JEPKABHA CJIY)KBA"S':‘JHKAP_;CBKX}'{X 3ACQBIB TA KOHTPOJIO 3A
HAPKOTHUKAMMH ¥ KMIBCHKIA OBJACTI
npos. Ceitminuol Hapil, 3, ar.Knig, 02099, Ten/dake: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3ECHOT0 B YKpaiuy JiKapchKoro 3acoly
08.09.2025 Ne 422.85/25/10
HEBLIET®

{uaiiverrypanna Aikapeskoro 3acoBy 3ciano 3 peeetpauiiidim nocsindermaa)
TabnerKy 1o 5 ar, no 14 Tabuerox v Gaicrepi; o 1 Gaicrepy B kaprouaiii kopobui

{(thopama BHnYCKY, JO3YBAHHA, BIE MAKYRUHHS AIKAPCEEOTO 3ac0by)
Houep pecerpaniitnoro nocsigsenns UA/9136/01/01 erpox aif peectpaniiitoro nocsiavenns 01.01.2099
Cepia nixapcerore sacoby Ne 44222]3 “KinbkicTk 2Bezenoro Aikapesxors zacedy 2880

BupoGui BEPJIH{-XEMI AT, Himeuuniia

{HaliMcHyBaHHA BUpOBHIKa tikapeLkoro sacaBy, kpaima naxomaenis)

BaeseHo B Yipainy Criisne YKPaIHChLKO-€CTONChKE NiANPHEMETBO Y hoppi
TOBAPHCTBA 3 o0Meendro Bianosinaasnicro "OntiMa-Maps,
JEPH", igenr. wom: 21642228

(Hofimedypanua F xop g2 CAPIIOY wpsiunol ocobi abe nplsktue, isr's, 1o GaTLkosi
(izisurol pcobn - nignpueMny, il Micue NpOARWBANKA 13 peceTpauiiayil xoMep ofaikosof
RAPTEIH NAATHHED NoZaTKis abo cepid Ta HOMED IACNOpTA)

Tiporoxoen sizyaanroro xoutpoarn six 03.09.2025 X 2723/17.

30 pe3ynLTATAMH  ACPKABHOTO KOHTDOMO BCTAHOBIENO, WO fikapeekiil 3aci6 paeseno B Yipainy 3
AOTPHMAHHAM sHMOT 30R0HGAABCTEA W00 3a0e3NeHeHHS AKOCT JIKapCakaX 2acobip.
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[TponyKT:
Hozysanust:
Po3Mip YIIaKOBKH:

Bua yrnakoBKH:
BryTpimHiil kox nponykry Ne:
Homep cepii:

Poawmip cepii/KinbKicTs:

Jlara BupobHuuTBa:

Jlara ananisy:
Kpaina-imMmoprep:

Hasea BupoOHHUKa:

Homep peecTpauifinoro
MOCBIAYEHHS

HopMaTHBHA HOKYMEHTALIis:

LIMS Lot Num: 109603
Ceprudixar sxocti

ERLIN-CHEMIE
MENARINI

CeptudikaTt AKocTi

He6imet®
5 mr Jlixapcbka dopma: TaGneTku
14 OpuHULs po3Mipy  LUTYK
YIaKOBKH:
Baictep
F160229 Howmep ananisy: 109603
442228 VMoBH 30epiraHHs: Leit nixapcbKui 3acid
crielianbHUX YMOB
36epiraHHs He BUMArae
26400 yrnakoBoK Hara sakinuenns 31/10/2027
TepMiHy NPHAATHOCTI:
07/10/2024 Jlata BUTIYCKY cepii: 28/02/2025
27/02/2025 Kpaina-BupoGHAK: Himewunna
VYkpaina
BEPJIIH-XEMI AT
UA/9136/01/01
He 3acTOCOBYEThCS
-~ @ J l
2 6‘ (“/( 2% &/f.
Cropinka 134

Iara gpyky: 28/02/2025 11:00

Howmep 38iTy 61242 LW_ORA_PHARMA_PRD



ERLIN-CHEN
MENARINI

Hassa ADI: He6igoon riapoxnopua

A®T Indopmalis npo BUPOGHHYY IiTBHULIO pupobnuka: Cadila Pharmaceutical Ltd. — 294, GIDC Industrial Estate,

Ankleshwar, Gujarat, India —Kapina ®apmaceyrixan Jiti. — 294, TIJIK Inpactpian Ecrare, Anxnemsap, I'ymkapar, [HLis

Howmep cepii A®T BupoGHuKa: 24NLO30

Hasga III1: He6isonon 5 Mr, TabIeTKu

TITT Tndropmauist PO BUPOOHITY pineuumo: Berlin-Chemie AG — Tempelhofer Weg 83, 12347, Berlin, Germany — Bepnin-

Xemi AT - Temrennxogep Ber 83, 12347, Bepuin, HiMeaunna
Howmep cepii TTTT: 44222

BupoOnuxu

Bupo6unurso «in bulk»

HaiiMeryBaHHs BHPOOHHMKA: Berlin-Chemie AG — BEPJIIH-XEMI AT’
MicuesnaxomkeHHs BUpoOHHKa: Temmensxohep Ber 83, 12347, Bepitin, Himeuunna
Homep miuensii Ha BUPOOHNUTBO: DE_BE_OI_MIA_2023_0045

Howmep ceprudpixary GMP: DE__BE_OI_GMP_2023_0080

TTaxyBaHHA

HaijimMenypanHs BUpOOHHUKA: Berlin-Chemie AG — BEPJIIH-XEMI AT
MicuesHaxoukeris supoGuuka: Tninikep Ber 125, 12489 Bepuin, Himeuunna
Homep niuensii Ha BUPOOHHITBO: DE_BE_01_MIA_2023_0045

Howep ceprudixaty GMP: DE_BE_01_GMP_2025_0007

Bunyck cepii

HaiiMenyBaHHs BUpOOHHKa! Berlin-Chemie AG — BEPJIIH-XEMI AT
MicresHaxoukenns BupobHiKa: [tidikep Ber 125, 12489 Bepnin, HimeqsuHa
HowMep niuensii Ha BUPOOHMLTBO: DE_BE 01_MIA_2023_0045

Homep ceptudixaty GMP: DE_BE_01_GMP_2025_0007

Cropinka 234
LIMS Lot Num: 109603 Jlata ppyxy: 28/02/2025 11:00

Ceprudixar sxocTi
Howep 3eiTy 61242 LW_ORA_PHARMA_PRD



MENARINI

BunpoGysanns Cueundixauis PesynbTaTH (3 OAMHHUAMEA Yacrora
BUMipIOBAHHS) [POBeXECHIsI
BUUpPOOYBaAHHSR
3oBHIHIH purasa  Kpyrti gsoorykiti Tabietku Binnosinae
(OpraHoNenTHYHO) Maibxe 6ioro KoJibopy 3

XPECTONOIOHOK HACITKOKO A
noxiny 3 ofHoro 60Ky

Cepennisi mMaca TabaerTxu 230 Mr + 5 % (218.5 — 241.5 230.1wmr 1365
(3BAIKYBAHIS) MT)
Onnopiguicts  aososanux n =10 AV <£15.0 (L1); He npoBoauoch 190

oxununb (Ph.Eur.2.9.40) n =30: AV <15.0 (L1) xonHe
3 iHAVBiAYaNbHUX 3HAYCHB
BMICTY He BUXOMMTH 33 MEXI
gin 0.75xM mo 1.25xM
Posuunenns (Ph.Eur.2.9.3)

Posunenns mebisonony 75 Q=75 % depes 45 XBUIHH Binmnorinac
% (Q) uepes 45 XBUIMH
CepeniHe 3HAYEHHS 93 %
nebisostony 75 % (Q) uepes
45 XBUITHH
InuBinyanbue 3HAYCHHS 949495919391 %
neGisonony 75 % (Q) uepes
45 XBUIUH
Inenrudixauis
He6isonony (Ph.Eur.2.2.29)  TlopisHsaus 3 CTalOHHHM TIo3UTUBHO
PO3UMHOM
He6isonony (Ph.Eur.2.2.25)  TlopiusHus 3 CTAJIOHHHM Tlo3uTHBHO
PO3YMHOM
Knopuan Peaxuis ocalKeHHS TTozuTHBHO
XimiuHa yncTOTa
(Ph.Eur.2.2.29)
HeinentudixoBaHi OKpeMO <0.2% <0,1%
Bceworo <0.5% <0,1%
3KAM (Ph.Eur.2.6.12) <10° KYO/r <100 KYO/r Al0
3K (Ph.Eur.2.6.12) <102 KYO/r <10 KYO/r Al10
Escherichia coli BigcyTHicTb B I T Binmnosinae Al0
(Ph.Eur.2.6.13)
Kinskicuuii BmMicT 95.0 % - 105.0 % Bin 3assnenoi  100.8 %
ne6isosony kinprocti HebiBosoNy Ha
(Ph.Eur.2.2.29) tabuerky (4.75 — 5.25 Mr/1abi1.)

Yacrora TeCTyBaAHNs:

AX: TecTyBaHHs BKITIOUAE KOXKHY «X» cepiio

Ry: TeCTyBaHHs BUKIIOYAE KOXKHY «y» cepiro

1365: TecTyBaHHs IPOBOJANTECA ORHMH pa3 Ha pik; 1180: TecTyBaHHs NPOBOANTHCA pas Ha miB poky; 190: TecTyBaHHs
TIPOBOAMTHLCS KOKHOTO KBApTAnNy; 130: TecTyBakHHs MPOBOIANTECA KONHOTO Micsus

Cropinka 334
LIMS Lot Num: 109603 Jara npyxy: 28/02/2025 11:00

Ceprudiar skocTi
Howmep 3BiTy 61242 LW_ORA_PHARMA_PRD



ERLI
MENARINI

TTosicHenmst:

A®I: AxTuBHuii (papMaLeBTHYHHI IHTPELIEHT
[IIT: TIpomixHMM IPOLYKT

Micle3HaxomKenHs BHPOOHNKa, IO BUITYCTHB cepito B 06ir: BEPJIIH-XEMI AT, Tninixep Ber 125, 12489 Bepnin,
Himewynna
Howmep mitensii Ha BUpOOHUIITBO uist YKpaiHy: DE_BE_01_MIA_2023_0045

Ceprudixar: [um s 3acBiguyio, WO HaBeAeHa BHUIC indopmatliss € ZOCTOBIPHOIO Ta TOYHOIO. o cepito mpoaykuii Gyno
BUTOTOBJICHO, BKIIOUAIOUH NIAKYBAHHs/MapKyBaHHs Ta IPOBEACHO KOHTPOIH i IKOCTI M BUIIE3a3HAYEHHX BUPOOHHIMX RiNbHULIAX Y
osHiit BianosigHocTi 3 BuMoramu HBII, BcTanoBICHAMH MiCUCBHM DPEryJISTOPHHM OPraHOM, a TAKOXK BiATOBIHO 0 crieuubikalii,
W0 MicTATbCA y peecTpauiifHomy moche. [TpoToxonu BUPOOHWLTBA, TAKYBaHHA Ta aHanizis Gy/0 TEPErNIsHYTO Ta BCTaHOBICHO
sigrosignicts HBII.

[Meit cepTudikaT BUAAHHH NEPEBIPEHOIO xoMm'toTepHoto cuctemoro LIMS i niticuuit 6e3 ocoGucToro MiAnucy.

Cepist Gyna mpotecToBaHa BINIOBIAHO O YHHHOTO CTaHAAPTY TECTYBAHHI. SIxicTs Bigmopinae cnenrdikaiii.

diganbHUM craryc: BulyieHo

[Tlimmac  menemkepa 3 kontpomo Im’s —JI-p Ceen Hlponep Jlata — 27/02/2025 14:14:25 (GMT

SKOCTI +1)

TTiamuc YIIoBHOBaXEHOT 0CO6H: Im’st — I-p Hop6ept Cranr Jlara — 28/02/2025 08:42:03 (GMT
+1)

ITigmuc eMiTeHTa: IM’st — Ceitnana Ulymsmeiicrep Jlara — 28/02/2025 11:00:03 (GMT
+1)

Tosicuenns popmary gatu:  dd/MM/yyyy hh:mm [:ss]

Cropinka 434
LIMS Lot Num: 109603 Hara apyky: 28/02/2025 11:00

Ceprudixar skocTi
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b MENARINI

Certificate of Quality

Product: Nebilet®

Dosage: 5mg Pharmaceutical Form: Tablet

Pack Size: 14 Pack Size Unit: pieces

Packaging Type: Blister

Internal Product Code: F160229

Batch no.: 442228 Analysis Number: 109603

Number of packages (Quantity): 26400 Packages Storage Conditions: This medicinal product
does not require any
special storage
conditions

Date of Manufacture: 07/10/2024 Date of Expiry: 31/10/2027

Date of Analysis: 27/02/2025 Date of Batch Release: 28/02/2025

Country of Destination: Ukraine Batch Releaser Country: Germany

Manufacturer: Berlin-Chemie AG

Marketing Authorisation n.: UA/9136/01/01

Normative Documentation: N/A

LIMS Lot Num: 109603 Page 1 of 6 Print Date: 28/02/2025 11:00

Certificate of Quality

Report Number 61242

LW_ORA_PHARMA_PRD
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CRIIN- _.
MENARINI

API Name: Nebivolol hydrochloride
API Manufacturer Site Information: Cadila Pharmaceutical Ltd. - 294, GIDC Industrial Estate, Ankleshwar, Gujarat,

india

AP| Manufacturer Batch number: 24NL080

SF Name: Nebivolo! 5 mg, tablets

SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany

SF Manufacturer Batch number: 44222

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0080

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_2023_0045

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0007

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Betlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2023_0045
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0007

LIMS Lot Num: 108603 Page 3 of 5 Print Date: 28/02/2025 11:00

Certificate of Quality Report Number 61242 LW_ORA_PHARMA_PRD



UENARIN

| MENARINI

Item Specification Result Testing
Frequency
App 1ce (organoleptic) off-white, circular, biconvex conforms
tablet with one-sided dividing cross
score
Average mass (welghing) 230 mg £ 5 % (218.5 - 241.5 mq) 230.1mg 1365
Uniformity of dosage units (P n=10; AV < 15.0 (L1); n=30: AV Not tested 190
h. Eur. 2.8.40) < 15.0 (L.1) and no individual
content<0.75xMor> 125 xM
Dissolution (Ph. Eur. 2.9.3)
Dissolution Nebivolol 75 % (Q) 45 Q =75 % within 45 minutes Complies
min
Average Nebivolol 75 % (Q) 45 min 93 %
Individual Nebivolo! 75 % (Q) 45 min 849495919381 %
Identification
Nebivolol (Ph. Eur. 2.2.28) comparison with reference substance positive
Nebivolol (Ph. Eur. 2.2.25) comparison with reference substance positive
Chloride precipitation reaction positive
Chemical purity (Ph. Eur. 2.2
29)
Unknown impurities, individual < 02% <0,1%
Unknown Impurities, total S 05% <0,1 %
TAMC (Ph. Eur. 2.6.12) < 1043 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) < 102 CFU/g <10 CFU/g A10
Escherichla coll (Ph. Eur. 2.6.1 absentin 19 conforms A10
3)
Assay Neblvolol (Ph. Eur, 2.2, 95.0 to 105.0 % of the declared 100.8 %
29) amount (4.75 - 5.25 mg/tabl.)
Testing Frequency Explanation:
+ Ax: test added avery X lots
» Ry: test removed every y” kots
+ 1365: o6t performed once per year; |180: test performed half-yearty; 180: teet p q y; 130: test p monthly
LIMS Lot Num: 108603 Page 4 of § Print Date: 28/02/2025 11:00
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ERLIN-CHE
DV MENARINI

MENARING

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_2023_0045

Certification: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeiling 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.

This certificate was Issued by a validated computerised LIMS and Is valld without personal signature.

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

Final Status: Approved for market

Quallty Control Manager Name - Dr. Sven Schréder Date - 27/02/2025 14:14:25 (GMT +1)
Slgnature:

Qualified Person Signature: Name - Dr. Norbert Stang Date - 26/02/2025 08:42:03 (GMT +1)
Issuer Signature: Name - Swetlana Schulmeister Date - 28/02/2025 11:00:03 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

LIMS Lot Num: 108603 Page 5 of 5 Print Date: 28/02/2025 11:00
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