JNIEP’)KABHA CJYKBA 3 JIKAPCBKHX 3ACObIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

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

BUCHOBOK
npo sKicTh BBe3eHOro B YKpaiHy JiKapchbKOro 3acoly
12.12.2024 Ne 66861/24/26
KCAPEJITO® _

(naiiMenyBania NiKapebkoro 3acoby 3riano 3 peecTpaliiiiiM MOCBIA4EHHIM)
TabJaeTKH, BKPHTI IUIIBKOBOIO 000J10HKOI0, 110 15 M, Ne 42 (14x3): no 14 Tabaerox y
Gaicrepi, o 3 Gaicrepu B KApTOHIiH a4
(Qopma BHNYCKY, NO3YBAHHS, BHI IIAKY BaHHA nikapcbKoro 3acoby)

Homep peecTpaiifiHoro nocsinuents UA/9201/01/02 crpok nii peccrpaliiinoro nocsiauens HeoOMeXeHHH

Cepis nixapebioro 3aco6y Ne BXKARJ1 KinbkicTs BBE3EHOr0 Jikapcbkoro sacoby 16764
Bupobuuk Baitep Al', Himeuuuna
(uaiimeny natus BUPOGHHKA JKAPCLKOTO 3ac0By, Kpaila MOXOMKCHHS)
Baescuo B Yipaiy TosapHCTBO 3 0GMEKENOI0 BINOBIAAILHICTIO "Baitep"', inenr. xon:
22911794

(uaiimerysanns Ta koa 3a €APIIOY joprAnYHOT ocoby abo npissHuLe, im's, 0 GaThKOBI
iznuniol ocobu - nianpremi, i MicUE NpoXUBAKHS TA peecTpauiftiuif Homep ofnikosoi
KAPTKM [IATHHKA NIO4ATKIB aBo cepist Ta Homep 1acropTa)

I1poTOKO Bi3yanbHOro KOHTPOJIO Bil 12.12.2024 N2 4248/5.

5iKapc1>Km“¢ saci6 BBeseHo B YkpaiHy 3

34 pesyNbTATAMM AEPKABHOTO KOHTPONIO BCTAHOBNCHO, WO
e
T ni/f;aﬁ:bxux 3ac06iB.

JOTPUMAHHSIM 51

KOHONABCTRA U.l()}lO.BﬂﬁCfi NeUYCHHA 5

Muxona XOJIOJEHKO

0I110) (ninnuc) (iniuiany Ta NPi3BHULC)

opraity JIepKaBHOTO KO

i







Certificate of Compliance

Name of product XARELTO 15 MG 42 TABL
XARELTO® FCTB 15 MG N4, 3x bli

Article number (Bayer) 80120702

Batch number (article) BXIKA4RT]

Importing country Ukraine

Date of manufacture (bulk) 2024-01-25

Expiry date 2027-01-31

Dosage form film-coated tablet

Package size and type 14 tablets in blister, 3 blister in pack

Strength / potency Rivaroxaban/ 15MG

Quantity supplied (packs) 16.764 packs

Batch size (packs) 16.764 packs

Name and address of manufacturer Bayer AG,

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

No. Markeling authorisation in Ukraine UA/9201/01/02
Expiration date of MAH Unlimited license

No. Manufacturing authorisation of manufacturing site DE NW 04 MIA 2023 0048 Bayer

AG asof 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 manuflacturing plant,

Starting materials, packaging materials and the final product were tested in accordance with valid
lesting 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.

Signature: oy it Date: 2026 -10- 01

5 Page Lof |
/,570 17,224 LOC? 5
cé;f& O/ L

File: Coa F




Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen,Germany

Certificate of Analysis

Page. 1 of 3
Date: 2024-00-27

Malterial: 80120702
Your malerial;

XARELTO 15 MG 42 TABL
XARELTO® FCTB 15 MG N14, 3x bli

Balch: BXK4RJ1 Country: Ukraine

Date of manufacture: 2024-01-25 Delivery number: 135275723
Expiry date: 2027-01-31 Purchase number: 2172625136
From material: 89098130 RIVAROXABAN TAFI 16MG

Batch: BXASCDS lnsp. instruction: T.02.02 -1
Inspection lot: 040002736314 Specification: T.02.28 -1
Inspection Acceptance criterion UoM Result

Formutation film-coated tablet film-coated tablet

Form round, biconvex round, biconvex

Colour red red

Markings tablet top side Triangle 15 Triangle 15

Markings tablet bottom side Bayer cross Bayer cross

ldentity A (Ph.Eur) must comply complies

Identity B (Ph.Eur) must comply complies

Dissolution aft.30min, 8 s.units average min. 85 Yo 95

Dissolution aft.30min,6 s.units minimum min. 85 Y 95

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

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

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

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

Assay (Ph.Eur.) 95.0-105.0 % 99.6

Uniformity of dosage, accept.value(n=10) max. 15.0 Yo 1.8

File: CoA_ENG_Xarelio 158 mg 42 BXKARI 1 pat




Bayer AG pe .

Kaiser-Wilhelm-Allee Certificate of Analysis Page: 2 of 3
Date: 2024-09-27

51368 Leverkusen,Germany

Material: 80120702 XARELTO 156 MG 42 TABL

Your material: XARELTO®FCTB 16 MG N14, 3x bli

Batch: BXK4RJ1 Counlry: Ukraine

Date of manufacture: 2024-01-25 Delivery number; 135275723

Expiry date: 2027-01-31 Purchase number: 2172625136

From material: 89088130 RIVAROXABAN TAF1 15MG

Batch: BXASCDSG fnsp. instruction: T.02.02 - 1

Inspection lot: 040002736314 Specification: T.02.28 - 1

Inspection Acceptance criterion UoM Result

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

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

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

Total aerobic microbial count (TAMC)* max. 1000 CFUlg )

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

Escherichia coli* Absence in 1 g )

*Test frequency:at least each 20th batch e

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: Dr. Christian Wiese (GFRCI)

Dateftime: 2024-09-25 10:27;10 a.m. CET (UTC + 1 hour)
Inspection lot: 040002936710




Bayer AG Certificate of Analysis

Kaiser-Wilhelm-Allee Page: 3 0f 3
Date: 2024-08-27

51368 Leverkusen,Germany

Material: 80120702 XARELTO 15 MG 42 TABL

Your material: XARELTO® FCTB 15 MG N14, 3x bli

Batch: BXK4RJ1 Country: Ukraine

Date of manufacture: 2024-01-25 Delivery number: 135275723

Expiry date: 2027-01-31 Purchase number: 2172625136

This Cerlificate of Analysis was automatically printed.

2 BXK4ARIT pdf




CEPTU®IKAT BIANOBIAHOCTI

HaliMeHyBaHHsA KcapenTo® TabneTtku, BKpUTI NMiBkoBOK 060M0HKOIO,
no 15 mr, Ne 42 (14x3)

MaTtepianbHuit Homep 80120702

Cepis Ha ynakoBuji BXK4RJ1

Kpaiha npusHaveHHsn YkpaiHa

Harta Bupo6HuUuTBa 25.01.2024

TepMin npugarHocTi 31.01.2027

®dopma fo3yBaHHA TabneTku, BKPUTI NMIBKOBOK 060MOHKO0

Cuna gii akTusHicte pueapokcabaH / 15 mr

Po3wmip i Tun ynakosku no 14 Tabnetok B GnicTepi, 3 6nicTepu B ynakosLi

KinbkicTe, wo 6yna nocrasnexa 16764 ynakosok

Poswmip cepii (ynakosku) 16764 ynakosok

HaliMeHyBaHHA | agpeca BUpoGHUKa bawiep Al, Kavizep—Binbrensm Anee
D-51368, IlesepkyseH, HimeuyuHa

PeecTpauiiHe noceigyeHHs UA/9201/01/02

Tepmin npunaTHocTi PeecTpauiitHoro HeobMeXeHui

noceigYeHHsA

TliueHsis Ha BUpoGHUUTBO DE_NW_04_MIA_2023_0048 Bayer AG Big 17.11.2023 Buaanuii

OKPYXHUM ypsaaoM KenbHa
PesynbTaTu aHanisy HaBefeHi B foAaHOMy cepTudikaTi SKocTi.

Hany cepito 6yno BupoGneHo y nosHili BignosigHocTi 3 Bumoramu MBI, niyensii Ha BUPOBHULITBO, a Takox Y
BIANOBIOHOCTI 3 JOKyMeHTaUiEl 38B0Aa - BUPOBHUKA.

KoHTpone skocTi BuxiaHux matepianis, nakysansHWX matepianis i rotosoro J13 nposegeHuin y BignosigHocTi 3
METOAAaMU KOHTPOIK SKOCTI i creuudikauisamu, Wo MICTATECS B peecTpauiiHoMy Aocke. MpoTOKONM BUPOGHUUTEA |
aHanisy BlANOBIAAKOTL Ai0YMM IHCTPYKLISIM MO BUPOBHULTBY. [pOBOAATLCS pPerynapHi iHCneKwii Ha BUPOBHUYIM AinbHUL.

Minnue: Hata: 01.10.2024

Dr. Sabine Ulirich

baviep Al

LenTp nocTavaHHa apMaiesTUUHOT NpoayKuii
YnosHosaxeHa ocoba

51368 JlerepkyseH, HimeudnHa

File: Con_UKR Xarello 15 mg 42 BXK4RIT pdi



Baitep Al

Kaitsep — Binbrensm Anee CepTudikat aHaniay Crop.. 131

51368 [lepepkyseH, HimeyyuHa Jata:  27.09.2024

MaTepiarn: 80120702 Kcapento 15 mr 42 tabn .

Batw maTepian: Kcapento® TabneTku, BKpUTI nniskosoto 06os0HKo0, no 15 mr, Ne14 (3 x 61i)

Cepis: BXK4RJ1 Kpaiua: YkpaiHa

[aTta supobruyrea:  25.01 .2024 Homep nocTasku: 135275723

TepMiH npuaaTHoOCTI: 31.01.2027 Homep 3amosrnieHHs: 2172625136

Bux. matepiart: 89098130 RIVAROXABAN TAFI 15MG ) .

Cepis: BXA9CD6 I'Iepempquv!M npunuc:  T7.02.02 -1

Homep npobu: 040002736314 Cnedndlkanis: TufpceR=1

MokasHuk KpuTepitt npuithatHocTi / OA. BUMIpPY PeayneTat

Tixapcbka ghopma TaBreTku, BKpUTI NNIBKOBOIO TabneTku, BKPUTI NNIBKOBOKO
0B0MNoHKOW 060NoHKOoI

®opma Kpyrai, ABOSKOBUNYKITI Kpyrni, ABOSKOBUNYKITI

Konip YepBOHUA YepBOHUW

MapkyeaHHs Ha 8epXHill cmopoHi

mabnemku TPUKYTHUK, 15 TPUKYTHUK, 15

MapkysaHHs Ha HUXHI( CMOpPOHI

mabnemxu XpecTonofibHui Hanve BAYER xpecronofibHuit Hanue BAYER

10eHmucpikauis (BEPX) fIOBMHHO BiNOBIAaTH Bignosinae

loeHmudpikayis (TLLIX abo BIKC) NOBMHHO BiANOBIAATU sinnoeigae

PoayuHeHHs Yyepe3 30 x8. 6 okp.od

cepenHe 3HaYeHHs He meHwwe 85 % 95 %

MiHiManbHe 3HaYeHHs He meHLe 85 % 95 %

PosyuHeHHs Yyepes 30xe. 12 okp.od.

cepenHe 3HaYeHHs He meHwe 80 % --

MiHiMansHe 3HaYeHHs He meHwe 65 % -

[Mpodykmu posnady

HecrneundiyHuin NpoaykT posnagy He Ginbwe 0,2 % <=0,1

cyma BCix NpoAyKTiB posnagy He 6inbiue 0,5 % <=0,1

KinbkicHul emicm 95.0 - 105.0 % 99.6 %

OdHopidHicmb 30308aHUX 00UHUUbL

kpuTepiit npuiHaTHOCTI (N=10) He 6inbwe 15 % 1.8 %

KpuTEpItt NpuitHATHOCTI (n=30) He Ginbwe 15 % —en

MiHiMarbHe 3Ha4YeHHs po3paxoBaHe Ha

ocHoBi M He meHiwe 75 % -

MaKcumarbHe 3HayeHHs pospaxoBaHe Ha

ocHosi M He 6inbwe 125 % —

Mikpo6ionoeiyHa Yucmoma

3aransHe Y4ucno aepobHUX He 6inbwe 1000 KYO/r *)

mikpoopratiamis (TAMC)*

3arasibHe YMCno APHKAXKOBUX Ta He 6inbwe 100 KYO/r *)

nniceresux rpuis (TYMC)*

Escherichia coli” He ponyckaetsca B 11 *)

*UacToTa TecTy: koxHa 20-1 cepis abo sik MiHiMyM oAHa cepis B pik.
*) TecT NPOBOANUTLCS HA OCHOBI BUGIPKOBOTO KOHTPOSTHO. TuM He MeHLUE, MU MIATBEPMKYEMO BIANOBIAHICTL AaHOT cepil
HasiBHUM CTandapTam.

[NaHa cepis Bignosifae cneundikauii.
S TYM caMUM CTBEPAXYHO, WO BCi cTadil BUrOTOBINEHHS naHoi cepii 6ynu BupobneHi 3 ypaxyBaHHAM BUMOT HBIM gna N3,
a TaKoX 3riHO NapaMeTpis, Lo MICTATLCA B peecTpauitHOMy [10CLE KPaiHU — NPU3HAYEHHS.

[aHa noxkyMeHTaLlis nignucaHa YnoBHOBaXEHO ocoBoto PS-PH SC LEV QU

EnekTpOHHWIA NigN1e Dr. Christian Wiese (GFRCI)
Jatalvac 2024-09-25 10:27:10 a.m. CET (UTC + 1 hour )

IHcne uijﬁH!mﬁ oT; §040002936710

Z P2 x;!/\gz’




NEPKABHA CJIVIKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KUEBI
npos, Haaii Caitnuunoi, 3, 02099, ren. (044) 2935-26-85
E-mail: dis.kyiv@dls.gov.ua, Koz €JIPTIOY 37079055

BUCHOBOK
Nnpo sAKicTHL BBE3eHOro B YKkpaliy jikapchKoro 3acody

16.01.2025 Ne 1330/25/26

KCAPEJTO®

(nafivenyBais Jikapebkoro 3acaly SrilHa 3 peccrpatd R FOCBILAMEHRHAM )
TabaeTiku, BRPUTI ABKOB0I0 000101K010, 110 135 M1, No 42 (14x3): o 14 rabyerox y

GJicrepi, no 3 6aicrepi B KAPTOHHIH nawui
{thopma BrRyCKY, HORYHAHMUS, BT NUKYBAHHS aikapebroro 3acody)

Homep peecTpauifiHoro rocsinuenns UA/9201/01/02 crpox aii peectpauiiioro nocsinuckis HEOOMCKEHHH

Cepin nixapesroro sacoby Ne BXK4RJ2 Kinbkicts Baesenoro nixapeskora sacody 2600
BupoGuni Baiicp Al", Himeuunua
(HalaeuynaHis BRPOSIIKA AKAPCHKOTO sacofy, Kpaita OX0CHA)
Baeseuo B Vkpainy Tosapucerso 3 obMekenow sianosizansuicro "baiicp™, incar. won:
22911794

(saiiMenybarmg Ta kod 3a CJAP1OY jopuakiol 0coBy abo 1pisnHUe, ML o GarThrosi
Qizuunol ocobu - nigapuemus, Tt Mictie NPOKIBAHIA Td peccrpattiiiingi Homep 0dAiKoROT
)apriy naaTHuka nosarkis abo cepis Ta iomep nacropra)

IpoToxon Bisyansuoro kontpomo vin 16.01.2023 X 77/01.10-25/1.

3a pe3yNuTaTaMM  ACPHKABHOTO  KOWTPOJIO  BCTAHOBICHO, MO Alkapebkii 3aci®  saeseno B Ykpalwy 3

JAOTPHMAHHSIM BHMOT 3aK0HOAARCTRY WO 3a0¢30CHSHHA sxoct] Ajkapchiux 3acodis.

Mukona XOJIOJEHKO

{nianue) (initiase ta npissInue)

Havanpunic,

/

e ot vl

Fite: Buchopor xarelt



Baitep Al

Kaltzep — Binbrensm Arnee CepTudikat aHanisy Crop.: 131

51368 llesepkyseH, HimevyunHa [arta:  27.09.2024

Matepian: 80120702 KcapenTo 15 mr 42 Tabn

Balu maTtepian: Kcapento® TabneTky, BKpUTI NniBkoBoio obonoHkoto, o 15 mr, Ne14 (3 x 6ni)

Cepis: BXK4RJ2 Kpaina: YKpaita

Hata BupobHuyrea: 29.01.2024 Homep nocrasku: 135275723

Tepmin npuaaTtHocTi: 31.01.2027 Homep samoBrexHsi: 2172625136

Bux. maTepian: 89098130 RIVAROXABAN TAFI 15MG

Cepis: BXASCDD Hepeaipgqmﬁ npunuc:  T.02.02 -1

Homep npotu: 040002736320 Cneuundikadis: T.02.28 -1

MokasHuK Kputepiit npuithatHocTi / Of. BuMipy PesynsTar

Jlikapcbka ¢hopma TabneTku, BKPUTI NMIBKOBOIO TabneTku, BKpUTI NNiBKOBOK
obonoHkoro obonoHkow

®opma Kpyrni, 4BOSKOBUNYKN KpyTri, BOAKOBUNYKTI

Konip YepBOHUI 4YepBOHUM

MapkysaHHs1 Ha 8epXHIill CMOPOHI

mabnemxku TPUKYTHUK, 15 TPUKYTHUK, 15

MapkKysaHHA Ha HWXKHIU CImMOpOoHI

mabnemxu XpectonogibHuit Hanuc BAYER xpecronogibHuii Hanuc BAYER

10enmudbikayisi (BEPX) MoBWHHO BiANoBIAAaTU BignoBifae

10eHmudpikauisi (TLUX abo BIKC) NoBUHHO BigNoBiAaTU gionosigae

PoayuHeHHs1 yepes 30 xs. 6 okp.od

CepeiHE 3HaueHHs He meHLue 85 % 96 %

MiHiMallbHe 3HaYeHHs He meHwe 85 % 95 %

Po3squHeHHs1 vepes 30xa. 12 okp.od.

CepegHE 3HaYEHHS He meHwe 80 % -

MiHiManbHe 3HavYeHHs He meHuwe 65 % --

lMpodykmu po3anady

HecneundiYHUn NpoayKT po3nagy He 6inbwe 0,2 % <=0,1

CyMa BCiX NpoAyKTiB posnagy He 6inbLe 0,3 % <=0,1

KinskicHull emicm 95 - 105 % 98.7%

OdHopidHicmb 00308aHUX OOUHUUb

KpuTepiit npuiHsiTHocTi (n=10) He 6inbwe 15 % 24 %

KpuUTepin npuiHaTHocT (n=30) He 6inbwe 15 % -

MiHiManbHe 3Ha4YeHHsA po3paxoBaHe Ha

ocHosi M He meHwe 75 % -

MaKkcUMarnbHe 3Ha4YeHHs po3paxoBaHe Ha

ocHoBi M He 6inbwe 125 % —

Mikpo6ionoaiyHa yucmoma

3ararsHe uucno aepobHUx MikpoopraHismis | He Ginbwe 1000 KYO/r <=50

(TAMC)* -

3aranbHe YUCKIO APHKAXOBUX Ta He 6inble 100 KYO/r <=50

nniceHesux rpubis (TYMC)*

Escherichia coli* He gonyckaersca s 1r He BUsiBneHo s 11

[Jana cepis Bignosigae cneuudikauii.
A TUM caMum CTBEPKYIO, LLO BCi CTagil BUTOTOBNEHHSs gaHol cepii 6ynu BUpoBneHi 3 ypaxysanHsm sumor HBIM ans 113,
a TaKoX 3rifiHo NapameTpis, WO MICTATLCS B peecTpaLiiHoMy A0CbE KpalHy — MpUsHaveHHs.

[aHa gokymeHTaLis nianucaxa YnosHosaxeHotw ocoboto PS-PH SC LEV Qu

EnekrpoHHun nignuc Dr. Christian Wiese (GFRCI)
[araluac 2024-09-25 10:27:59 a.m. CET (UTC + 1 hour)
IHCneKUiHuA noT: 040002936741




CEPTU®IKAT BIOMOBIOHOCTI

HarimeHyBaHHA Kcapernto® TabrieTku, BKpUTI NNIBKOBOI 060MOHKOH,
no 15 mr, Ne 42 (14x3) '

MarepianbHUi? HoMep 80120702

Cepis Ha ynakoBLi BXK4RJ2

KpaiHa npustayeHHs YkpaiHa

Jata BupoSHMLTBA 29.01.2024

TepMiH npuaaTHocCTi 31.01.2027

®dopMa [o3yBaHHA TabreTky, BKpUTI MMiBKOBOK 060NOHKOW

Cuna Ail akTUBHICTL pusapokcabaH / 15 Mr

Po3wmip i TN ynakoBku no 14 tabnetok 8 6nictepi, 3 Gnictepu B ynakosui

KinekicTb, Wo 6yna nocraBneHa 35988 ynakoBok

Po3wmip cepii (ynakoBku) 35988 ynakoBok

HaliMeHyBaHHs | agpeca BUpobHUKa Baitep Al, Kaitsep—Binerensm Anee
D-51368, JleBepky3eH, HimeudnHa

PeecrtpauiniHe nocBigveHHA UA/9201/01/02

Tepmin npugarHocTi PeecTpatiitHoro HeobMexeHu

nocBigYeHHA

INiyeHsisa Ha BUpOOGHUUTBO DE_NW_04_MIA_2023_0048 Bayer AG sig 17.11.2023 suaaHuit

OKPYXHUM ypsigom KerbHa
PesynbTaTu aHanisy HaBefeHi B foaaHoMy cepTudikati skocTi.

[aHy cepito 6yno BupoBrieHo y MOBHIl BignosiaHocTi 3 Bumoramu HBI, niueHsii Ha BUPOBHWUUTBO, a TaKoX Y
BiAMOBIAHOCTI 3 JOKyMeHTaLllieto 3aBoaa - BUPobHUKa.

KoHTponb sikoCTi BMXigHUX MaTepianie, nakysanbHUX martepianis i rotosoro N3 nposeneHuid y BignosigHocTi 3
MeToamMy KOHTPOMo AKOCTI i cneuundikauismu, o MICTATLCA B peecTpaliiHoMy focke. [potokonu BUpPOBHULTEE |
aHanisy BignosifatoTb AI0YUM IHCTPYKLUiSM no BUPOGHUUTRY. MpoBoasTLCA perynsapHi iHcnekuil Ha BUPOBHUYIA AinbHUL.

Nignuc: JNata: 01.10.2024

Dr. Sabine Ullrich

banep Al

LlerTp nocTavaHHsA hapMaLeBTUHHOT npoayKuii
YnosHoBaxeHa ocoba

51368 NesepkyseH, HimeuuuHa

File: Com UKR Xarslio 16 mg_ BXKARJZ pdf



Certificate of Compliance

Name of product XARELTO 15 MG 42 TABL
XARELTO® FCTB 15 MG NI4, 3x bl

Article number (Rayor) 80120702

Batch number (article) BXRARIZ

Importing country Ukraine

Dxate of manufacture {bullc) 2024-01-29

Lxpiry datc 2027-401-31

Dosage Torm filmecoated tablet

Packaye sive and type 14 tablets in blister, 3 blister in pack

Strength ¢ poteney Rivaroxaban/ 15MG

Quantity supplied (packs) 35.988 packs

Batch sive (packs) ' 35.988 packs

Name and address of manufacturer Bayer AG,

Kaiser-Wilhelm-Allee,
D-51368 Leverkusen, (rermany

No. Marketing authorisation in Ulraine. LIASZ01/01/02
Expiration date of MAH i Jndimited license
WNo. Manufactiuring authorisation of manufaciuing site DE NW_04 MIA_2023 0048 Bayer

A(a asof 17.11.2023 'mmd by
Bezirksregierung Cologne

Results of aralysis are provided in attached CoA,

praduction of the above-mentioned batch was in acenrdance with legal requirements, particularly
with the EC Guide to Good Manulucturing Practice, the muanufacturing license, as well as all
pertinent SOP of the manufacturing plant.

Starling 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 s-controls
were performed according to presently valid production instructions. Producetion lacilities are part
of a regular monitering program,

W -10- 0

Signature: <!+ 44 & Date:

AKKARJ2 pdf Page ol 1



Bayer AG
Kaiser-\WithelneAlles

R348 Lovorkusen, Germany

Certificate of Analysis

Pags: 1 of 2
Nate: 20240827

iaterall  BO120702

Your malerial

AARELTO 15 MG 42 TARL
KARELTO® FCTH 15 MG N4, 3x bl

Batch: BAKARJSZ Country: Ukraine

Diater of manulacture: 2024-01.29 Dedivery nuimber, 138275723
Expiry date: 2027-01-3 Purchase number 2172825136
From material 85088130 RIVARCXARBAN TAFT 158G

Bateh: BXASCHD frnsp. instruction: T.02.02 -1
Inspection fot. (40002738320 Specification: T.02.28 -1
Inspection Acceplance criterion LioM Fesull

Formulation film-coated tablel film-coated tabdet

Farm raund, bicoiwex round, Beonvex

Colour rodd red

Markings tablel {op side Triangle 15 I'riangie 15

Markings tablet bottom sida Bayer oross Bayar cross

Identity A (Ph.Eur.) must comply complies

Identity 8 (Fh.EBur) rivesst carnply complias

Dissolution afl. 30min g s.units averaye min. 85 Y a6

Dissolution aft.30min,8 s.units mirdmurm rin. 85 % 88

Digsolution aff, 30min, 12 2.units average min. 80 Y

Dissalution aft. 30min 12 s uminimum min. 65 E -

Aoy unspecified himpurily (Ph.Eur) max, 0.2 L <=1

Total impurdios {Fh ) miax. 0.3 % <=1,

Assay (PhEu) 950 - 105.0 Ve 98,7

Uniformity of dosage, acceptvalueln=10] max. 16.0 % 2.4




Bayer AG - .
: o Ceartificate of Analysis
Kaiser-wihelm-Alice y Page
Dates:
51368 Leverkusen,Germany
Material 80120702 XARELTO 15 MG 42 TABL
Your material: XARELTOR FOTE 15 MG N14, 3x bii
Fiatch. RXK4R.I2 Country: Ukraing
Diate of manufacture; 2024-(19-29 Delivery number 135275723
Expiry date: 2027-H1-31 Purchase number: 2172625138
From rmaterial; BO0981E0 RIVARDXABAN TAFL15MG
Batoh: BEXAGCHR Insp, instruction: T.02.02 1
Inzpection ot 040002736320 Specification; T.0R.28-1
Inspeeiion Acceptance crilerion o Result
Uniformity of desage, seoept.value(n=30) max. 18.0 % -
Undformity of desage, min{based oo M) min. 5.4 % -
Unifarmity of dosage, max.(basod on M) masx, 126.0 Yo
Tatal asrobic rmicrebial count (TAMS) max. 1000 Chidig <= B
Total combined yeastimould count (IYMOF | maod 110 CFUfg == 5(
Lscherichia coli” Ahsenee Ind g not detectablein 1 g
*Tesi frequencyat least each 20t bateh =as -—-
of minimum one batch per year

This hatehy gomplios with the speaification,

| herebiy certify that all the manufacturing stages of this batch of finished product have been canied oul in ful
cumpliance with the GMP requirements of the LU and with the requirements of the. Marketing Authorisation(s) of the
dastination counley feountries.

The release documentation is signed by the Qualified Parsen (Supply Center Levetkusen!

Balch release electronically signed: Lir, Christian Wicsa (GFRCH)
Datefime; 2024-09<25 132758 am. CET { UTC + 1 hour}
Insgection lot; 040002836741

This Certificate of Analysis was auntbmatically printed,

File: CoA ENG Xarello 18 mq BXH

ARJZ paf
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