JIEPJKABHA CHVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KUEBI
npos. Hanii Ceitnuuiof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPIIOY 37079055

BHCHOBOK
1po SIKICTL BBE3CHOTO B Yxpainy Jixapesioro 3acody

25.09.2024 Ne 49287/24/26

KCAPEJITO®
(ualiveny BRIRES TKAPCLROLO 3acoby 8riHO 3 pecerpatiinum [OCBILAUEHHSM)
TafUIeTH, BKPHTI IWBKOBOI0 060/10HIC0I0, IO 10 mr; Ne 100 (10x10): o 10 Tabueron y
guicrepi; mo 10 Giicrepin y kapTonuiil mawu

(ropMa BUIYCKY, JI03Y BAHIS, BIL FAKY BRI nixapenroro 3acoby)

Homep peceTpauiiiHoro noCBiAYeHHs UA/9201/01/01 erpor i peectpaniiioro nocsiadents HeOOMexen Uk

Cepin siixapebioro 3acody Ne BXK3931 KinbKicTs BRE3EHOTO NIKAPCLKOTO 3ac00y 7071
BupobuuKk Baitep AL, Himeyyuna
(nalimMenynais pupobuuika HKapeHKoro sacoby, kpaina HOX OJLACHIH )
Breseno B Yipuiiy Topapucrso 3 0OMERCHOIO pipnopiganbaicrio haiiep", inent. woi:
22911794

(HaiiMenyBalHI T8 KOA 32 CIPTIOY 1opwsinol ocabi afo npissue, in'd, 10 Garsiconi hiznroT
ocolu - nigupeenis, 1 MiCUe TIPORMBALLS T peecrpaniiinui HoMep OBRIKOBOT KAPTIH (LARTIIHE
noaariis abo cepis T4 1oMep nacnopTa)

TIpoTOKOs BIsYANLHON0 KOHTPOJIO Bij 25.09,2024 M 3300/3.

34 pesydbTaTaMp  ACPKABHOTO KOHTPOJIC ~ BCTAHOBACHO, 11O sixapesknii  3aci6  BBE3CHO B Vipainy 3
}_I()T[)PIM?&HHSIM B

- 3AKOHOAABCTEA OO 3a0€3NECHAS 5 KocTi Jikapebknx 3acobis.

Hauanpsu

5

Muxona XOJIOJLEHKO

POITKDY (mianue) (inivdann Ta npissine)







Certificate of Compliance

Name of product

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

Date of manufacture (bulk)
Hxpiry 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

BXIK3931

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

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

of a regular monitoring program.
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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, hiconvex round, biconvex

Colour light red tight red

Markings tablet top side Triangle 10 Triangle 10

Markings tablet hottom side Bayer cross Bayer ¢ross

Identity A (Ph.Eur) must comply complies

Identily B (Ph.Eur.) must comply complies

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

Dissolution aft.30min,B s.units minimum min. 85 % 94

Dissolution aft.30min,12 s.units average min. 80 % e

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

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

Karslio 10

) DOV A 3T
0 BXK3931.pd




Bayer AG

Certificate of Analysis

or minimum one balch per year

Kaiser-Wilhelm-Allee Page: 2 of 2
Dale: 2024-07-19
51368 Leverkusen, Germany
Material. 81562300 XARELTO 10 MG 100 TABL
Your material: XARELTO® FCTB 10 MG N10, 10x bil
Batch: BXK3931 Country: Ukraine
Date of manufacture: 2023-09-11 Delivery number: 1 34587746
Expiry date: 2026-09-30 Purchase number: 2172538961
From material: 80098157 RIVAROXABAN TAF1 10MG
Batch: BXAOBRD Insp. instruction: T.02.02 -1
nspection lot. 040002698418 Specification: T.02.28 -1
Inspection Acceptance criterion UoM Result
I
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 % -
Total agrobic microbial count (TAMCY* max. 1000 CFU/g <= 50
Total combined yeast/mould count (TYMC)* | max. 100 CFU/g <= 50
Escherichia coli® Absence in 19 not detectable in 1 g
“Test frequency:at least each 20th batch ~ e

This batch complies with the specification.

| hereby cerify that all the manufacturing stages of this batch o
compliance with the GMP requirements of the EU and with the requirem

destination country Joountries.

The release documentation is signed by the Qualified Person (Supply Ce

Patch release electronically signed:
Dateltime:
Inspection lot:

Dr. Christian Wiese (GFRC!)

f finished product have been carried out in full
ants of the Marketing Authorisation

(s) of the

nler Leverkusen)

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

040002763318

This Certificate of Analysis was automatically printed.







Baitep Al

Kalzep — Binerensm-Anee
51368 lleBepkyseH
HimeuvyvHa

CepTudikaT SKOCTI

Crop. : 131
Jata :19.07.2024

MaTepian : 815662300
Baw maTtepian:

Kcapento 10 mr 100 Ta6n

KcapenTo® TabneTku, BKpUTI M1iBKOBOIO oBononkoto no 10 mr, Ne 10 (10 x 61i)

Cepis . BXK3931
[ata supobHuyrea :11.09.2023
Tepmin npugatHocTi : 30.09.2026

Kpaina YkpaiHa
Homep noctadanhs : 134587746
Homep samoBlieHHs : 2172538961

Bux. maTepian : 89098157

RIVAROXABAN TAFI 10MG

Cepin : BXA9BRD MepesipouHuit npunuc  T.02.02 - 1
Homep npobu_: 040002698418 Cneuudikadis T.02.28 -1
FloKasHUK Kputepii anﬁHﬂTHOCTi/onMHmui PeaynbTat
BUMIpIOBaHHSA
Onuc TabreTku1, BKPUTI NAiBkoBow 0GonoHKko | TabneTkw, BKPUTI NNIBKOBOIO OBOIOHKOK
®opma Kpyrni, Asoonykni Kpyrni, ABOONYK
Konip CBITNO-4epBOHUN CBITNO-4EPBOHUA
MapkyeanHs mabrnemxu:
MapKyBaHHs! BePXHbOT CTOPOHM TPUKYTHUK, 10 TPUKYTHUK, 10
MapKyBaHHS HWXHBLOT CTOPOHU xpecronoaibruii Hanuc BAYER xpecTonofibHui Hanuc BAYER
[deHmudpikayis:
BEPX rOBWHHA BianosinaTu signosinae
TWX a6o BIKC NnosuHHA BignosigaTn Bignosigae
Po34yuHeHHs.
Yepes 30 xB. 6 OKp. 0OAUHULE
- cepefiHe 3Ha4YeHHs MiH. 85 % 96
- MiHIMYyM MiH. 85 % 94
Yepes 30 xB. 12 oKp. oAuHUUb
- CepefiHe 3HaYeHHs MiH. 80 % -
- MiHIMyM MiH. 85 % -=
[podyxkmu posnady:
- BYAb-SKUA He cnelndidHni
NPOAYKT poanagy makc. 0.2 % <=0.1
- cyma npodykTis posnagy makc. 0.5 % <= 0.1
KinbkicHe 8U3Ha4YeHHs 95— 105 % 100.1
OdHopidHicms 00308aHUX
00UHUUL!
- yucno npuiHaTHocTi (N=10) makc. 15% 3.7
- yucno npurHaTHocT (n=30) makc. 15% -
- MiHiMarnbHe 3HaveHHs,
poapaxosaHe Ha ocHosi M Min, 75% -
- MaKkcUMarbHe 3HaueHHs,
poapaxoBaHe Ha ocHoei M makc. 125% --
Mikpo6ionoziyHa Yucmoma:
3aranbHe 1Yucno aepobHux makc. 1000 KYO/r <= 50
mikpoopraniamis (TAMC)*
3arankHe Yucro SPKAKoBUX Ta makc. 100 KYO/r <= 50
nnicenesux rpudis (TYMC)*
Escherichia coli* BiacytHiB 11 He BusBnero B 1 r

*UacToTa TecTy: KoxHa 20-51 cepia abo sk MiHiMyM oaHa cepis B iK.
TecTy- KO pia at y
[ana cepis Bignosiaae cneuudikauil.

9 TUM caMuM CTBepaXywo, Wo Bei crapil BupobHUUTBa BiAnoBiAawTL BU

napameTpam, Lo MICTATLCA B peecTpaliiHoMy A0CbE.
[JaHa nokymeHTaLis nignucada YrogHoBaxeHot ocoboro Bigain NoctadaHHs fleBepky3eH

EnexTpoHHUiA nignuc
Haraluac
[HCREKWINHWA NOT:

Dr. Christian Wiese (GFRCI)

moram GMP ans 113, a Takox BiANOBIGAKTH

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

040002763318

o mXCe;:piTmcbiKaT BinnoBigHoCTI
F100 BXIKEU31 . pdi




HalimeHyBaHHs : Kcapento® Tabnetku, BKpUTI NNIBKOBOIO 0B0MNCHKOM,
no 10 mr Ne 100 (10 x 6ni)

MarepianbHuit Homep : 81562300

Cepist Ha ynakosL; : BXK3931

Kpaina imnoprep : YkpaiHa

[ata BupobHuLTEa ! 11.09.2023

TepMiH NpugaTHOCTI 30.09.2026

dopma [o3yBaHHS | TabneTku, BKpUTI NNIBKOBOK 060MOHKOID
Poamip Ta TUN ynakosku : no 10 TabneTox B Gnictepi; no 10 6nicTepis 8 ynakosLi
Cwvna git akTuBHicTb : pusapoxcataHr / 10 Mr

KinbxicTb nocrasku : 7071 ynakoBxu

Posmip cepii (ynakosku) : 12831 ynakoBku

HalmeHysaHHs | appeca BUPOBHUKa : bBaiiep AT,

Kaitzep — Binbrensm-Anee,
D-51368, NesepxyaeH, HimeuduHa

PeecTpauiiitie noceigyenHs Ne : UA/9201/01/01

Tepmin npuaatHocTi PeectpaLiiHoro HeobMexeHul

NOCBIAYEHHS :

NiueHsis Ha BUPOBHULITBO ! DE_NW_04_MIA_2023_0048 Bayer AG 3 17.11.2023

BULAHUIA OKPYXHUM ypsinom KernbHa

PesynbTati aHanisy HaseaeHi B CepTudikarti aHaniay.

Hany cepito Byno supobneHo y noeHiit BianosiaHocTi 3 Bumoramm GMP, niueHsii Ha BUPOBHULTBO, @ TakoxX y
BIANOBIAHOCTI 3 fOKyMeHTaLielo 3aBoaa-BUPOBHUKE.

KoHTponk sKkocTi BuxigHux maTepianis, nakyBansHux matepianis i rotosoro /13 nposeneHuit y BignosigHocTi 3

METOAaMu KOHTPOMto sikocTi i cneyudikauiamu. MpoTokonu BUPOBHULTBA i aHanisy BignosigalTb AiKouMM
IHCTPYKUisiM Mo BUPOGHULTBY. [pOBOAATLCS pPerynapHi iHenekuii Ha BUPOGHUYIM AinbHUL.

Mignuc : Oata ; 22-07-2024

Dr. Christian Wiese

barep Al

MocTauaHHa npoaykty dapma.

LleHTp nocTauaHHs JlesepkyseH, HimeyunHa
YrnoBHOBaxeHa 0coba




