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- TEPXKABHA CYYSKBA 3 JIKAPCHKYIX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMHU ¥ m. KMEBI
npor. Hauit Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox EAPIIOY 37079055

BUCHOBOK
Ipo AKICTHL BBE3eHOro B Yxpainy Jgikapenkoro 3acoly

01.11.2024 Ne 57722/24/2¢6

ACIIPUH KAPIO®
(uatimMenysaurs nikapouxoro aacoly 3rinHo 3 peccrpauifinmm ocBinYeHAsNM)
Tadnerxu, BRpHITI KHHKOBOPO3SYMHEHO0 '_{iﬁ(jlrxiytmoxo, no 100 mr, o 14 tadnerox y daicrepi;
1o 7 6aictepin B kapToduii uavui ‘-“9
(hopma sunycxy, J03Y 8aHLIA, BHA NIZKYBAHAS JHKApPCLKOro 3acoBy)

Homep peecTpauifinoro .T_foéBillf{éH‘H.ﬂ UA/ 7802/01/0_1 CTpOK fif PeeCTpaliiifioro moésizueliio

HeoOMeKenHi

:

Cepis nixapcpkoro saco6y Ne BT19PE3 - Kingxicrs BBeseroro nikapcskoro 3acoby 96360

Bupo6nuk Baitep Bitrepdensy I MO6X, Himeuunna
(uafMenysarts snpobimxa AiKapeLKOro 3acoby, KpaiHa N0X0/KeHHA)

Baeseno B Vpainy Tosapucrso 3 00MEREN0I0 siuoBinaLHICTIO "bakiep", izexrr. won:
(uaitMesysanns Ta <oz 3a CHAPLIOY 1opsasunof ocobu ato npisBuwe, iv'A, no Garhkosi disnaitoi
0cotH - aixnpremu, 11 Micue Npoxcmanns Ta peecrpanidinmii worep oBnikosoi KapTXRy rmz‘u-‘w_«:.{c_,r

noxatiia abo cepis ta nomep nacriopra)

HpoToxnn sizyanuuoro xonrpomro sin 01.11.2024 Mo 3775’/_1,.

3a pézyns'ra'ranm ACPHABHOTO  KOWTDONIO, BCTAHOBIGHO, IO Jtikapesknll  3aci6  mmeseno B Vxpainy 3

AOTPHAMAHHSIIM BHNOI 3aKOHOAABCTBA MO0 Fa6e3ricucinA AKCTi nikapcekyx sacefis.
o~
Havaisnux uxoja XOJIOAEHKO
T (nimnc) (iginiams va npiserme) ket
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Batliep birrepdensa rmex
Biagin skocri

06803 SiTrepqvenb,q-Boan)eH
———— +E/bA-DONbpeH

Martepian: 89325412

Homep_(;pi'f: BT19PE3
Oara BUPOGHULTBA: 31.01.2024
Tepmin | flpuAaTHocTi:  31.01.2029

IHenekuitiui not: 040002768256

CEPTU®IKAT AFANI3Y Crop.232

Hata 26.04.2024

Acniipun Kapgio®, TabneTku,  BKpuTi KULWIKOBOPO3YKHHOKD

obononkocto, no 100 mr, 6ni 7x14 UA . .
Kpaina: ---
Homep nocrasky: ---

IHeTpykuis © T.02.02 - - T
Creuvdikavis: 1.02.28 - 2

o ——R,\ T N OauHuyj i
N JEK_aSHMK - B i meoz BUMin _*PGS}/Ijl{.1 ar
Binkbra caniyunoea xucroma Make. 0,3 _ : "
N v,
ByOb-akuii ne 8U3HaYeHUd npodykm Makc. 0,2 R
pozsnady
Cyma npodykmig po3snady Makc. 1,0
Kinbkiche susnavenns 95,0 - 105,0
Mikpo6ionoziyna Yucmoma '
3ararnsHa KiNbKicTb aepoBHmx Makc. 1000
MiKpoopraHiamis (TAMC) E
3arankHa KinbkicTs Maxc. 100.
APDKEKOBUX/MNiCHABMX rpubis (TYMC)
I Escherichia colj Bigeythae 1r . J
lﬁ-.' — —--—‘—M Hg *.ﬁ—“—%_ e

Lana cepis Bignosinae cneundbikauif i surotosneHa 3 ypaxysarkHsm Bumor €C KepisHuyta Ao HBM ans
MeLUYHUX Npenaparis i BUMOT, Wo BrKnaneHi B niuenaii Ha NpoaykT. :

HokymenT Ha peani_sa‘qifo nignucanHuii YnoBHoBaxetoo ocoboro.
EnekrpoHHuii nignuc:  Dr. Stefan Sonnenberger (GLHDY)

Hara: 2024-04-26 07:02:56'a.m. CET (UTC + 1 hour )
IHenekuiinmit not: 040002768256

File: CoA LIKR Aspirin. Cardin 100mg #93 BTIOPES pet



CEPTUDIKAT CEP;j

ACIIPUH KAPLIO®, o 100 rar, Tabn, 14, 7x6ni

Cuna gii/ AKTUBHICTE:
Auemncaniumnoea knenora - 100 mr

®opma HAO3YBaHHs: Tabnerky, BXPUTI
KULLIKOBOPO3YMHHO 06onoHKow

Poamip i Tun ynakosku: rno 14 Tabnertok g Griicrepi,
7 Gnicrepis g KapTOHHIi ynakosy;

Cepis Ne: BT19PE3
Poawmip cepii: 96360 ynakoeok

Baiiep Sirrepcpenb,q m6X

Kpaiua BUPIBHUK: HiMeyyuna
Kpaiia MPUzHaveHHA: Yipaina

Peccrpauiﬁre noceiguyeHHs: UA/7802/01/01

o

o

Dara Bupoe: uyrea:

1

31.012024
Tepmin npuOaTHoceri: 31 .'01 2D2§

Appeca: Optwraiine Ipennin, CeﬁnraCTep Woce1, 06803 BiT'repmensa-BonbcbeH, Himeuyuna,
Howmep BUPOBHMYOT nigensi: DE_ST__O1_M!A_2023_OO1 4/604.4150- A.14

PesynbTaTy aHaniay Hasefieni s Ceprudikari Ananisy.

Komenrapi:
SeunM camum 3dnesHsio,
BUPobneHa, : 7

26.04.2024 - Midnuc
Dr. Stefan Sonnenberger
YnoBHoBaxeHa ocoba

batiep Bitrepdenty Mvex

File: Coa UKR ;f\:‘spirérz_"_Card«i{}w;‘iOOrr)g___#ii}&_ BTIGPES paf



zfr)]/&:Bitterfeld Certificate of Analysis Page: 1 of 3
Quality Unit Date: 2024-04-26
06803 Bitterfeld-Wolfen
Material: 89325412 ASPIRIN CARDIO 100 MG TAEC BLI 7X14 UA
Batch: BT19PE3 Country: ---
Date of manufacture: 2024-01-31 Delivery number: ---
Expiry date: 2029-01-31
Insp. instruction: T.02.02 - ---

Inspection lot: 040002768256 Specification: T.02.28 -2
Inspection Acceptance criterion UoM Result
Formulation Coated tablet coated tablet
Colour white white
Markings tablet top side without without
Markings tablet bottom side without without
Identity (TLC) must comply complies
Identity (HPLC) must comply complies
Uniformity of dosage, accept.value(n=10) max. 15.0 % 5.1
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 %
Disintegration (0,1N HCI) min.120 minutes complies

resistant
Disintegration (phosphate buffer) max. 20 min 6
Dissolution(0,TN HCl)aft.120min 6s.u.max max. 10 % 0
Dissolution(0,1N HCl)aft.120min12s.u.max | max. 25 %
Dissolution(0,1N HCaft.120min.12s.u.mv max. 10 %

File: Cof_ENG_Aspirin_Cardio_100mg_#98_BT19PES.pdf




Bayer Bitterfeld e -

: C ate of A
GrbH ertificate of Analysis Page: 2 of 3
Quality Unit Date: 2024-04-26
06803 Bitterfeld-Wolfen
Material: 89325412 ASPIRIN CARDIO 100 MG TAEC BLI 7X14 UA
Batch: BT19PE3 Country: ---
Date of manufacture: 2024-01-31 Delivery number: ---
Expiry date: 2029-01-31

Insp. instruction: T.02.02 - ----

Inspection lot: 040002768256 Specification: T.02.28 -2
Inspection Acceptance criterion UoM . Result -
Dissolution(0.1N HCl)aft.120min24s.u.max | max. 25 %
Dissolution(0.1TN HClaft.120min.24s.u.mv max. 10 %
Dissolution(phosph.buff.)a.90minés.u.min min. 80 % 99
Dissolution(phosph.buff.)a.90min12s.u.myv min. 75 %
Dissolution(phosph.buff.}a.90min12su.min | min. 60 %
Dissolution(phosph.buff.)a.90min24su.min min. 50 %
Dissolution(phosph.buff.)a.90min24s.u.mv min. 75 %
Dissol.(phosph.buff.}a.90min24su.no.o.sv min.22 s.u. in min.60%
Free salicyﬁc acid max. 0.3 % <= 0.1
Any unspecified degradation preduct max. 0.2 % <= 0.1
Sum of all degradation products max. 1.0 % 0.1
Assay 95.0 - 105.0 mg/Tab 98.8
Totai aerobic microbial count (TAMC) max. 1000 CFU/g
Total combined yeast/mohtd count (TYMC) | max. 100 CFU/lg
Escherichia co‘li . Absencein1g

Filer oA ENG_Aspirin_Cardio_100mg_#98

BTI9PES.paf




Bayer Bitterfeld

Certificate of Analysis
GmbH ys Page: 3 of 3
Guality Unit Date: 2024-04-26
06803 Bitterfeld-Wolfen
Material: 89325412 ASPIRIN CARDIO 100 MG TAEC BLI 7¥'14 UA
Batch: BT19PE3 Country: ---
Date of manufacture: 2024-01-31 Delivery number: ---
Expiry date: 2029-01-31

Insp. instruction: T.02 02 - v

Inspection lot: 040002768256 Specification:

7.0228-2

Inspection .

Acceptance criterion I UalM I Result

|

This batch complies with the specification and is manufactured
Products and the requirement laid down in the product license.

The release documentation is sighed by the Qualified Person.

Baich release electronically signed:

Date/time.:‘
Inspection [ot:

File: Co/\ji’;N{?Q»%_Azspés'inmCa;‘diow_,

100my_#85_BT19PES pof

Dr. Slefan Sonnenberger (GLHDY)
2024-04-26 07:.C2:56
040002768254

am. CET (UTC + 1 hour )

in accordance with EC Guide to GMP for Medicinal




Batch Certificate

ASPIRIN CARDIQ® 100 MG, TaB 14, 7xbli

Strength/l’ofency: Manufactuzgr

country: Germany
Acetylsalicylic Acid - 100 mg

Dosage form: enteric coated tabletg Importing cuntry: Ukraine

Package size and type: Marketing autherization num ber: U/\/7802/() 1/01
14 tablets in blister, 7 blister i carton pack \

Batch number: BTI9P):3 Date ofmanuihci‘uring: 2024-01-31

Batceh size released: 96360 packs ©° Expiry date: 2029-01-3]

Bayer Bitterfeld GmbH
Address: Ortstei] Greppin, Salegaster Chausses 1, 06803 Bitth*tblo\fv’olfen, Germany
M:mufacturing autherization numbey: DE §T ‘_OIMMJ’"A]OBWGO 14/604.41501.A.14

Results of analysis are provided in attached CoA._

Comments: '

I'hereby certify that the above information is authentic and accurate This batch of product has bccjn
manufactured, including-packaging/labeling and quality contrel at the aboye mentioned srt;c.’(s) in
full compliance with the GMP requirements of t‘he local Reg‘q ator)f Authont_‘,: van.c‘l }\/ltll fne
specifications in the Registration Dossier or Marketing /4\:‘uthor;za’t;1 om 91: the malﬂm;.f‘clctUICLI cf01'1n_% yl
or importing country, if product was imported, of procuct sp_emﬁca.tmn ﬁle ’fox' Tn\;jeStlﬁilﬁ)(z::lii
Medicinal Products, The batch processing, packaging and analysis records were reviewed and found
to be iu compliance with GMP,

Sensund-

Pr. Stefan Sonnenbergey
Qualified Person
Bayer Bitterfeld GmbH

Rt

iin Cardin 190ma Bg8 T GED nef
Flle: CoA_ENG_fspirin_Gardio_100mg_#98 "BT19PES pai



