NEPIKABHA CIYXKEBA 3 J1 IKAPCI)I&]X 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KHIBCBbKIH OBJIACTI

npos. Ceitanunoi Haaii, 3, m.Kuie, 02099, ten/dakc; (044) 363-06-30
E-mail: dls.kof@dls.gov.ua, Kog CAPIIOY 37078774

BHCHOBOK
NP0 SIKICTE BBE3€HOI0 B Y KPAiHy JIKAPCHKOTo 3ac00y

25.08.2023 Ne 41426/23/10

MIKAPAUC®

{HafiMEeHYRARAA NIKAPCHEOrQ 3ac00Y 3rigHO 3 PEECTPALIHHAM TOCBIYEHHTM)
TabaeTky no 80 Mr; no 7 Tabaerox y faicTepi; o 4 daicTepn B RApTOHHIR KOOI

{hopma BUIYCKY, HOIYBAHN, BHI NaKYSaHHS TiKAPCLKOL ¢ 3ac06y)
Howmep peectpanifizoro nocsigyenns UA/2681/01/01 crpox aii peectpauiiinoro noceigsenns 01.01.2099
Cépia aikapcskoro 3aceby Ne E99881 KinpkicTs BBe3eHaro mixapcskoro sacoby 26

BrpobuuK Bepiurep nrenpxaiin Xennac Cuar Membep C.A., I'penis

(safiMcHyBanHA BEpOOHHKA MKAPCHKOIO 3acoBy, Kpaina oxXomaenns)

Beeseno B Yrpainy CniabHe YRPAIHCHKO-eCTOHChKE NHIIPHEMETBO Y opMi TOBAPHCTRA
3 o0MexeHo BianopigansHicTio " Onrima-@apw, T, izenr. koa:
21642228

(naiiMenyuanns ta xea 3a CAPIIOY wpumiynol ocoli 200 npiseime, in's, no Garsxosi dizngnot
ocabH - miznpsend, i Miclle NpoXIBAHHA Ta PCECTPAUIHRI HoMep 00RIKeBOT KAPTKH NAATHIKS
roaaTkia ado cepis Ta HOMEp macitopra)

Ipotokos Bisyansuore kowrposo ein 23.08.2023 Ne 2617/6.

3a  pe3ynBTATAME  IEPABHOTC KOHTROMO  BCTagosiaeHo, 1Mo jikapeskuil 3acid  seesero B YKpalHy 3
JOTPHMAHHSIM BuMOr 3aKOHOAABCTRA WOAC Fafie3neue s AKOCTI NIKAPCLKHUX 3aC0TIB.

Kotnaposa JLB.

(npnan uie-Ta. iANGATK)

(niniic)
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Certificate of Quality
Ceprudikar sxocti

Manufacturing Authorisation number! Homep ainensii na pupouuureo: 0000000003/21/1

Product: Micardis® 80 mg/tablets
IMpenapar: Mikapauc® Tadaerku no 80 mr

Importing country/ Kpaina-imnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-supobunk: Greece/T peuin
Active ingredient! Axtuennit inrpenient: 80 mg telmisartan/80 mr Tenmicaprany

Marketing Authorisation Number: UA/2681/01/01 Valid till: perennial
Peectpauifine noceiavedds: UA2681/01/01 Hie no: GescTpokoeo

Type of the package: 7 tablets in a blister; 4 blisters in a carton box labelled in Ukrainian language
¥naxkopxa: no 7 tabnerok v Gricrepi; no 4 Gaicrepn B kapToHKii xopodui 3 MapKyBaHHAM YKPATHCEKOK MOBOK

Batch number/ Homep cepii: E9988]
Date of Manufacture/ lara supobuuirea:  26.04.2023
Date of Expiry/ IlpuoaTanii no: 04,2027

Batch size/ Poamip cepii: 4240 packages / ynakoskm

Certification statement: ] hereby certify that the information hereinabove is true and correct. This product batch
has been manufactured (including packaging/labeling) and subjected to quality control at the site indicated above
in full compliance with the GMP requirements, as published by the local regulator, as well as in accordance with
the specifications given in the registration dossier or marketing license of the manufacturer or importer country, in
cases where the product is imported, or in the Product Specification File for a study medicinal product. The
manufaciuring, packaging and test records have been reviewed and confirmed as GMP-compliant,

Ceigourso npo ceprrikauito: Lium 2 3acBiAMy0, WO HABEAEHA BAIWLE iHQOPMALIT € IOCTORIPHOK Ta TOYMHOIO.
Liro cepito npoaykuii Byno sypoGneno (BKNOMAI0UH NAKyBAHHA/MAPKYBAHHA) TA NPORESHO KOHTPOAL Ti 4K0CT
Ha BHLUEsa3HaYeHiil ninsHul y noexiil BianosigHocT] 3BHMoraml GMP, BoTaHOBNEHHME MiCLEBHM
PErYIATOPHMM OpPranoM, a Takox sianosifxo fo enenupikauii, wWo MicTaTeea ¥ peectpauifinomy aocee abo
Toprogiii niuexsii kpainu-snpobHuka abo KpaiHr-iMNOpTepa, AKLLO NPOAYKLUiO iMnopToBato, abo ¥ Aocke
cneundikailifl Ha npenapar 498 AOCHILKYBAHOIO NiKapckkoro 3acoby. [TpoTokony enpo0HMLTES, NaKyBaHHA Ta
ananizie 6y10 NepermalyYTO Ta BCTAHOBNEHO BianoBigHicTs GMP.

Cropinka 1 35 COQ-306669-V08

Moz, MJ/E FF %’a 7% edf 20723 ﬁx?ﬂé
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Certificate of Quality
CeprHpikaT sKocTi

Produet: Micardis® 80 mg/tablets
Ipenapar: Mikapauce® Tabaerku no 80 mr

Batch number/Homep cepil: E9988] Mumber of analysis/Homep ananizy: 40000324572
Test Specification Test resull Unit
BunpoGysanua Crneundikauis Peaynetar Oaunnus
Description (Visual test) White or off-white, oblong tablets: one conforms

face impressed with “52H"; the other
face impressed with the Company
symbal
OnMc {snvansanh Teet) Opanexi TabneTrn Sinoro abo Maime BIANOBIAAC
Binoro koneopy, 3 THCHeHHAM “52H" 3
OAHOTO DOKY T8 CHMBONOM KOMMAaHIT 3
iHwora Goky
Dimensions (Measurement)
FI:I;M'I!.'IH [Bu:mpu:m;umnb
Thickness 4.4 - 5.0 mm (10 single values) average value: 4.7 mm
TosuiuHa 4.4 = 5.0 sind {10 oxpesiny aHavens) CepelHEe IHATEHHA ! 47 MM

Microbiological quality®
Mikpobionoriuna uncrora *
Total aerobic microbial
count (TAMC)g No routine test N0t more than 10 CFU not analyezed

Jarankue wneno aepobunx
MiKpoopranizmie
(TAMOCT nepvrmmnimi et ne Ginew, vix 100 KYO He ananizosano

Total combined

Yeasts/Moulds count

(TYMC) / g No routine test Mot more than 10° CFU not analyzed
JarajeHe YHCa0

APIRAAOBHX 1 IICHABHY

rpubie (TYMC) /v He Binew, Hix 107 KVO He ananizosamo

HEpyYTHHART TeCT

Specified micro-organisms:
Escherichia colig

Mo routine test Mot detectable not analyzed
Crnewmdivmi
MIKPOOPIEHIINH:
Escherichia colif r HE BUABICHO
m:p:,.‘rllhhllﬁ. TeCT
Identity

laenrrdirania

Cropinka 235
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Ceprudikar aKocTi

Product:

Micardis® 80 mg/tablets

Ilpenapar: Mikapauc® Tabaerkn no 80 mr

Batcﬁ number/Homep cepii: E99881

Number of analysis/fHomep ananizy: 40000324572

e e

Test
BunpobysaHHs

Test result Unit
Pesynerar OnpHnua

Specification
Crieundixauin

BIBR 277 SE (TLC)

BIBR 277 SE (TiuX)

BIBR 277 SE (Liqud chromatography)

BIBR 277 SE (pinsna xposarorpadus)

Active ingredient decomposition

Poakaapanna AKTHEHOT pPeHOBMHH
BIBR 277 SE (Liqud chramatography)

BIBR 277 SE (prawsna xposarorpadus)

Assay

Kinsxicunii amicr
BIBR 277 SE {Liquid chromatography)
BIBR 277 SE {piuma spossrtorpathn)

Cropinka 3 3 5

The Rf value of the active ingredient conforms
obtzined with the test solution
corresponds (o that obtained with the
standard solution

Fnauenns RE gironol pevosnmM,
aTpHMAaNE B BHNPOGYRAHOMY POIMHHI,
BIINOERIAAE TAKOMY THAMEHHED,
OTPHMEHOMY 31 CTAHIAPTHHM POIHHHOM
The retention time obtained with the test
solution corresponds to that obtained
with the standard solution.

Yac yTpHMYBAHHE, OTPHMaHKI B
EHApOGYRAHOMY POTUNHI, BIINOBITAE
Yacy YIpHMYRINHA, OTPHMAHOMY 30
CTAHIAPTHIM POIUHHOM

BLATIORIARE

conforms

BLANOBIAAL

<=0.2% *=U.]

=={.] %o

<= (.2 %

80.4
B0.4

76.0 - 84.0 mg/tablet
T6.0 - 84.0 mriTabneTra

mg/tablet
mritabnersa

COQ-306669-V09









