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Certificate of Quality
Ceprudikar sKocTi

Manufacturing Authorisation number/ Homep siuensii na supobunnreo: 0000000003/21/1

Product: MicardisPlus® 80mg/12,5 mg/tablets
IMpenapat: Mikapaucllioe® Tadaerku, 80mr/12,5 mr

Importing country/ Kpaina-imnoptep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-supo6uux: Greece/['peris
Active ingredient/ Axruennit inrpenient: 80 mg telmisartan, 12.5 mg hydrochlorothiazide/
80 mr TenMicapTany, 12.5 Mr rizpoxmopTiazumy
Marketing Authorisation Number: UA/0465/01/02 Valid till: perennial
Peectpauiiine nocizuenns: UA/0465/01/02 Hie no: 6e3cTpokoBo
Type of the package: 7 tablets in a blister; 4 blisters in a carton box labelled in Ukrainian language
Vnakoska: mo 7 tabnerox y 6aicTepi; o 4 Gnicrepy vy KapToHHIA KopoOui 3 MapKyBaHHAM YKPaiHCBKOK MOBOIO

Batch number/ Homep cepii: F94944
Date of Manufacture/ Jlara eupobuuiTea: 27/03/2024
Date of Expiry/ Ilpunatunit fo: 03/2027

Batch size/ Po3mip cepii: 1823 packages /ynakoBxu

Certification statement: I 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 manufacturing, packaging and test records have been reviewed and confirmed as GMP-
compliant.

Caigoureo npo ceprudixauixo: LluM s 3acBigdyro, mo HaBeJeHa BHINE IHGOpMalis € JOCTOBIPHOIO Ta
rounow. Lo cepiro npoaykuii Oyno BupoOlieHo (BKIKUAKYH NaKYBaHHA/ MAPKYBaHHA) Ta [IPOBEJEHO
KOHTpOJE 11 SKOCTI Ha BHII€3a3HauYeHIH AiMBHALI Y noBHIH BiAnosianocTti 38uMoramMy GMP, BcranoBiieHUMH
MICILICBUM PEryNATOPHUM OPraHOM, a TAKOX BIAMOBIAHO 10 cnemuikarii, 010 MICTATECA Y peecTpaliHHOMY
flocke abo TOprosiil nitensii kpainu-supobuuka abo KpalHH-IMNOpTepa, AKIIO MPOAYKUiW iMmoproBaHo, abo
y pocke cnenugikaniii Ha mpenapar s A0CIIpKYBaHOro Jikapcekoro 3aco0y. Ilporokonn eupo®nuuTsa,
NaKyBaHHS Ta avali3iB Oylno neperngHyTO Ta BCTAHOBIEHO BianmoBiauicts GMP.
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Certificate of Quality
Ceprudikat sikocTi

Product: MicardisPlus® 80mg/12,5mg/tablets
Mpenapar: Mikapaucllmoc® tabnerku, 80mr/12,5 mr

Batch number/Homep cepii: F94944 Number of analysis/Homep anamizy: 40000377422

Test Specification Test result Unit
Bunpobyganus Crneundixaigs Pesynerat Onusuns
Description Oblong, white-red, biconvex two-layer conforms

(Visual test) tablets, possibly with red specks in the

white layer; the white face is marked
with "H8" and the Boehringer Ingelheim
company symbol
Onuc Tpoposryearti, Gino-4epeoHi ABOONYKII, BLAMOBIzIAE
(Bizyanerni vect) ABOLIAPORI TAONETKHM, 3 MOMIMBHMH
4epBOHKMMH BKPAIDIEHHAMH Y GloMy
wiapi. bimai ik Mac Bigruck "H8" Ta
noroThn komnasii bepinrep Iarensxafim
Dimensions (Measurement)
Po3mips (BUMIPIOBAaHHS)

Thickness 5.9 - 6.5 mm (10 single values) average value: 64  mm
TorummHua 5.9 - 6.5 MM (10 oxpemux 3Ha4YCHB) cepelHe 3HayeHHs: 6.4 MM
Resistance to crushing 75-180 N average value: 114 N

(Tablet breaking force)
(physical test)
CriligiceTs 10 PO3XaBJIIOBAHHA 75-180 H cepemne snauenns: 114 H
(CriiixicTs TabneTOK 10
posnasaoBanas) (Qizuunmii ananis)
Water content (Biamperometric Karl <35% 1.9 %
Fischer titration)

x ‘ 1.9 %
Bmict BoJM (6iamnepomerpuune ThTpyRakns < 3.5 %
3a Kapnom Dinepon})

Identification

InenTudikanis
Telmisartan The UV spectrum of the active conforms
(Liquid chromatography) ingredient obtained with the test solution

must correspond to that obtained with the

standard solution.

The retention time of the active conforms
ingredient obtained with the test solution

must correspond to that obtained with the

standard solution
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Certificate of Quality
CepTudikar sxocTi

Product: MicardisPlus® 80mg/12,5mg/tablets
INMpenapat: MikapaucIlitoc® Tabdaerkn, 80mr/12,5 Mr

Batch number/Homep cepii: F94944 Number of analysis/Homep anamizy: 40000377422
Test Specification Test result Unit
Bunpobyeanns Crenpdixanis Pesynerar Opnunnng
Tenmicapran (PX) Vb-cnekrp akTHBHOTO iHTpeJIieHTa, BiAMOBinac

OTPHMAaHH it BUNPOoOYBAHOT0 POIUHHY,

TIOBMHEH BUINOBIZIATH CIEKTPY,

OTPHMAHOMY ANA CTAHAAPTHOTO PO3UHHY.

Yac YTpHMYBAaHHS aKTHBHOTO IHIPEAi€HT4,

OTpUMaHHH 1718 BUIPOOYBAHOIO PO3UKHY, BiANORiAE
TIOBMHEH BI/INOBIIATH Yacy YTPHMYBaHHA,

OTPHMAHOMY Ulfl CTAHIAPTHOIO PO3UMHY.

Hvdrochlorothiazide The UV spectrum of the active ingredient conforms
; obtained with the test solution must
correspond to that obtained with the
standard solution.
The retention time of the active ingredient conforms
obtained with the test solution must
correspond to that obtained with the
standard solution
Tigpoxjaopriazua (PX) V®d-crexkTp akTHBHOTO iHIpelienTa, BiIIIOBIAE
OTpUMaHHIi 1A BUIIPOOYBAaHOr0 POSUMHY,
NOBHHEH BITIOBIATH CTIEKTPY,
OTPUMAHOMY A CTAHJaPTHOTO PO3UHHY.
Yac yTpHMYBAHHS aKTHBHOTO 1HTPEIEHTA,
OTPUMaHHI U1 BUNPOBYBAHOTO POIUHLLY, BiITIOBiKaE
NOBMHEH BI/INOBIIATH Yacy YTPUMYBAHHA,
OTPHMaHOMY /T CTAHAAPTHOTO PO3YHHY.

{Liquid chromatography)

Active ingredient degradation
Telmisartan
Po3naja akTHBHOIO IHrpefieHTa
Tenmicapran
any unspecified degradation <02 %
product (Liquid  chromatography)
OVab-AKHIT TOMHO He <02 % <0.1 %
BCTAHOBJCHHH NPOAYKT
poe3naay (BEPX)

<0.1 %
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Certificate of Quality
Ceprudikar sKocTi

Product: MicardisPlus® 80mg/12,5mg/tablets
Mpenapar: MikapaucIlaroe® tabnerku, 80mr/12,5 mr

Batch number/Homep cepii: F94944 Number of analysis/Homep ananizy: 40000377422
Test Specification Test result Unit
Bunpobysanns Creundialis PesyneTat Onuuuis
total degradation <0.2% <0.1 %
products (Liquid chrematography)
3arajbHa KilbKicTh Beix <0.2% <0.1 o

NPoRYKTIB po3naay (BEPX)
Active ingredient degradation
Hydrochlorothiazide

Po3nan akTHBHOTO iHrpeaieHTa
TiapoxaopTiasug
4-Amino-6-chlorobenzene-  <0.5% 0.2 %
1,3-disulfonamide (ACB-Disamide)
(Liquid chromatography)

4-amino-6-xs0pobensene- <0.5% 02 %
1,3-aucynndonamin (ACB-gu3zamin)
(BEPX)
any unspecified degradation <02 % <0.1 %
product (Liquid chromatography)
OyabL-aKHil TOYHO HE <02 % <0.1 %
BCTAHOBJIEeHUH NPOAYKT
o3many (BEPX)
Eotal deygradation <1.0% 0.2 L
products (Liquid chromatography)
3araiibHa KidbKicTh Beix <1.0% 0.2 Yo
NpoAYKTIB posnanxy (BEPX)
Assay
Kinekice Bu3nayeHHs
Telmisartan 76.0 - 84.0 mg/tablet 81.3 mg/tablet
(Liquid chromatography)
Tenmicapran (BEPX) 76.0 - 84.0 mr/Tabnerka 81.3 Mr/rabnerka
Hydrochlorothiazide 11.88 - 13.13 mg/tablet 12.47 mg/tablet
(Liquid chromatography)
TiapoxmopTiazua (BEPX) 11.88 - 13.13 mr/rabiieTka 12.47 mr/TabneTka

Uniformity of dosage units
OpHopiaHicTL J030BAHHX OIHHHIL
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Certificate of Quality

CeprTudikart gKocTi

Product:

MicardisPlus® 80mg/12,5mg/tablets

INpenapar: Mikapaucllooc® Tabaerku, 80mr/12,5 mr

Number of analysis/Homep ananizy: 40000377422

Test
Bunpobyganns

Unit
Opunung

Test result
Pesynprar

Specification
Cnenudikas

Telmisartan

by Content uniformity
(Liquid chromatography)

Hydrochlorothiazide
by Content uniformity
(Liguid chromatography)

Tenmicapran
OnuopianicTh BMicTY (BEPX)

Cropinka 539

Label claim: 80.0 mg/ dosage unit

Requirement Acceptance value  mean/min/max values:
A (n=10) =15.0% 80.7/78.8/ 81.5 mg/tablet
B (n=30) <15.0% no Acceptance value:
individual value 2.4 o
is less than
0.75M nor more
than 1.25M
M = reference value according to Ph.Eur.
/ USP.
Label claim: 12.5 mg/ dosage unit
Requirement Acceptance value  mean/min/max values:
— o,
5 g:;;g; : e 12.4/12.2/ 12.7 mg/tablet
individual value Acceptance value:
is less than 27 %
0.75M nor more
than 1.25M
M = reference value according to Ph.Eur.
/ USP.
3assnenui smicT: 80,0 Mr/ nozopana
OJIMHHLA cepeiHe/MiH/MaKe
Bumora [IpuiimMansHe SHAYCHHH!
B 80.7/78.8/ 81.5 mr/TabaeTka
A(n=10) <15,0% IpHiiMansHe Yuco:
B (n=30) < 15,0 % xoane 24 %

OKpeMe 3HaueHHH
He MeHIe, HIX
0,75M abo
OinblIe, Hixk
1,25M
M = pedepenTHe YHCIO BIATIOBIHO 10
Ph.Eur. / USP.

COQ-115078-V08
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Certificate of Quality
Ceprudikat sikocTi

Product: MicardisPlus® 80mg/12,5mg/tablets
Mpenapar: Mikapaucllaoc® tabnerku, 80mr/12,5 mr

Number of analysis/Homep ananizy: 40000377422

Batch number/Homep cepii: F94944

Test Specification Test result Unit
Bunpobyeanus Crneundikaiis Pesynerar Opuuung
Tinpoxaopriasug 3ageneHni BMicT: 12,5 Mr/ no3oBaHa
OpsopigHicTr BMicTY (BEPX) OAMHMLA cepeaHe/MiH/Makce
Bumora [puiiMansne SHAYEHHS:
YHCIIO
A (112}0) < 15’0 % 12.4/12.2/12.7 Mmr/rabneTka
B (n=30) < 15.0 % xomie TMpriiMansie 9ucno:
OKpEME 3HAYEHHA
He MCHIIE, Hi%k 2.7 %o
0,75M abo
O10ple, HikK
1,25M
M= pedepenTHe UHCIO BIANOBIAHO JIO
Ph. Eur. / USP
Dissolution
PozunHenHs
Telmisartan Time: 30 min
(Liquid chromatography, Requirement Q: 70% 104/105/104/103/104/102 o,
Paddle method) Stage  Number  Acceplance mean value: 104 %
tested criteria
Sl1 6 Each unit is not
less than Q +
5 %.
S2 6 Average of 12
units (S1 + S2)
is equal to or

greater than Q
and no unit is
less than QQ —
15 %.
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Certificate of Quality
CepTudikaT AKOCTI

Product: MicardisPlus® 80mg/12,5mg/tablets
Mpenapat: MixapauclLioc® Tabnerku, 80mr/12,5 mr

Batch number/Homep cepii: F94944

Number of analysis/Homep ananizy: 40000377422

Test Specification Test result Unit
Bunpobygranns Crnemmdikauis Pesynbrar Onuauig
TeamicapTan Yac: 30 x8
(BEPX, nonachyii Metos) Bumora Q: 70% 104/105/104/103/104/102 %
Pigens Kinbkicte  Kpurepii CEPE/IHE 3HAYEHHS:
Bunpobysa  NpUAHATHOCTI 104 %
HHX
Z030BAHMX
OIMHHUL
S1 6 Koxne
3HAYEHHA HC
MeHIue, Hix Q
+5%
82 6 Cepeane
3HAYCHHA JUIA
12 opunuxLb
(S1 + 8S2)
HopiBHEe ado
Glibiue Q,
TAKOXK KOJIHE
31 3Ha4YeHb HE
MeHLue, Hix Q
- 15 %.
Hydrochlorothiazide Time: 30 min 98/ 94/ 101/ 97/ 98/ 97 %
(Liguid chromatography. Requirement QQ: 75% mean value:
Baskaratietiiod) Stage  Number  Acceptance 98 %
tested criteria
S1 6 Each unit is not
less than Q +
5 %.
S2 6 Average of 12

Crropinka 739

units (S1 + 82)
is equal to or
greater than Q
and no unit is
less than Q —
15 %.
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Certificate of Quality
Ceprugikar sikocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ilpenapar: Mikapaucllnioc® Tadaerku, 80mMr/12,5 mr

Batch number/Homep cepii: F94944 Number of analysis/Homep ananizy: 40000377422
Test Specification Test result Unit
Bunpobysaniis Crenudixaiis PesynbraT Onuauis
Iiapoxaopriasua (BEPX, Yac: 30 xB
METO/ KOLIMKA, 10 Bumora Q: 75% 98/ 94/ 101/ 97/ 98/ 97 %
obepracTecs) Pisensy  Kinbkicts Kpurepiii CEPEIHE 3HAYEHHA:
BUDpoByRa  NPHAHATHOCTI 98 %
HHX
N030BAHMX
QAMHHIL
Sl 6 Koxne

3HAUCHHA HE
MeHile, Hixk Q
+5%

S2 6 Cepeane
3HAYCHHA s
12 opuuMIB
(§81 + 82)
JopisHioe abo
Ginpiue Q,
TaKOXK KOJIHE
31 3HaYeHL He
MeHie, nix Q
-15 %.

Microbiological quality*
MikpoGioaoriuna uncrora *
Total aerobic microbial
count (TAMC) /g
No routine test
3aranbHe Ynclio
aepoounx
mikpoopranizmis (TAMC) B
1

1A

10* CFU not analyzed

IA

10* KYO HE aHaI30BAHO

Hepytnnnmii tect

Total combined

Yeasts/Moulds count
(TYMC)/g

No routine test

1A

10* CFU not analyzed
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Certificate of Quality
Ceprudikar gxocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ipenapat: MikapaucIlnoc® tabaerku, 80mr/12,5 mr

Batch number/Homep cepii: F94944 Number of analysis/Homep ananmisy: 40000377422
Test Specification Test result Unit
BunpobysaHus Creundikanis Pesynbrar Oauaung
3araibHe YHCIO < 102 KYO HE aHani30BaHO

JPiKIAOBAX TA MIiCEHEBHX
rpubis (TYMC)B 1T
Hepytunnuii Tect

Escherichia coli/g absent not analyzed
No routine test

Escherichiacolin 1 r BIICYTHE He aHaTi30BaHo
Hepyrundni Tect

* If the results for the first 5 batches are within the tolerance limits, test at least 1 batch per year, depending on the
rate of production.

* SIKILO PE3yNbTATH 1A NIEPIIMX I'STH BUPOOHHUNX Cepiil 3HAX0AATECA B MeXaX creuudiKalii, aHati3yroTs
uoHaiiMene | cepiio Ha pik, B 3JIe3KHOCTI Bill 9aCTOTH BUPOOHULITEA.

Remarks/Tlpumitka: | |

Result/Pesynrrar: released/ npuaaTno: iL{ 10. W "L\._«\
(release date)/(nara BANYCKY)

~Y Boehringer
il II Ingelheim
Boehringer Ingelheim Hellas Single Member S.A.

Date of signature (CoQ)/ ara niamucanna (CA):

. YO pr Eleni Venardou
Qualified Person

Qualified Person/ YnopHoBaxkeHa ocoba:
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