JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

13.03.2026 Ne 11636/26/10

ATTEHTO® IUIKOC 40/10/12,5

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Tab/1eTKH, BKPHTI IUTIBKOBOIO 000/10HK010, 10 40 mr/10 Mr/12,5 mr, o 14 Tab.jieTok y
Oaicrepi; mo 2 GJicTepu B KapToHHil kKopoOui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/20114/01/01 ctpok nii peectpauiitnoro nocsinuenns 19.09.2028

Cepis nikapcekoro 3acody Ne 52040C KinekicTs BBe3eHOrO Jikapcrkoro 3acoby 192
Bupo6Hyik bepunin-Xewmi AT', Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CrifibHe yKpaiHCbKO-eCTOHChKE MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremns, i Micie NpoKHUBaHHS Ta peecTpaliiiHuii Homep 001ikoBOT KapTKH MJIaTHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansunoro xonrpouo six 10.03.2026 Ne 0649/7.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)
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M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Product: ATTENTO® PLUS 40/10/12.5

Dosage: 40mg +10mg+ 12.5 Pharmaceutical Form: Film-coated tablet

Pack Size: 28 Pack Size Unit: pieces

Packaging Type: Blister

Internal Product Code: F115000

Batch no.: 52040C Analysis Number: 157741

Number of packages (Quantity): 2076 Packages Storage Conditions: This medicinal product
does not require any
special storage
conditions

Date of Manufacture: 14/05/2025 Date of Expiry: 31/05/2028

Date of Analysis: 23/01/2026 Date of Batch Release: 23/01/2026

Country of Destination: Ukraine Batch Releaser Country: Germany

Manufacturer: Berlin-Chemie AG

Marketing Authorisation n.: UA/20114/01/01

Normative Documentation: N/A

LIMS Lot Num: 157741 Page 1 of 4
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BERLIN-CHEMIE
MENARINI

Certificate of Quality

Manufacturers
Manufacturing site of bulk

Manufacturer: Daiichi Sankyo Europe GmbH - Daiichi Sankyo Europe GmbH
Address: LuitpoldstraBe 1 D-85276 Pfaffenhofen

Manufacturing Authorisation Number: DE_BY_04_MIA_2024_0005
Number of Certificate of GMP compliance: DE_BY_04_GMP_2024_0068

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 157741 Page 2 of 4
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Item

Appearance (organoleptic)

Uniformity of dosage units (P
h. Eur. 2.9.40)
Qlmesartan medoxomil

Amlodipine

Hydrochlorothiazide

Water (Ph. Eur. 2.5.32)
Dissolution (Ph. Eur. 2.9.3)
Olmesartan medoxomil

Amlodipine
Hydrochlorothiazide
Identification (UV)
Olmesartan medoxomil
Amlodipine
Hydrochlorothiazide
Identification (Ph. Eur. 2.2.29)
Olmesartan medoxomil
Amlodipine
Hydrochlorothiazide
Degradation products (Ph.

Eur. 2.2.29)
ACD

Dimer
Amlodipine impurity D
RNH-6270

RNH-6373
RNH-8276

RNH-6363
Unidentified individual
Unidentified total
Total
TAMC (Ph. Eur. 2.6.12)
TYMC (Ph. Eur. 2.6.12)
Escherichia coli (Ph. Eur. 2.6.1
3)

LIMS Lot Num: 157741

BERLIN-CHEMIE
MENARINI

Certificate of Quality

Specification

greyish red, round film-coated
tablets, approximately 9.5 mm in

diameter, with "C55" embossed on one
side

n=10: AV < 15.0 (L1): n= 30 AV <
15.0 (L1) and no individual
content<0.75xMor>125xM
n=10: AV < 15.0 (L1): n= 30: AV <
15.0 (L1) and no individual
content<0.75xMor>1.25xM
n=10: AV £ 150 (L1); n=30: AV =
15.0 (L1) and no individual

content<0.75xMor>1.25x M
not more than 6.0 %

not less than 75 % (Q) after 45 min
not less than 75 % (Q) after 30 min
not less than 75 % (Q) after 30 min

comparison with reference substance
comparison with reference substance
comparison with reference substance

comparison with reference substance
comparison with reference substance
comparison with reference substance

not more than 0.5 %
not more than 0.5 %
not more than 0.3 %
not more than 0.6 %

not more than 0.3 %
not more than 0.2 %

not more than 0.2 %
not more than 0.1 %
not more than 0.6 %
not more than 2.5 %
not more than 103 CFU/g
not more than 10*2 CFU/g

absentin1g

Page 3 of 4

Result Testing

Frequency
conforms

<15,0

<150

<150

48 %

87 %
87 %
91 %

positive
positive
positive

positive
positive
positive

0.0 %
0.1%
0.0%
0.1%
0.0 %
0.0%
0.0 %
0.0 %
0.0 %
0.2 %
Not tested 1180
Not tested 1180

Not tested 1180

TRIAL MODE - a valid license will remove this message. See the keywords property of this POF for mare information.



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Assay (Ph. Eur. 2.2.29)

Olmesartan medoxomil 85.0 to 105.0 % of label claim 9868 %
Amlodipine 95.0 to 105.0 % of label claim 99.4 %
Hydrochlorothiazide 95.0 to 105.0 % of label claim 98.3 %

Testing Frequency Explanation:

= Ax; test added every "x” lots

+ Ry: test removed every "y” lots

+ |365: test performed once per year; [180: test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
API:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Qualified Perso
23/01/2026

LIMS Lot Num: 157741 Page 4 of 4



BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

IIpoxayxkr: ATtrenro® ITmoc 40/10/12,5
Jlo3yBaHHs: 40 mr + 10 mr+ 12,5 Jlikapcbka (opma: Tabnerku, BKpUTI ILTIBKOBOIO
00010HKOI0
Po3mip ynakoBku: 28 Omnuns po3Mipy  YIIaKOBKH
YIAKOBKH:
Bup ynakoBku: Brictep
Buytpimnii kox npogykry Ne:  F115000 Homep anamisy: 157741
Howmep cepii: 52040C ‘YMoBH 30epiraHus: CrierianibHi YMOBH
30epiraHHs He BUMaraloThCsa
Posmip cepii/KinekicTs: 2076 ynakoBok Hata 3akimgenns  31/05/2028
TepMiHy IPUIATHOCTI:
Jata BUpoOHMIITEA: 14/05/2025 Jara Bumycky cepii: 23/01/2026
Jlata ananisy: 23/01/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-immoprep: Vxkpaiuna
Ha3ssa BupobHuKa: BEPJITH-XEMI AT
Howmep peecrpaniitnoro  UA/20114/01/01
TIOCBiTYEHHs
HopmaTuBHa TOKyMEHTAITis; He 3acTocoByeThest
Cropinka 134

LIMS Lot Num: 157741
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BERLIN-CHEMIE
MENARINI

BupoOuunkn

Bupo6uunrso «in bulk»

Haiimenypanns Bupo6uuka: Daiichi Sankyo Europe GmbH — Jlaiui Cankio IOpoyn I'm6X
Micue3HaxomxesHs BupoOHuKa: Jlyinomsamrpace 1 JI-85276 Ilpadenxoben

Howmep ninensii na BupoGumTeo: DE_BY 04 MIA 2024 0005

Howmep ceprudikary GMP: DE_BY 04 GMP_2024_0068

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuanna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Cropinka2 3 4
LIMS Lot Num: 157741
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TRIAL MCDE - a valid lic

Iynkr

3oBHinIHI# BHIIAN
(oprasonenTHYHMii)

OpnHopinHicTE
OJUHHIL  JO3YBaHHA
(Ph.Eur. 2.9.40)
OmmecapTan
MEIOKCOMII

AMIIOIUITIH

Tigpoxnoporiazun

Busnauenns  BMicTy
Boau (Ph.Eur. 2.5.32)
Pozuunenns (Ph.Eur.
2.9.3)

OmnmecapTany
MeJIOKCOMIJT
AMIIOIHITIH
Tagpoxnoporiasug
Inentudikanis (YD)
OmmecapTan
MeJIOKCOMIJ
AMIIOIUITIH
Tigpoxnoporiasun
InenTudixanis
(Ph.Eur. 2.2.29)
OmmecapTan
MEJIOKCOMIJ
AMIIOIUITIH
Tigpoxnoporiazug
Kinekicuuit BMicT
npowmimrok (Ph. Eur,
2.2.29)

ACD

Jluvep

Jowmimka D
aAMIIOJHITIHY
RNH-6270
RNH-6373
RNH-8276
RNH-6363

LIMS Lot Num: 157741

ill remove this mess:

BERLIN-CHEMIE

V]

Crnenndikanis

CipyBaTo-4epBOHi, KpYyri TableTkH, BKPUTI
TUTBKOBOIO 0GOJIOHKO10, AiaMeTpoM
TPUOIH3HO 9,5 MM, IO MiCTATE THCHEHHS
«C55» 3 ogHoro Ooky

n=10: AV<15,0(L1);

n=30: AV < 150 (L1) Tta 3xoaHe
IHIMBilyalbHE 3HAYEHHS HE BHXOJHTH 3a
Mexki < 0,75 x M abo >1,25 x M

n=10: AV<15,0(L1);

n=30: AV < 150 (L1) Tta 3xoaHe
IHOMBilyalbHEe 3HA4YEHHS HE BUXOAMTH 3a
Mexki < 0,75 x M abo >1,25 x M

n=10: AV<15,0(L1);

n=30: AV < 150 (L1) Tta 3xoaHe
IHIMBilyalbHEe 3HA4YEHHS HE BUXOAMTH 3a
Mexki < 0,75 x M abo >1,25 x M

He 6ineme 6,0 %

He menmre Hixk 75 % (Q) gepes 45 xB

He menmre Hixk 75 % (Q) gepes 30 xB
He menmre Hixk 75 % (Q) gepes 30 xB

IMopiBHAHHS 3 €TAJIOHHUM PO3YUHOM

IMopiBHAHHS 3 €TAJIOHHUM PO3YUHOM
IMopiBHAHHS 3 €TAJIOHHUM POIYUHOM

IMopiBHAHHS 3 €TaJIOHHUM PO3YHHOM

IMopiBHAHHS 3 €TaJIOHHUM PO3YHHOM
IMopiBHAHHS 3 €TaJIOHHUM PO3YHHOM

He Gimbme wHixk 0,5%
He Gimbme wHixk 0,5%
He Gimbme wixk 0,3%

He Gimbme wHixk 0,6%
He Gimbme wixk 0,3%
He Gimbme wixk 0,2%
He Gimbme wixk 0,2%
Cropinka 3 3 4

the k

MENARINI

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

PesyabTar

Bignosigae

<15,0

<15,0

<15,0

4.8 %

87 %

87 %
91 %

IlosuTHBHO

IlosuTHBHO
IlosuTHBHO

ITosuTHBHO

ITosuTHBHO
ITosuTHBHO

0,0%
0,1%
0,0%

0,1%
0,0%
0,0%
0,0%

y of this POF for maore information.



BERLIN-CHEMIE
MENARINI

Heinentudikorani, He Gimbie wixk 0,1% 0,0%

OKpEMO

Heinentudikorani, He 6imeme uixk 0,6% 0,0%

cyMma

Bcroro He Ginbie Hixk 2,5% 0,2%

TAMC (Ph.Eur.2.6.12) He 6insmie 10° KYO/r He nposoaunocs 1180
TYMC (Ph.Eur.2.6.12) He 6insme 10> KYO/r He nposoaunocs 1180
Escherichia coli (Ph. BincyThicTs /T He nposoaunocs 1180
Eur.2.6.13)

Kinexkicuuit BMicT

(Ph.Eur. 2.2.29)

OmmecapTan 95,0-105,0% Bix 3asBIeHO] KiTBKOCTI 98,6%

MeJIOKCOMIJT

Awmnoaunin 95,0-105,0% Bix 3asBIEHOT KIIBKOCTI 99,4%

TigpoxnopoTiazun 95,0-105,0% Bix 3a9BIeHOT KiTBKOCTI 98,3%

Yacrora TeCTYBAHHSA

AX: TecTyBaHHs BKIIIOUA€ KOXKHY («X» CEpilo

Ry: TecTyBaHHS BHKJIIOUAE KOXHY «y» Ccepilo

1365: TecTyBaHHS IPOBOAUTECS OJMH pa3 Ha pik; [180: TecTyBaHHs IPOBOAMTLCS pa3 Ha MiB poky; [90: TecTyBaHHA
TIPOBOJMTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs IIPOBOJUTECA KOXKHOTO MicsIs

Ilosicaenns:

A®I: AxTuBHuUit GapMaLeBTHYHUIT IHIPEIEHT
IIT: Mpomiskuuit mpoayKT

Micue3HaxokeHHs BUpoOHMKa, 10 BUIycTHE cepito B 0bir: BEPJITH-XEMI AT, I'minikep Ber 125, 12489 Bepuin,
Himeuunna
Howmep ninensii na supobuuuTBO M1 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikar: I{um s 3acBiguyro, mo HaBefeHa Bume iH(opmanis € gocroipHOW Ta TouHOW0. L0 cepito mpoaykuii Oyno
BUT'OTOB/IEHO, BKIIIOUAIOUH [IAKYBaHHA/MapKyBaHHS Ta MPOBEJCHO KOHTPOIE 1i SKOCTi Ha BHINE3a3HAYEHUX BUPOOHHYMX JUIBHALAX Y
NOBHII BinoBigHOCTI 3 BUMoramu HBII, BcTaHOBIIEHMME MICIIEBAM PEryIATOPHMM OPraHOM, & TAKOXK BiAMOBIAHO 10 crienwmdikariii,
IO MICTATBCA Y peecTpauiifHomy jgocke. [Iporokoms BHpoOHMIITBA, MAKyBaHHA Ta aHaNi3iB OylO NEPErnsHYTO Ta BCTAHOBIEHO
BignosigHicTs HBIT,

Cepis Oyna npoTecToBaHa BifIIOBIIHO JO YHHHOTO CTAHJAPTY TeCTyBaHHs. SIKicTh BinoBinae cremudikanii.

®dinanbuui craryc: Bunymeno
J1-p Hop6epr Craur (nionuc) (wmamn)
23/01/2026

Cropinka 4 3 4
LIMS Lot Num: 157741
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