JIEPYKABHA CHVIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haxii Crivsipasiof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BHCHOBOK
po sIKiCTL BBE3EHOro B Yxpainy JixapebKroro 3acody

25.09.2024 Ne 49287/24126

KCAPEJTO®

(ualiMeny BaHs RIKApCHKOro 3ac06y SUIAHO 3 peecTpantifinyiM [OCBIAUEHHSM)
TafUeTIKH, BKPHTI IUHBIOBOI0 000J0HIC0I0, 1O 10 mr; Ne 100 (10x10): mo 10 Tabuerox y
uicrepi; mo 10 Guicrepis y KapToHHii may

((hopMa BUIYCKY, AO3YBAITHS, BIL AKY BRI nixapenroro 3acoby)

Homep peccTpauiifHoro MocsidenHs UA/9201/01/01 crpox aif peectpatiifioro 10CBIACHHS HeobMmexenui

Cepin siixapcbioro 3acoby No BXK3931 KinsxicTs BBeseHoro Jikapenkoro sacody 707 1
BupobuK Baitep AL, Himeuuuna

(nalimenysanHs BUpOBHHKA JKAPCHROIO sacoBy, kpaina HOXOJCHHN )

Baeseno B Yipaliy TopapucTBo 3 0GMEKCHOLO pipnoniganpmicrio haiiep', inenr. won:
22911794

(MaiiMenyBalHsl T2 KO/ 34 CAPTIOY sopuiutunoi ocobn alo npissuie, iv's, 10 Garsiconi Pisrnol
0colu - ninupremis, i MiCHe HpoKUBALHS Td peecrpatinui nomep OGAIKOBOT KAPTIH (AT
norkis afo cepis Ta noMep nacnopTa)

TIpOTOKOS Bi3YATHHOIO KOHTPOJIO BiA 25.09.2024 N 3300/3.

Ja  pesyNbTATAMK  ACPIKABHOTO  KOHTPONIO BCTAHOBJICHO, 1O JiKapeekuii 3acid  BBC3CHO B Yipaiy 3

JOTPHUMAH HYM BHMOTr 3aKOHOABCTBA LIOAO abe3ne e sl SKOCT] NiKApCLEX 3acobis.

Muxona XOJONEHKO

{IPOSTHO) (iianue) (inivdann Ta npizsinne)







Certificate of Compliance

Name of product

Atrticle 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 are provided in attached CoA.

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

81562300

BXK3931

Ukraine

2023-09-11

2026-09-30

film-coated tablet

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

7.071 packs

12.831 packs

Bayer AG,

Kaiser-Wilhelm-Allee,

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

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 pait

of a regular monitoring program.

w921

Signature: fALan Op Date:
) ; )

4100 BXK3931 pdf

Page 1 of 1



Bayer AG Certificate of Analysis

Kaiser-Wilhelm-Allee y Page: 1 of 2
Date: 2024-07-19

51368 Leverkusen,Germany

Material: 81562300 XARELTO 10 MG 100 TABL

Your materiat: XARELTO® FCTB 10 MG N10, 10x bli

Batch: BXK3931 Country: Ukraine

Date of manufacture: 2023-09-11 Delivery number: 134587746

Expiry date: 2026-09-30 Purchase number: 2172538961

From material: 89098157 RIVAROXABAN TAFI 10MG

Batch: BXAGBRD Insp. instruction: T.02.02 -1

Inspection lot: 040002698418 Specification: T.02.28 -1

Inspection Acceptance criterion UoM Result

Formulation film-coated tablet film-coated tablet

Form round, biconvex round, biconvex

Colour light red light red

Markings tablet top side Triangle 10 Triangle 10

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, 6 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 % e

Dissolution aft.30min, 12 s.u.mintimum 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 % 100.1

Uniformity of dosage, accept.value(n=10) max. 15.0 Yo 3.7

SXK3931 pdf




Bayer AG Certificate of Analysis

Kaiser-Wilhelm-Allee Page: 2 of 2
Date: 2024-07-19
51368 Leverkusen,Germany
Material: 81562300 XARELTO 10 MG 100 TABL
Your material: XARELTO® FCTB 10 MG N10, 10x bii
Batch: BXK3931 Country: Ukraine
Date of manufacture: 2023-09-11 Delivery number: 134587746
Expiry date: 2026-09-30 Purchase number: 2172538861
From material: 80098157 RIVAROXABAN TAF! 10MG
Batch: BXAIBRD Insp. instruction: T.02.02 -1
nspection lot: 040002698418 Specification: T.02.28 -1
Inspection Acceptance criterion UoM Result
Uniformity of dosage, accept.value(n=30) max. 15.0 %
Uniformity of dosage, min.{based on M) min. 75.0 %
Uniformity of dosage, max.(based on M) max. 125.0 Y%
Total aerobic microbial count (TAMC)* max. 1000 CFU/g <= 50
Total combined yeast/mould count (TYMC)* | max. 100 CFU/g <= 50
Escherichia coli* Absencein1g not detectable in 19
“Test frequency:at least each 20th batch -n-

of minimum one batch per year —e-

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 (he requirements of the Marketing Authorisation(s) of the
destination country Joountries.

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

Patch release electronically signed: Dr. Christian Wiese (GFRCI)
Dateftime: 2024-04-02 11:33:62 a.m. CET ( UTe + 1 hour)
Inspection lof: 040002763318

This Certificate of Analysis was automatically printed.

#100_BXK3931.pdf







Baiep Al

Kaiizep — Binsrensm-Anee
51368 llesepkyseH
HiMey4uHa

CepTudikat akocTi

Crop. : 131
Jata :19.07.2024

MaTepian : 81562300
Baw marepian:

Kcapento 10 mr 100 Tabn

KcapenTo® TabneTku, BKpUTI MIiBKOBOIO o6orioHko no 10 mr, Ne 10 (10 x 61i)

Cepis . BXK3931
[arta supobruutea : 11.09.2023
Tepmin npugatHocTi : 30.09.2026

Kpaina Ykpaiva
Homep nocTadanHs : 134587746
Homep 3aMoBrnieHHs : 2172538961

Bux. maTepian : 89098157

RIVAROXABAN TAFI 10MG

Cepis : BXA9BRD Mepesipounuit npunuc  T.02.02 - 1
Homep npobu_: 040002698418 Crieundikauis T.02.28 -1
T KpuTtepii npmﬁmmocﬁ/onmnmui PeaynbTar
BUMIipIOBaHHS
Onuc TabreTky, BKPUTI NNiBKoBOI 0GONOHKOI | TabneTky, BKPWTI NIIBKOBOIO 060MOHKOK
®opma Kpyrni, ABoonykni Kpyrni, ggoonykni
Konip CBITNO~-4epBOHUIA CBITNO-4epBOHUIA
MapkygaHHs mabnemku:
MapKyBaHHsi BEpXHbLOT CTOPOHN TPUKYTHUK, 10 TPUKYTHUK, 10
MapKyBaHHS HWKHBOT CTOPOHU xpectonogibruii Hanuc BAYER xpecTonofibHuii Hanue BAYER
ldeHmucpikauis:
BEPX foBUHHE BignosinaTu signosigae
TWX abo BIKC noBuHHA BignoBiaaTu Bignosigae
PosquHeHHs:
Yepes 30 xB. 6 OKp. OAWHULE
- CepefHe 3Ha4YeHHs MiH. 85 % 96
- MiHIMYM MiH. 85 % 94
Yepes 30 xB. 12 okp. oauHULE
- cepefiHeE 3HaYeHHs MiH. 80 % .
- MiHIMYM MiH. 65 % --
[Mpodykmu po3nady:
- ByAb-AKWit He cnelundidHni
NPOAYKT po3naay makc. 0.2 % <=0
- cyma NpofYyKTiB poanagy makc. 0.5 % <= 0.1
KinbKicHe U3Ha4yeHHs 95— 105 % 100.1
OdHopidHicms d0308aHUX
00UHUUbL:
- yncno npuitHaTHocTi (n=10) makc. 15% 3.7
- yucno npuiHaTHocTi (n=30) makc. 15% -~
- MiHiManbHe 3Ha4eHHs,
poapaxoBaHe Ha ocHoBi M MiH. 75% -
- MaKkcuMasnbHe 3HaueHHs,
poapaxoBaHe Ha ocHosi M makc. 125% ==
MikpoGionoziyHa Yucmoma:
3aranbHe Y1cno aepobHux makc. 1000 KYO/r <= 50
mikpoopraHiamia (TAMC)*
3aranbHe YUCHo APHKIKOBUX Ta makc. 100 KYO/r <= 50
nnicenesux rpuéis (TYMC)*
Escherichia coli* BigcytHiB 1T He BuaBMeHO B 11

*UacToTa TecTy: koxHa 20-A cepia abo Ak MiHIMym ofHa cepis B pik.
[ana cepis Bignosigae cneuudikaui.

A TuM caMUM CTBEpKYto, Wo Bci crapii Bupo

napameTpam, Lo MICTATHCA B peecTpaLifiHoMy AOCHE.

[aHa aokymeHTalia nignucaxHa YnosHoBaxeHow ocoboro Bigain Moc
Dr. Christian Wiese (GFRCI)

EnexkTpoRHUIA nignuc
Oara/vac
[HCNeKUinHWiA NOoT:

BHULTBA BIAMoBiAawTe BUMOram GMP ana 113, a Takox BignoBigawnTs

TadaHHA JleBepKyseH

2024-04-02 11:33:52 a.m. CET (UTC + 1 hour )

040002763318

CepTudikar BignosigHocTi

Omg_ #100 BXK3834.pat




HalmeHyBaHHs :

MaTtepianbHuii Homep :
Cepisi Ha ynakosui :
Kpaina imnoprep :

[ata BupobHuLTBa !
TepMiH NpUaaTHOCTI :
dopMa J03yBaHHS :
Po3amip Ta TUn ynakosku :
Cuna aii akTuBHiCTb :
KinbkicTb noctaBku :
Poamip cepii (ynakosku) :

HaliMeHyBaHHs | agpeca BUPOBHUKa :

PeecTpauiitie noceigyeHHs Ne :

Tepwmin npupatHocTi Peectpaliitoro
NOCBIAYMEHHS |

NiueHsis Ha BUPOBHULITBO :

Kcapento® Ttabnertku, BKpUTi NNIBKOBOK 060MOHKO0,
no 10 mr Ne 100 (10 x 6ni)

81562300

BXK3931

YkpaiHa

11.09.2023

30.09.2026

TabneTku, BKPUTI NNiBKOBOK 06GOMOHKO

no 10 TabneTok B 6nictepi; no 10 6nictepis & ynakoswi
pusapokcabaH / 10 mr

7071 ynakoBku

12831 ynakosku

baviep AT,
Kaitsep — Binsrensm-Anee,
D-51368, fNeBepkyaeH, Himeuuuna

UA/9201/01/01

HeobMeXeHUNn

DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BULAHWA OKPYXHUM ypsioM KernbHa

PesynbTaTn aHanisy HaBefeHi 8 CepTudikati aHaniay.

Hany cepito 6yno supobrieHo y noewiii BianosigHocTi 3 BuMoramu GMP, niueHsii Ha BUPOBHULTBO, @ TaKoX Y

BiANOBIAHOCTI 3 JOKyMeHTaUieto 3aBoaa-BupoBHUKa.

KoHTponk sikocTi BUXigHUX MaTepianis, nakyBanbHix Matepianis i rotosoro 13 nposeaeHuit y BignogigHocTi 3
METOAamMmn KOHTpomto sikocTi i cneuudikauisamu. MpoTokonu BUPOBHWUTBA i aHanisy BiANOBIAANTbL Ai0YUM

IHCTPYKUiSiM Mo BUPOBHUUTBY. MPOBOAATLCS PEryNApHI iHCnekUil Ha BUPOGHUYIN AinbHULL.

Mignue : [aTta ; 22-07-2024

Dr. Christian Wiese

banep Al

MocTayaHHs npoaykty Gapma.
LlenTp noctauaHHs flesepkyseH, HiMeuunHa
YnoBHoBaxeHa ocoba
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