Dissolulion after 30min, 24 s.u. minimum min. 55 %

Dissol.af, 30min, 24 s.u.nuimb.o.sing.val. min.22 s.uin min.65%

Any unspecified impurity (Ph.Eur) max. 0.2 % <= 0.1




Bayer AG

Kaiser-Wilheln-Allee

51368 Leverkusen, Germany

Certificate of Analysis

2 0of 3
2024-08-27

Page:
Date:

Material: 81202982
Your material:

XARELTO 2,56MG 56 TABL
XARELTO® FCTB 2,5MG N14, 4x bii

rBah:h:

BXK4U51
2024-01-04
2027-01-31

Date of manufacture:
Expiry date:

Country: Ukraing
Delivery number: 134930370
purchase number: 2172606966

From material; 89008106 RIVAROXABAN TAFI 2.56MG

Batch: BXASBTB Ingp. instruction: T.02.02-1
fnspection ol 040002725388 Specification: T.02.26-1
Inspection Acceptance criterion UoM Result

Total impurities (Ph.Eur) max. 0.3 Yo <= 0,1

Assay (Ph.Eur) 95.0 - 105.0 %% 101.1

Uniformity of dosage, accept value(n=10) max. 16.0 Yo 27

Uniformity of dosage, accept.value{n=230) max. 15.0 %

Uniformily of dosage, min.(hased on M) min, 75.0 %

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

Total aerobic microbial count (TAMCY* max. 1000 CFU/y )

Total combined yeast/mould count (TYMC)* | max. 100 CFUlg )

Escherichia coli” Absence in 1.¢ )

“Test frequency:at least each 20th baich

or minimum one balch per year -

) Test is carried out on spot-chack basis, However we confirm co

for this batch.

This batch complies with the specification.

I hereby certify that all the manufacturing stages
compliance with tire GMP requiraments of the EU and with the requiremen

deslination country fcountries.

Filen Gof BRKAUET pdf

of this bateh of finished produc
is of the Marketing Aut

mpliance with the inspection and requirements also

{ have been carried outin full

horisalion(s) of the




Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of Analysis

Page: 30f 3
Date: 2024-08-27

Material: 81202982
Your material:

XARELTO 2. 5MG 56 TABL
XARELTO® FCTB 2, 5MG N14, 4x bli

Batch: BXK4U51
Date of manufacture: 2024-01-04
Expiry date: 2027-01-31

Country: Ukraine
Delivery number: 134930370
Purchase number: 2172606966

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

Batch release electronically signed;
Date/tims:
Inspection lot:

This Certificate of Analysis was auton

Dr. Christian Wiese (GFRC)

2024-08-26 03:26:01 p.m. CET (UTC + 1 howr )

040002916604

natically printed.




Baltep Al
Kanaep-Binsrensm-Anee Ctop.: 131
51368 JleBepkyaeH CepTudikaT sKoCTi Data: 27.08.2024
HimeyduHa
Marepian : 81202982 KcapenTo 2,5 Mr 56 Tabn
Baw matepian. KcapenTto®, TabneTku, BKpUTi NIiBKOBOO oBonoHkoto 2,5 Mr Ne 14, 4 x 6ni
Cepia : BXK4U51 Kpaixa : YkpaiHa
[lata supoBHuuTea  : 04.01.2024 Homep nocTaBku - 134930370
TepMmin npuaatHocti : 31.01.2027 Homep 3aMOBNEHHA 1 2172606966
Bux. maTepian : 89098106 RIVAROXABAN TAF| 2,5MG
MapTia ' BXA9BTB Mepesipounnii npunuc © 7.02.02 - 1
Homep npotu 1 040002725388 Cneuudikauia :T.02.28 - 1
HalimenyBarHsa aHanisy KpuTepin npuiHaTHocTi/ Pesynbrar
Op.BuM.
Nikapcbka opma TabneTku, BKpUTi NNiBKOBOIO TabneTku, BKPUTi NMiBKOBOO 0OOMOHKCH0
06ONOHKOW

dopma KkpyrAi, ABOONYKAI KpYrri, ABOOMNYKITi
Konip CBITNO-KOBTU CBITNO-KOBTUW
MapxyBaHHs TabneTku:
MapKyBaHHs BEPXHBOT CTOPOHU TPUKYTHUK, 2,5 TPUKYTHUK, 2,5
MapKyBaHHs HKHBOT CTOPOHX xpecTonogibHui anuc BAYER xpecTonogibHuit Hanue BAYER
|neHTudikauis
BEPX NoBWHHA BiANoBigaT gignosigae
TIUX abo BIMC noBuUHHA BignosiAaTy gignosigae
Po3uunHeHHs:
Yepes 30 xB. 6 0Kp. 0AVHULE
- cepeHe 3HaqeHHs MiH. 85 % 89 %
- MiHIMYM MiH. 85 % 88 %
Uepes 30 xB. 12 OKp. OAUHULL
- CepeHE 3HauEeHHs MiH. 80 % -
- MiHIMYyM miH. 65 % --
Yepes 30 xB. 24 OKp. OAUHULb
- cepefHe 3HaY4YeHHs miH. 80 % -
- MIHIMYM MiH. 55 % -
- ANA OKPEMUX 3HaveHb Mit.22 OKp. OANHKUB, 65% -
MpoaykTu posnagy-:

- oKkpeMi HeBidoMmi maxc. 0,2 % <=0,1

- cyma BCIX POAYKTIB posnagy makc. 0,5 % <=0,1
KinkkicHe BU3HaqeHHs 95 — 105% 101.1%
OpHopigHICTL A030BaHNX OA.
- qrcno npuiHaTHocTi (n=10) makc. 15% 2.7 %
- yucno npuitHaTHocTi (n=30) makc. 15% -
- MiHiManbHe 3HaueHHsi, poapaxosaHe | MiH. 75% -
Ha ocHosi M
- MakcuManbHe 3Ha4eHHs, makc. 125% -
pO3paxoBaHe Ha ocHoBi M
Mikpo6ionoriuHa wmcToTa™:
3aranbHe Yncro aepobHux makc. 1000 KYO/r )
mikpoopratiamia (TAMC)*
3aranbHe Y1Cro ApbKIKOBUX Ta makc. 100 KYOIr *)
nniceHesux rpuis (TYMC)*
Escherichia coli* He gonyctumo B 1 1 *)

*UacToTa TecTy: koxHa 20-a cepis abo MiHIMYM oaHa cepisi B pik. *) TeCTyBaHHA MpoBOAUTLCA Ha BUGipkoBi ocHosi. [poTe, Mu
niaTBEPAXKYEMO BIANOBIAHICTD iHcnekwii Ta BUMoram i Ans uiei cepii.
[aHa cepin Binnosinae cneuudikauil.
S TYM CaMWM CTBEPMXKYIO, WO AaHa cepid BUpoBneHa 3 ypaxyBaHHaM BUMOT GMP ans nikapcbkix 3acobis, a Takox KpuTepiis, Wo
HaABHI B PEECTPaLiHOMY [0ChE KpaiHU-NpUaHaqerHs.
Jana pokyMeHTalis nignucarHa YnosHosaxeHow ocoboto (Supply Center Leverkusen)

EnekTpoHHUA NiANUC ! Dr. Christian Wiese (GFRCI)

[aTta/ vac: 2024-08-26 03:26:01 p.m. CET (UTC + 1 hour )

IHCnekuiiHuA NoT . 040002916604

2.5 #56 BXKAUST.pdf




vob UKR Karelio

HalimeHyBaHHs :
MarepianbHun Homep :
Cepist Ha ynakosLu; :
KpaiHa npuaHadeHHs ;
Hata supobHuuTea :
TepMmiH npugatHocTi
Nikapcbka thopma :
Posmip / Tun ynakosxu :
Cuna aii / akTUBHICTL :
KinbKicTb nocrasxu :
Poawmip cepii (ynakosku) :
HalimeHyBaHHs | agpeca

BUPOOHKKA :
Peectpauiiive nocsiguenHs Ne :
TepMiH aii peectpauiitHoro

NnocsigqeHHs

NiueHsia Ha BUPOBHULTBO :

Ceptudikar BignosigHocri

KcapenTo® TabneTku, BKpUTI NNIBKOBOK 06010HKO, M0 2,5 Mr, Ne 56
81202982

BXK4U51

Ykpaika

04.01.2024

31.01.2027

TabneTku, BKpUTI NNiBKOBOK 06010HKO0

14 TabneTok B 6nicTepi, 4 GnicTepu B ynakosw;
puBapokcabaH / 2,5 mr

12624 ynakoBku

12624 ynakoBku

Baliep AT,

Kaltzep-Binbrensm-Anee

D-51368, lNesepkyaeH, HimeyunHa
UA/9201/01/04

HeobMexeHui

DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023 sugaHuii

OKpPYXHUM ypsagom KenbHa

PesynbTaTu aHanisy HaseaeHi B CoA.

laHy cepito N3 6yno BuroToBneHo y BignoBigHoCTi 3 BUMOramu 3akoHofaecTBa, GMP, niyeHsii Ha
BUPOBHULTBO, @ TakoX Y BifINOBIAHOCTI 3 ycima COlM 3aBopa - BupoBHuKa.

KoHTponk sikocTi BUXiAHUX MaTepianis, nakyBanbHUX martepianie i roToBoi NpoAYyKLUii NpoBeAeHa y BiANOBIAHOCT
3 MeTofamu KoHTponto skocTi i creumdikalism. BUpoBHULTBO Ta KOHTpoONb Ha BUPOBHWUUTBI adificHioBanucs
BiANOBIAHO A0 AlloUNX Ha OaHU MOMEHT IHCTPYKLIA 3 BUPOGHULTBA. BUpoBHUYI 0B'EKTY € YaCTUHO perynsipHol

NPOrpamu MOHITOPUHTY,

MNignue :

Jata 28.08.2024

Dr. Christian Wiese
bavep Al
MocrauaHHs npopykTy dapma

UeHTp nocTtavaHHs JlesepkyseH, HiMeuunHa

YnosHoBaxeHa ocoba

BAKAUS T odi



