JEPXJIIKCIIYXBA VKPATHU
JEPXKXABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Caitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.va, Kon €IPTIOY 37079055

BUCHOBOK

PO AKICTHL BBC3CHOI0 B Ykpainy JikapcsKoro 3aco0y

20.11.2024 Ne 61625/24/26

KCAPEJTO®

(naliMeiy BatIis AikapebKoro 3aco0y IriAHO 3 peecTpaLtiHuum nocainueHHAM)
TabJCTKH, BKPUTI IUIIBKOBOIO 060/10HK0I0, 110 20 mr, Ne 100 (10x10): no 10 rabnerox y
éaicrepi, no 10 Gaicrepis B KapTOHNii mayui

(opma BUIYCKY, HO3YBAHHA, BUL IAKYBAKHA nixkapebkoro 3acoby)
Homep peecTpaulifiHOro nocsinuents UA/9201/01/03 crpok aii peecTpaltiiiioro nocsiauenus HeoOMeKeHHUH
Cepis nixapebkoro 3acoby Ne BXKSFZ1 KinbKicTs BBE3eHOr0 fikapcskoro sacody 9216

BupoGHHK Baiicp AI', HiMeuuuna

(HaliMCcHY BaHHS BHPOOHHKE nikapcukoro 3acofy, kpaika TIOXOIKEHHS)

Tosapucrso 3 06MEIKCHOIO sianosinansuictio ""Baiiep", inenr. xon:
22911794

Beeseno 8 Ykpainy

(uatimenypatiid Ta KON 34 €JIPTIOY iopuanuHoi ocobn abo npisBALLE, iM'A, 1O Barnkoni (izn4nol
0coBH - nignpremus, i Micue NPOKHUBAHNA T2 peecTpaiitHuil HoMep 06niKoBOT XKAPTKY NaTHUKA
noaaTKiB 6o Cepis Ta HOMEp NACHOPTA)

T1pOTOKO BI3yANBHOTO KOWTPOIO B 20.11.2024 N 4010/1.

32 pesynsTaTaMyU  [epikaBHOTO  KOHTPOMO BeraHomiieHo, IO Jiikapchkmid 3aci6  wmescno B Ykpainy 3
AOTPUMAHHSM sUMOr 3aKOHONABCTES 1000 3a6e3neuents AKOCTI JHKAPCHKHX 3aco0iB.

6/ Muxona XOJIOJIEHKO

N o yamea .
(nijuic) (iniuiany T8 npissuine)

/?) (/ Gee &) f//éﬂ
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File: Bucrosok Xarelto 20mg_100_BXKSEFZ1_signed.pdf
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Certificate of Compliance

Name of product

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

Date of manufacture (bulk)
Expiry date

Dosage form

Package size and type
Strength / potency
Quantity supplied (packs)
Batch 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 ate provided in attached CoA.

XARELTO 20 MG 100 TABL
XARELTO® FCTB 20 MG NI0, 10x
bli

80120729

BXKSEZ1

Ukraine

2024-06-27

2027-06-30

film-coated tablet

10 tablets in blister, 10 blister in pack
Rivaroxaban/ 20MG

30.492 packs

30.492 packs

Bayer AG,

Kaiser-Wilhelm=Alleg,

D-51368 Leverkusen, Germany
UA/9201/01/03

Unlimited license

DE NW_04 MIA_2023_0048 Bayer
AG as of 17.11.2023 issued by
Bezirksregierung 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 facilities are part

ol a regular monitoring program.

7,

¥

\

Signature;

A

07 85
Page10



Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of Analysis

Page: 10f 3
Date: 2024-1018

Material: 80120729
Your material:

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

Batch: BXK5FZ1 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: BXASELD Insp. instruction: T.02.02 -1
Inspection lot: 040002817270 Specification: T.02.28 -1
Inspection Acceptance criterion UoM Result

Faormulation film-coated tablet film-coated tablet

Form round, biconvex round, hiconvex

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 comiplies

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

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

Dissolution aft:30min, 12 s.unils average min. 80 % a5

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

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

Total impuwrities (Ph.Eur.) max. 0.3 Y <= 0.1

Assay (Ph.Eur) 95.0 - 105.0 % 99.7

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




Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of Analysis

2 of 3
2024-10-18

Page:
Date:

Material: 80120729 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

Ratch: BXAQELO Insp. instruction: 1.02.02 - 1
Inspection lot: 040002817270 Specification: T.02.28 -1
inspection Acceptance criterion UoM Result

Uniformity of dosage, acoept.value(n=30) max. 15.0 % —

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

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

Total aerobic microbial count (TAMC)* max. 1000 CFU/g )

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

Escherichia coli* Absence in 1¢g )

*Test frequency:al least each 20th batch e

or minimum one batch per year e -

*y Test is carried oul 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

destination country /countries.

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

Batch release electronically signed:
Dateftime:
Inspection lot.

Dr. Christian Wiese (GFRCH)
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

Batech: BXKS&FZ1
Date of manufacture: 2024-06-27
Expiry-date; 2027-06-30

Country: Ukraine
Delivery number: 135480310
Purchase number: 2172635067

This Certificate of Analysis was automatically printed.




CepTudpikaT BignosigHocTi

HalimeHyBaHHA KcapenTo® TabneTku, BKpUTI NNIBKOBOH 0B0MNOHKOLO,
no 20 mr Ne 100 (10 x 6ni)

MaTepianshuit HoMep : 80120729

Cepisi Ha ynakosLi BXKSFZ1

KpaiHa imnoptep - YkpaiHa

[ata BupobHuLTRa ! 27.06.2024

TepMiH NpuoaTHOCTI 30.06.2027

dopma [03yBaHHA : TabneTkn, BKPWTI NMiBKOBO 0BONOHKOW

Poamip Ta TN YNakoBKu . no 10 TaBneTok 8 GriicTepi; no 10 GnicTepis B y'na}(oeu,i

Cuna gji akTUBHICTb : pusapokcabaH / 20 mr ’

KinbkicTs nocTaBki : 30492 ynakoBok

Poamip cepil (ynakoBku) : 30492 ynakoBok

HameHysaHHs i agpeca BUpobHUKa ! bBavep Al

Kaltzep — Binsrenbm-Ange,
D-51368, JleBepky3eH, HimeuunHa

PeecTpaliilite noceiguerHsa Ne : UA/9201/01/03

TepwmiH nprigatHocTi PeecTpaliiiHoro HeoBMeXKeHU

NocBIigYeHHs :

NiueHsia Ha BUpoBHNLTEO : DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BUAAHWA panoHHUM ypsaom KenbH

PesynbTaTi aHanisy HaBeaeHi B CepTudikari ananiay.

LaHy cepito 6yno BupobneHo y NoBHIi BIANOBIAHOCTI 3 BUMOramu HBIM, nikeHsii Ha BUPOBHULITBO, & TakoX Y
BiANOBIAHOCTI 3 JOKYMEHTAL|iE0 3aBOAA-BUPOGHUKA.

KoHTponk sikocTi BUXIQHUX MaTepianis, nakyBanbHux matepianis | rotosoro 13 nposegeHnii y BIAMOBIAHOCTI 3
METOOAMM KOHTPOMK SKOCTI i cneuudikauismu, o MICTATLCA B peecTpauiitioMy aocke. [lpoTokonu
BUPOBHULTBA | aHaniay BIANOBIAAKTL Ailo4MM IHCTPYKLIAM Mo BUPOBHUUTBY. MPOBOASITLCS perynsphi iHenekuil
Ha BUPOBHWYIN AinbHAUI. '

Mignue © Nata : 21-10-2024

Dr. Christian Wiese

Baiep Al :

MNoctavaHHs NpoaykTy ®apma.

LienTp nocrauaHHs fleepkyseH, HimeuuuHa
YnosHoBaxeHa ocoba
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Baiiep Al

Kansep — Binbrensm-Anee
51368 JleBepkyaeH
HimevunHa

CepTudikar AKoCTi

Crop. : 131
Hara :18.10.2024

Martepian : 80120729
Baw marepian:

Kcapento® 20 mr 100 Tabn

Kcapento® TabneTku, BKpUTI NNiBkoBok 06onoHkoro no 20 mr Ne 10, 10x611i

Cepis : BXK5FZ1
[Hata supobuuutea : 27.06.2024
TepmiH npuaaTHocTi : 30.06.2027

KpaiHa YkpaiHa
Homep nocrauanHs: 135480310

Homep 3amoBneHHsi: 2172635067

Bux. matepian : 89098092

RIVAROXABAN TAF| 20MG

Cepisi : BXAQELO Mepesipouruii npunuc  T7.02.02 - 1
Homep ripobu : 040002817270 Creundikauis T.02.28 - 1
S — Kpurepii npmﬁHﬂTHOCTi/onMHmui PeaynbTar
BMMipHOBAHHS
Onuc TabneTku, BKpUTI NNIBKOBOK 06OMOHKOK | TabneTkun, BKpUTI NIiBKOBOK 060N0HKOK0
®opma Kpyrni, ABOSKOBUMYKA Kpyrni, ABOAKOBUMNYKNI
Konip KOPUYHEBO-YEPBOHUA KOPWYHEBO-YEPBOHUIA

MapkysaHHa mabnemku:
MapKyBaHHS BEPXHBOI CTOPOHU
MapkyBaHHS HYKHLOI CTOPOHU

TPUKYTHUK , 20
xpectonogioHuit Hanue BAYER

TPUKYTHUKK , 20
xpectonofiGHuit Hanuc BAYER

(TAMC)

Baranblie YUCHO APIRIKOBUX Ta
nricexesux rpubie (TYMC)*
Escherichia coli* -

makc. 100 KOE/r
BigcytHiB 1T

I0eHmucpikayis:

BEPX NnoBUHHA BignoBiaaTu Bignosigae
TWX abo BIKC NoBKHHA BignosigaTn Binnosinae
PO3YUHEHHA!

Yepes 30 xB. 6 OKp. oANHULIL

- cepeHe 3Ha4YeHHs! MiH. 85 % 97

- MiHiMyM MiH. 85 % 96
Yepes 30 XB. 12 OKp: OAUHULL

- cepefHe 3Ha IeHHSA MiH. 80 % e

- MiHiMYM MiH. 65 % -
Mpodykmu posnady:

- ByOb-sIKUI He crieuundivHui

npoaykT po3nagy makc. 0.2 % <=0.1
- cyMa npoaykris poanagy makc. 0.5 % <=0.1
KinbkicHe 8USHa4YyeHHs 95 - 105% 99.7
QOdHopidHicmb do308aHUX

O00UHUYb:

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

- 4MCNo NpUAHATHOCTI (n=30) makc. 15% --

- MiHiMarneHe 3Ha4eHHs,

pospaxoBaHe Ha ocHosi M MiH. 75% -

- MaKCUMallbHE 3HaYeHHs,

‘po3paxoBaHe Ha ocHoBi M makc. 125% ==
MikpobionoziyHa yucmoma:

3aranbHe uvcno aeppBHUX Mikpoopraniamis | makc. 1000 KOE/r *)

*UYacToTa TecTa: koxHa 20-s cepist abo sk MiHiMyM ofHa cepisi B PiK.
*)TecT NPoBOAUTLCS Ha OCHOBI BUGIPKOBOTO KOHTPOMK. TUM He MeHlle, MK NiATBEPMAXKYEMO BIAMNOBIAHICTL AaHOl cepil

HasBHUM CTaHA4apTaM.

DNana cepis Bignoeigae cneuudikauii.

A TUM camum CTBEPIXYIO, Lo Boi cTaaii BupoBHUUTBa BignosigalTs sBumoram GMP 2

napameTpam, Wo MiCTATLCA B peecTpauiiiomMy AOCHE.

[aHa aokymeHTalis nignucada YnosHosaxeHol 0co60t0 (uenTp nocTavanHs Jlesepky3de
Dr. Christian Wiese (GFRCI) o ‘
2024-10-16 10:39:54 a.m. CET (UTC \ ‘

EnexrpoHHWi nignuc
NaTta/mac
IHcneKLitHWiA noT:

040002932140

Llet CepTudikaT AHanisy HaapykosaHo aBToOMaTU4Ho.




AEPXABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Ceitnuusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €APTIOY 37079055

BHUCHOBOK
Npo AKICTh BBE3€HOI0 B YKpaiHy JiKapcbKoro zacoby

28.08.2024 ) Ne 43569/24/26

KCAPEJTO®

Thigboy

TR - R 7 a1 . S o o R S R e R S

(HaliMeHyBaHHS J1iKapcbKOro 3acofy 3riHO 3 peecTpauifiHUM NOCBIAYEHHAM)
Ta0/IeTKH, BKPHTI ILTiBKOBOIO 060/10HK010, 10 20 mMr, Ne 100 (10x10): no 10 Tabaerox y
oaicrepi; mo 10 GaicrepiB y kapToHHiH mayni

(¢opma BumycKy, A03yBaHHS, BUA NaKyBaHHA NikapCbkoro 3acoly)

Homep peectpauitinoro nocsinuenna UA/9201/01/03 crpox aif peectpauititoro nocsinuenns HEOOMexXeHHH

Cepisa nixapcekoro saco6y Ne BXK4G12 KinbkicTs BBe3eHOrO Nikapcbkoro sacoby 11484
Bupo6Huk Baiiep AI', Himeuyunna
(HaliMeHyBaHHA BUPOOHHKA NlikapchKoro 3acoby, kpaiHa NOXOKEHHS)
Baeseno B VkpaiHy TorapucTBO 3 06MexeHO0I0 BixnoBinaanHicTio "'Baiiep”, izeur. kon:
22911794

(HatiMeHyBaHHs Ta kox 3a €JIPTIOY opuanutoi oco6u aGo npizsyuie, im's, no 6aTbkosi hisnuHol
oco6u - mianpueMus, ii MicLe TPOXKHBAKHA Ta peecTpauiinuii HoMep 061iKOBOT KapTKu NaTHHKA
nonartkis aGo cepia Ta HOMep nacnopTa)

MpoTtokoa Bisyansnoro xoutpoo sin 28.08.2024 N 2916/1.

3a pesyNbTaTaMHM JAEPKABHONO KOHTPOMIO BCTAHOBJIGHO, IO JikapcbKuit 3aci6 BBeseHo B YKpaiHy 3
JAOTPHMAHHSAM BUMOT 3aKOHOJABCTBA WOAO 3a6e3ne4enHs AKOCTi NikapebkuX cobis.

Muxosna XOJIOJJEHKO

" (<4 . i
(nianuc) (ividianwn Ta npissrie)

Eai
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bawnep Al
Kawnsep — Binbrenom-Anee Crop. : 131
51368 JleBepky3eH CepTudikat sikocTi Oara :19.07.2024
HimeyunHa

Matepian : 80120729
Baw matepian:

Kcapento® 20 Mr 100 Tabn
KcapenTto® 1abnetku, BKpUTI NNiBKOBOIO O

6onoHkoto no 20 mr Ne 10, 10x6ni

Cepis : BXK4G12
Harta BupobHuuTBa : 22.09.2023
TepmiH npuaaTHocTi : 30.09.2026

KpaiHa . YkpaiHa
Homep nocrauaHHsa: 134592894
Homep 3amoBneHHs:: 2172573966

Bux. matepian : 86593602

RIVAROXABAN TAFI 20MG

Cepis : BXA9BBT MepesipoyHur npunuc  T.02.02 - 3
Homep npobn : 040002691059 Cneuudvikauis T.02.28 -4
L —— Kputepii anI?IHﬂTHOCTi/OﬂMHMLI,i PeaynbTar
BMMIpIOBaHHS
Onuc TabneTku, BKPpUTI NMiBKOBOKO OBOMNOHKOK | TabneTkW, BKpUTI NMNiBKOBOK OBOSOHKO
Dopma Kpyrni, SBOAKOBUMYKi Kpyrni, ABOAKOBUMYK
Kornip KOPUYHEBO-YEPBOHUI KOPWUYHEBO-4EPBOHUI

MapkysaHHsi mabnemku:
MapkyBaHHA BEPXHBOI CTOPOHU
MapKyBaHHS1 HWKHBOI CTOPOHU

TPUKYTHUK , 20
xpecronofibHuit Hanuc BAYER

TPUKYTHWKK , 20
xpecronofibHui Hanuc BAYER

I0enmucpikauyisi:

BEPX MOBWHHA BignosigaTn Bignosigae
TLIX a6o BIKC NoBWHHA BignoBigaTu Bignosigae
Po3yuHeHHs:

Yepes 30 xB. 6 okp. 0OguHULIL

- cepefiHe 3HavYeHHs MiH. 85 % 96

- MiHIMyM MiH. 85 % 95
Yepes 30 xB. 12 okp. oauHULb

- cepefiHe 3Ha4YeHHs MiH. 80 % -

- MiHIMYM MiH. 65 % -
[Mpodykmu po3nady:

- Byab-skui He cneyundivHuin

NpoayKT posnagy makc. 0.2 % <=0.1
- CyMa NpoAyKTiB posnagy Makc. 0.5 % <=0.1
KinbkicHe 8U3HaY€HHS 95 — 105% 99.3
OO0HopidHicmb 0o308aHUX

OO0UHUUb:

- Yncno NpuUHATHOCTI (N=10) makc. 15% 1.6

- yncno npuiHATHocTi (n=30) Makc. 15% -

- MiHiMarnbHe 3Ha4YeHHs,

pospaxoBaHe Ha ocHoBi M MiH. 75% -

- MakcumaribHe 3Ha4eHHs,
pospaxoBaHe Ha ocHoBI M

makc. 125%

MikpobionoeaiyHa yucmoma:
3aransHe YMcno aepobHUX MikpoopraHiaMiB
(TAMC)*

3ararnbHe YMCNO OPIKIPKOBUX Ta
nniceHesux rpu6is (TYMC)*

Escherichia coli*

makc. 1000 KOE/r

Makc. 100 KOE/r
BiocytHiB1T

*YacToTa Tecta: koxHa 20-9 cepis abo sik MiHIMyM ofiHa cepisi B pik.

*)TecT NpoBOAUTLCA Ha OCHOBI BUGIPKOBOrO KOHTPOMIO. TUM He MeHLWe, MU NiATBEPAKYEMO Bi

HaaBHUM CTaHOapTaMm.

HaHa cepis Bianosigae cneundikadii.

A Tvm camum cTBepakylo, WO BCi cTagii BMpobHuuTBa BignosigaloTe BuMoram GMP ans

napameTpam, Lo MICTATLCA B peecTpaLiiHOMYy A0ChE.

HaHa aokymeHTauis nignucaHa YNoBHOBaXEHOI 0CO000 (LEHTP NocTavyaHHA JleBepKy3eH)

EnekrponHui nignuc
Hata/vac
|HCMEeKUiHMiA NoT:

Dr. Sabine Ullrich (PHULL)

2024-06-28 01:41:18 p.m. CET (UTC + 1 hour )

040002859937

Llen CepTtudpikat AHanisy HagpykoBaHO aBTOMATU4HO.
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CepTtudbikat BignosigHOCTI

HanmeHyBaHHs : Kcapento® TabneTtku, BKpUTi NniBkoBOKO 060MOHKOI,
no 20 mr Ne 100 (10 x 6ni)

MartepianbHuia Homep : 80120729

Cepis Ha ynakoBLi : BXK4G12

Kpaina imnoptep : YkpaiHa

[ara BupobHuUTBA : 22.09.2023

TepmiH npuaaTHOCT : 30.09.2026

dopma [03yBaHHS : TabneTkn, BKPUTI NMiBKOBOK OBGOMOHKOK

Po3mip Ta TN ynakoBku : no 10 TabneTok B GnicTepi; no 10 GnicTepis B ynakosLi

Cwvina fji akTUBHICTb : pvBapokcabaH / 20 Mr

KinbkicTb nocTaBku : 11484 ynakoBok

Poamip cepii (ynakoBku) : 25884 ynakoBok

HarimeHyBaHHS | agpeca BUPOOHUKa : Banep Al,

Kaizep — Binbrenom-Anee,
D-51368, JleBepkyseH, HimeyunHa

PeecTpauinHe nocsigyeHHst Ne : UA/9201/01/03

TepwmiH npuaaTtHocTi PeectpauiinHoro HeoBMexeHui

MOCBIAYEHHS :

JNiueHsia Ha BUpOBHULTBO : DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BUAAHUIA panoHHUM ypaaom KenbH

Pesynbratn aHanisy HaeegeHi B CepTudikati aHanisy.

HaHy cepito 6yno BupobneHo y nosHii BignosBiaHOCTI 3 BUMoramu HBI, niueHsii Ha BUPOBOHULTBO, @ TakoX y
BiONOBIOHOCTI 3 OKYMEHTALE0 3aBoaa-BUpoBHUKa.

KoHTponb fIKOCTi BMXiAHMX MaTepianis, NakyBarnbHUX mMaTepianis i rotosoro J13 nposeaeHuid y BianoBigHOCTI 3
MeTo4amKn KOHTPOMI0 AKOCTI | creundikauisamn, WO MICTATLCA B peecTpauiitHoMy pfocke. [lpoTokonu
BUMPOGHULITBA i aHanisy BigNoBigaloTb AiloYUM IHCTPYKUISAM Mo BUpoBHULTBY. MpoBoasTbCA perynsipHi iHcnekuil
Ha BMPOBHUHIN OinbHUL.

Mignue : Hara : 22-07-2024

Dr. Monika Hungeling

Bavep Al

MoctavaHHs npoaykty ®apma.

LleHTp noctauyaHHs JleBepky3eH, HimeuunHa

YnosHoBaxeHa ocoba o s .
JOKYMEHTIB N




NEPKABHA CJIVIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

npog. Hanil CeimanyHo, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
npo sSIKicTH BBE3CHOT0 B Vpaidy JikapcbKoro 3aco0y
12.12.2024 Ne 66842/24/26
KCAPEJITO®

(naliMenyBaHIs JIiKapCLKOro 3acofy srinno 3 peecrpaniftum [OCBIAYEHHAM)
TabeTKH, BKPHTI IUIIBKOBOIO 060J10HK010, 10 20 Mr Ne 100 (10x10): mo 10 TaGaerox y
6aicrepi; no 10 Gxicrepis y KapTOHHI mavui

(popma BUNIYCKY, LO3YBaHA, BHA f1aKy BaHHs# JIKapCbKOro 3ac0By)

Homep peecTpauifHoro nocsiaueHHs UA/9201/01/03 etpok ail peecTpauiiiHOro MOCBiA4CHH HeoOMEKEHHH

Cepis nikapcbkoro 3acofy Ne BXKSFZ2 KinbKicTh BBE3EHOTO JikapehKoro 3acoby 9750
BupoGHuk Baiiep AT, Himequuna
(HalimeHyBaHHA prpoBHuKa NiKapcLKOro 3acofy, kpaiua MOXOIKCHHR)
BapeseHo B Y kpainy TonapHcTBO 3 0OMeKenoio pignosinaapHicTIO "Baiep'', inenT. Ko
22911794

(naiimenyBatins Ta KOZ 33 €JIPNIOY iopuauunoi ocobu aBo Mpi3BHILE, iM's, 110 BarsKoBi
izuuniof 0cobu - ninpuemis, Ti MicLe NPOKHBAHI Ta peecTpanifinuii HoMep obaikoBoi
KapTKU MaTHAKa noaTkin abo cepist Ta HOMEp nacnopTa)

TIpoToKos Bi3yaBHOr0 KONTPOJIO sin 12.12.2024 Ne 4248/6.

3a pesynbTaTaMu JAEPKABHOTO KOHTPOJNIO BCTAHOBJIEHO, IO nixapchkuit 3aci§ﬂ peeseno B YKpaiHy 2
uOTpHMaHHﬂM BUMOT 3aKOHOIABCTBa OO 3abesneyeHHs ﬂxom“'ﬂ;ixwx 3acobis.

Muxona XOJIOJEHKO

(ininiany Ta npissuLIC)

File: BucHosor_Xarelto 20mg_100_BXKSFZ2_signed.put ——_‘






Certificate of Compliance

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

Article number (Bayer) 80120729

Batch number (article) . BXKS5FZ2

Importing country Ukraine

Date of manufacture (bulk) 2024-04-15

Expiry date 2027-04-30

Dosage form film-coated tablet

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

Strength / potency Rivaroxaban/ 20MG

Quantity supplied (packs) 9.750 packs

Batch size (packs) 9.750 packs

Name and address of manufacturer Bayer AG,

Kaiser-Wilhelm-Allee,
D-51368 Leverkusen, Germany

No. Marketing authorisation in Ukraine UA/9201/01/03
Expiration date of MAH 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
of a regular monitoring program.

/)
Signature: ( | \3/ Date: 2024 -10- 2 1
\\w e N
File: CoA_CoC_ENG_Xarelto 20mg_100_BXK5FZ2,pdf /7
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Bayer AG Certificate of Analysi
Kaiser-Wilhelm-Allee FIMIGREIOTISSES Page: 1 of 3
Date: 2024-10-18
51368 Leverkusen,Germany
Material; 80120729 XARELTO 20 MG 100 TABL
Your material: XARELTO® FCTB 20 MG N10, 10x bli
Batch: BXKSFZ2 Country: Ukraine
Date of manufacture: 2024-04-15 Delivery number: 135480310
Expiry date: 2027-04-30 Purchase number: 2172635067
From material: 89098092 RIVAROXABAN TAF| 20MG
Batch: BXAQE03 Insp. instruction: T.02.02 -1
Inspection lot: 040002763464 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 tap side Triangle 20 Triangle 20
Markings tablet bottom side Bayer cross Bayer cross
identity A (Ph.Eur.) must comply complies
Identity B (Ph.Eur.) must comply complies
Dissolution aft.30min,§ s.units average min. 85 % 96
Dissolution aft.30min,6 s.units minimum min. 85 % 94
Dissolution aft.30min,12 s.units average min. 80 % -
Dissolution aft.30min,12 s.u.minimum min. 65 % e
Any unspecified impurity (Ph.Eur.) max. 0.2 % <=0.1
Total impurities (Ph.Eur.) max. 0.3 % <= 0.1
Assay (Ph.Eur) 95.0-105.0 % 99.5
Uniformity of dosage, accept.value(n=10) max. 16.0 % 1.5




Bayer AG
Kaiser-Wilhelm-Allee

51308 Leverkusen,Germany

Certificate of Analysis

2 0of 3
2024-10-18

Page:
Date:

Material: 80120729
Your material:

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

BXK6FZ2
2024-04-15
2027-04-30

Batch:
Date of manufacture:
Expiry date:

Country: Ukraine
Delivery number; 135480310
Purchase number; 2172635067

From material: 89098092 RIVAROXABAN TAF| 20MG

Batch: BXAOED3 Insp. instruction: T.02.02-1
Inspection lot: 040002763464 Specification: T.02.28 - 1
Inspection Acceptance criterion UoM Result

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

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

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

Total asrobic microhial count (TAMC)* max. 1000 CFU/g *)

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

Escherichia colt” Absencein1g ")

*Test frequency:at least each 20th balch -

or minimum one batch per year - -

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

for this batch.

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

destination country /countries.

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

Batch release electronically signed:
Date/time:
Inspection lot:

Dr. Christian Wiese (GFRCY)

2024-10-16 10:40:45 a.m. CET (UTC + 1 hour)

040002933066

Fite: CoA_CoC ENG_ Xarelto 20mg_100_BXKSFZ2.pat




Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of 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 bli

Batch:
Date of manufacture:
Expiry date:

BXK5FZ2
2024-04-15
2027-04-30

Country: Ukraine
Delivery number: 135480310
Purchase number: 2172635067

This Certificate of Analysis was automatically printed.

File: CoA_GoC_ENG_Xarelto 20mg_100_BXKSFZ2.pdf




HaiveHryBaHHSA :

MaTepianbHuii HoMmep :
Cepist Ha ynakoslLi :
Kpaina imnopTep :
Harta BupobHuyTBa :
TepMiH npuaaTHOCTI :

Cbopma A03yBaHHA |

Poamip Ta TMn ynakoBku :

Cuna pii akTuBHICTL :

Ceptudikat BignosigHoCTi

KcapenTo® TabneTku, BKpUTI NNiBKOBOK 0O0MOHKOH,
no 20 mr Ne 100 (10 x 6ni)

80120729

BXK5FZ2

Ykpaina

15.04.2024

30.04.2027

TabneTkn, BKPUTI NNIBKOBOK 0DONOHKOK

no 10 Tabnetok B 6nicTepi; no 10 6nicTepis B ynakosLi

pueapokcabaH / 20 mr

KinbkicTb nocrasky : 9750 ynakoBOK

Poamip cepil (ynakoBku) : 9750 ynakoBok

Bawnep AT,
Kanaep - Binbrensm-Anee,
D-51368, Ilerepky3eH, HimevdnHa

UA/9201/01/03

HeobOMeXeHuh

HavimeHyBaHHs i agpeca BUpobHuKa :

PeectpauinHe noceigveHHs Ne :

TepMmiH npuaatHocTi PeectpauiitHoro
fOCBIAMEHHS :
NiueHsis Ha BUPODHULITBO : DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BUAGHUA palloHHUM ypaaom Kenbx

PesynbTaTtt aHanisy HasefeHi B CepTudikaTti aHaniay.

[Hany cepito 6yno supo6neHo y NoBHIN BignoeigHocTi 3 Bumoramu HBI, niueHsii Ha sBMpobHULTBO, a Takox y
BiANOBIAHOCTI 3 JOKyMeHTaUiew 3aBo/la-BupobHuka.

KoHTpornb SKOCTI BUXIAHUX MaTepianis, nakysBanbHUX MaTepiasis i rotosoro f13 nposefeHunit y BiANOBIOHOCTI 3
MeTodamMu KOHTPOMK skoCTi | creuudikallisMu, WO MICTATbCS B peecTpauitHoMy fAocke. [poTokonu
BMpOBHUUTBA | aHani3y BiANOBIAalTh AilYMM IHCTPYKLISM no BUpoBHUUTBY. [TpoBoAATLES perynsapHi iHcnekuil
Ha BUPOOHUYIN ainbHUL.

Mignuc : Data : 21-10-2024

Dr. Christian Wiese

Banep Al

MocTavaHHs npoaykty Papma.

LleHTp noctavaHHs NlesepkyseH, HimevdnHa
YnosHosaxeHa ocoba



[ Baviep AT
Kaiaep — Binbrensm-Anee Crop. : 131
51368 JleBepky3seH CepTuddikaT akocTi Jata :18.10.2024
HimeyunHa
Matepian : 80120729 Kcapento® 20 mr 100 tabn
Baw matepiarn: KcapenTto® Tabnetku, BKPUTI NIiIBKOBOIO o6onoHkoto no 20 mr Ne 10, 10x6ni
Cepist . BXK5FZ2 Kpaina . Ykpaina
[aTa supobHuuTea : 15.04.2024 Homep noctavaxHs: 135480310
Tepmin npugaTHocTi : 30.04.2027 Homep 3aMoBfieHHs1: 2172635067
Bux. matepian : 89098092 RIVAROXABAN TAFI 20MG
Cepist : BXA9EO3 Mepeeipounuit npunuc  T1.02.02 - 1
Homep npobu : 040002763464 Crieyudikauist T.02.28 -1
FloKkasHUIK Kputepil ﬂpVIF!HﬂTHOCTi/Op.MHMU,i PeayribTar
BUMIDIOBaHHS
Onuc TabneTku, BKpUTI NNiBKOBOK OBOMOHKOKW | TabneTkH, BKPUTI NMiBKOBOK 060MNOHKO
®opma Kpyrii, [BOSIKOBUNYKI KPYrni, ABOSKOBUNYKN
Konip KOPWUYHEBO-4EPBOHMI KOpUYHEBO-14EPBOHNI
MapkysaHHa mabrnemku:
MapKyBaHHS BEPXHLOT CTOPOHM TPUKYTHUK , 20 TPUKYTHUK , 20
MapKyBaHHS! HUKHBOT CTOPOHK xpecTonogibHuit Hanuc BAYER xpecTonofibHui Hanme BAYER
10enmudpikauis:
BEPX noBuWHHAa BignogigaTn BignoBigae
TWX ato BIKC noBuvHHa sianosigaTu signosinae
Po34uHeHHS:
Yepes 30 xB. 6 OKp. 0AWHULb
- CepefiHE 3Ha4YeHHs MiH. 85 % 96
- MiHiMyM MiH. 85 % 94
Yepes 30 xB. 12 OKp. OAUHULL i
- CcepefiHe 3HauYeHHs MiH. 80 % -
- MiHIMYM MiH. 85 % =
Mpodykmu posnady:
- Byab-akuit He cneumdidHni
NpoayKT posnagy makc. 0.2 % <= 0.1
- cyma npoaykTis posnagy makc. 0.5 % <= (.1
KinbkicHe 8U3HaYeHHs 95 - 105% 99.5
OdHopidHicmb do308aHUX
00UHUUS!
- yuero npurHaTHoCTI (n=10) makc. 15% 1.5
- yueno npuitHaTHocTi (n=30) makc. 15% -
- MiHIMarnbHe 3HaqYeHHs,
po3spaxoBaHe Ha ocHosi M MiH. 75% " --
- MakcuManbHe 3HaueHHs,
po3spaxoBaHe Ha ocHosi M makc. 125% -~
Mikpo6ionoziyHa yucmoma:
3arankHe Yicno aepobHux mikpooprakiamis | make. 1000 KOE/r )
(TAMC)*
BararbHe un i
e T waxe. 100 KON .
Escherichia coli* BigcytHiB 11 *)

*UacToTa TecTa: koxHa 20-51 cepia abo ak MiHiMyM ofiHa cepisi B pik.

*)TecT NPoOBOANTLCS Ha OCHOBI BUBIPKOBOTO KOHTPOSIHO. TUM He MeHLe, Mu niaTBEPIAXYEMO BiANOBIAHICTE AaHO! cepil
HaaBHUM CTaHdapTam.

[aHa cepis signosinae cneundixauii.

A UM camum CTBEPIXKYIO, LU0 BCi cTagii BupoBHuuTBa BignosigaroTe Bumoram GMP ans N13, a Takox BignosifaloTb
napaMmeTtpam, LWo MICTATLCA B peecTpauintiomy JOCkE.

[aHa JoKyMeHTaLlis nignucaHa YNoBHOBaXeHO 0coB0i0 (LEHTP NoCTauaHHA JleBepky3eH)

EnekTpoHHWUA ninnunc Dr. Christian Wiese (GFRCI)
Hata/vac 2024-10-16 10:40:45 a.m. CET (UTC + 1 hour)
iHCnekuitHuiA NoT: 040002933066

Lleit CepTudpikat AHaniay HagpykoBaHo aBTOMaTU4HO.
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