JEPXJITKCIIVIKBA YKPATHU
HEPIKABHA CIYHKDBA 3 JIIKAPCHBKMX 3ACOBIB
TA KOHTPOJUO 3A HAPKOTUKAMMU y m. KHEBI

oyl Bepesnakinceka, 29, Kuin, 02098, res./axe: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyivi@dls.gov.ua, Ko CJIPIIOY 37079055

BUCHOBOK
MpO SIKICTH BBE3CHOr0 B Y KpaiHY JIKapPChKOro 3acoly

15.04.2020 Ne 21365/20/26

HPECTUJIOJI® 5 MIT/ 5 MTT

{HaliMeHyBaHnA nikapcukoro 3acofy 3rifHo 3 peccrpariiummM noceinueHHaM)
TabJeTKH, BKPUTI HIIBKOBOI0 060J10HK0K0, 10 § Mr /5 mr; 10 TabaeTox y konTeitnepi s
rabaerer; mo 1 komwreiinepy aas Tabuerok y xopolii 3 KapToHy HAKYBAALIOro

(popma punycxy, 103yBaHHA, BHI MAKyBaHHS JIKAPCEKOTO 3ac06Y)

Homep peectpauiitioro nocsinuenus UA/15827/01/01 crpox xit pcem’péuiifmom nocsiguesns 02.03,2022

Cepis nikapeskoro sacoby Ne 6001714 Kimbkicrs BBeseHoro Jikapeskoro 3acofy 12099
BupobHuk Jlaboparopil Ceps'e Juaacipi, Opaniis

(nafimenypaiin BEpoBHHKA nikapebkore 3acoly, KpaiHa NOXOIKEHHA)

Breaero B Yipainy Tosapucrso 3 ofmexenow signosinaabuicrio "CEPB'E
YEKPATHA", iaenr. wou: 33643340

(waimMenynanus Ta koa 3a CIPTIOY ropsau4sHoi ocobu afo npispnute, iv's, o Garkxopi
thisnunol ocolu - manpuemm, il Micie npoxuBanKg Ta peectpauiiiuuil nomep o0nikoBOT
KApTKM NIATHAKA TOXATKIR a00 Cepi Ta HOMEP HACIopPTa)

IIpororon Bisyansnore kowrpome nia 15.04.2020 Ne 1264/16.

34 pesyJbTATAMH JIEDAABHOTO KOHTPOINO BCTAHOBJIGHO, IO Jikapchkmif 3aci6 Beesewo B Vkpainy 3
AOTPHMAHHAM BuMOTr 32K0HO/IABCTRA IOAO 3a63MCUCHHA AKOCTI JiKapChKHX 3acofis.
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LES LABORATOIRES SERVIER INDUSTRIE
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SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®DIKAT SIKOCTI JIIKAPCBKOI'Q 3ACOBY

Name of the Manufacturer & Address/
Hazea Tta agpeca BHPOOHMKA

Name of Importer and Address/
Hasea ta agpeca imnoprepa

Which Consignment of product is delivered/
Bun NPOAYKLIT, 10 NMOCTAYAETLCH

Pharmaceutical form/Jlikapceka dopma

Name of the Product/Hassa sixapcskoro 3acoby
Dosage / Cuna nii

Type and size of packaging/Bup ta pO3MIp YIIAKOBKH

Finished product batch number/
Homep cepii rotosoro nixapeekoro 3acoby

Manufacturing date/Ilara BupoGHuiTaa
Expiry date/Tepmin npuaaTaocTi
Batch size/Kinskicts y cepif

Manufacturing Licence number/
Homep ninensii ma BHPOOHUITBO

Registration Number/Peectpaniiise nocsimuenms

Sigge social - 905, route de Saran - 45520 Gidy - France - Tél. 02.38.23.87.00 - www.servier.com

S.A.S. au capital de 3.080.000 ewros » 402 222 483 RCS Orléans

/%/ M'ﬁ/iﬁ%’ g/ 10101010

Les Laboratoires SERVIER Industrie 905, route
de Saran 45520 Gidy France/JIaGoparopii
Cepr'e Inpactpi 905 pyt ne Capan, 45520
Kini, Opannis

Servier Ukraine LLC/TOB "Ceps'e Yipaina"
41, Naberezhno-Khreshchatytska St./

Byn. Habepexxo-Xpematuupka, 41

Kyiv, 04070/m. Kuiz, 04070
Ukraine/Vpaiua

Pharmaceutical Product/JTikapcsxuii 3aci6
Film-coated tablets/Ta6netxu, Brpuri
IJTBKOBOK 0B0JIOHKOIO

PRESTILOL® 5 mg/S mg / [IPECTHJION® 5 M/5 mr
Smg/5mg /S mr/5 Mr

10 tablets in the container for tablets; 1
container for tablets in the packaging carton
box/ mo 10 tabnerox ¥ KOHTelHepi Jyis
Tabnerok; no 1 koHTeltHepy mwis TabieTox y

Kopofui 3 KAPTOHY MaKyBaIbLHOIO

6001714

09/2019
03/2022
330 000 boxes/ynaxosok

MM 19/139 dated 10.07.2019
MM 19/139 Bin 10.07.2019

UA/15827/01/01
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LES LABORATOIRES SERVIER INDUSTRIE

Reference method // Mochnanns wa seron . DTC_S005 150_PF_T_CTR_36650_EN_3.0
Reference specifications / Nocunanns na creundikauio: DTC_S005150 PF N SPE 437230 EN 2.0

NAME/ HA3BA

PRESTILOL® 5 mg/5 mg/ [TPECTUAO® 5 mr/5 mr

Bisoprolel fumarate 5 mg/ Biconponomy ¢ysapar 5 ar
Perindopril arginine 5 mg / IMepwinonpuny aprisin 5 sr

Manufacturing product batch number/ Hasep BHpoBRINO] cepii Aikapcyykore Jacody 671523

Analysis / ananiz  07/11/2019

Finished product batch number / Hoxep cepii rotosoro nixapesxoro 3acoBy 6001714

TESTS/ [IOKAZHUKH

STANDARDS/ CTAHIAPTH

RESULTS/ PE3VJILTATH*

Appearance / 3opuiwmiii sirasn

Average mass {mg/unit) / Cepenus mMacn
(Mr/oamminue)

Microbiological quality (skip testing) /
Mirkpotienoriuna ancrora (ckin-rect)

Identification of drug substances /
InenTudikauis nirouux pevosnn:
Bisoprotel/ Perindopril by LC /
Bicenponon/nepinaonpun meTomos
pimitnol Xpostatopragii (PX)

Bisoprolol/ Perindopril by LC-DAD
Bicomposon/nepiiaonpua sercaoat
PX-IMJ

Drug substances content (LC) (mg:unit) /
BmicT aisouux pewosnn (PX)
(zrr/onnmro)

Pink beige, oblong, film-coated tablet, scored, engraved with

“5/5"on one face, and * %= on the other face, breakable into
twao parts / Poskeso-Geskenoro komsopy, nporonrysaro] opan
TaBReTka. BIpiTA NAIBKOBOIO 0GONOIKOIO, 3 HACIMKDIO T2 3

N
THCHERHAM «5/5% 3 onworo Boky i «~  » -3 inworo, nigisrac

oAy HA ABI YaCTHHM

118.0t0 130.4/118,0~ [30,4 (95 to 105 % of the theoretical
mass of 124.2/95-105 % sia Teoperuunoi macy y 124,2)

Total acrobic microbial count (TAMC) / 3aransia kifsgicrs
aepobuux mikpoopranismins (TAMC):
<10° CFU/g—< 10° Ky O/r
Total combined yeasts/ moulds count (TYMCY 3aransHa
KIMBKICTh APiwIEROBIN Ta naicenerux rpubis (TYMC):
<10 CFU/g— < 10° KVO/r
Eseherichia colf: absence/| g — igeyraieTs/| ¢

The ratio of the retention times of each drug substance peak
(Bisoprolol/ Perindopril) from the test solution and from the
reference solution must be between 0.95 and 1.05 / Bignowetiia
yacis yTPHMYBAHHS Nika KoweoT Ailouo] PeUoBHHH
(Biconposony/nepuraonpuny) ua XPOMATOrpaMi ZoCHLGKYBIHOMO
PO3WIY T2 pO3YIHY MopisHARAR Mae cranosnTH sia 0,95 no 1,05

UV Spectrum of each drug substance (Bisoprelol/ Perindopril)
from the test solution and from the reference solution must be
similar / Y®-cnextpi xosof miicuoi pevositnn
(Giconponony/nepudaonpsny) aan NOCRIAFYBANOID PO3YMILY Ta
po3tuay TepiBHANHA MosukH GyTH noniGHIMA

(95 to 103 % of the theoretical content of each drug substance -
95-105 % gin reopeTiHoro saiicty kool ailouot pesloBHHH)
Bisoprolo} fumarate; 4,75 to 5.25 ¢
Biconponony dymapar: 4,75-3,25
Perindopri! arginine: 4,75 to 5.25 /
Mepunnonpiny aprisin: 4.75-5,25

Passes/ Binnosinac

1246
Skip Test - Passes
10

Skip Test - Passes
<20

Skip Test - Passes
Absent/g

1,00
L.ao

Pasilive / [Toauriano
Positive / [Toautuano

483

4335

Slége sacial — 905 routs de Saran — 45520 Gidy - France - Tél. 02,38.23.87.00 - www.servier.com

5.A.5. ali capltal de 3 080 000 euros » 402 222 483 ACS Oridaris
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RESULTS/
TESTS/ TOKAIHHKI STANDARDS/ CTAHIAPTH PEIVIILTATIH*
Degradation products content (LC) (% m/n) / Bmier
nponywris aerpaganii (PX) (%o a1 a1)
S 9780 £05% <0.20
Y3l £04% 0.12
Aany other identified degradation product / Byau-sxuti 20.2% <0.12
i inewtedikesanmit nponykr nerpamauii
Any other degradation product / By ms-stkstit isoumd <02% <0.112
NpOAYwT Aerpazanil
Total content of degradation products / 3aransmirii <20% 0.12
BNICT MponywTie nerpaxauii
Uniformity of dosage units for Bisoprolol fumarate / Stage / Number lested Acceplance crileria / Kpirrepiii Passes / Binnosinac
Perindopril arginine (LC) / OgHopianicys nososamux| | Crazia Kisngicn npRiATHOCTI
O NI JIOCTIAYRAHI 6.1
. R : L ; QML
Bicanponony (ymapar/nepinnonpiny aprinin (PX) H 10 AVZI0 .
L2 +10 (30) AV = |50
0,75 M s cach unit/skoxia oannus
<1,25M
Dissolution (LC) (%) / Poaunnenns (PX) {%a) Bisoprolol fumarate / Perindopril arginine
Q=80%at 15 min 100
Biconposony fysapar/nepuusenpuiny aprisi
Q=80 %3a I3 spimim 104
Stage / Ctanin| Number tested/ Acceplance criteria / Kpirrepifi
KinbricTh npuiinsTHocTi
AOCT DRYBAHIIN
O0ISHI UL
Sl [ Each unit is not Icss than 85 % /7 Kowua
OAULA He Mefne B3 Y%
52 +6 (12) Average of 12 units (S1+-52) is equal to
or grealer than 80 % and no unit is Jess
than 63 %/ Cepeane auauenin i3 12
oAt (§1+52) nopisHioc ado Ginkwe
80 % i ueaiac sxoanot oanunui Meuie
65 %
S3 +12 (24) Average of 24 units (S1+82+53) is cqual
to or grealer than 80 %, no more than 2
units arc less than 65 % and no unit is
less than 55 %° Cepente snagenus iv 24
cantmiue (§1+52+53) aopistuoc ado
Gianwe 80 %, ue Ginnnre 2 omimi,
setiwe 65 % 1 Hemac skomod omirsEni
aetme 535 %
. ) Not more than | unit is outside 85 % to 115 % of the average - .
Subdivision of tablets/ [Toain Tagaerox mass / He Gimsire i onia o4inug aHax0nnTses 3a Mesasnr 85 S A
%-113 % pia cepennnol macn
No unit is outside 75 % to 125 % of the average mass / Wosaun
OMIHULA HE 3HAX0AHTLCA 32 MexkamH 75 20-123 % sin cepeatmol
MAcH

* Not detected  He ansareno - Not applicable — He nposaduocs - Skip test - Passes ~ Budipkose aunpodyaoiu - Bionogidae - Abseni g = Bidcvyamicme | 2
- Skip test - Not applicable - Budipkose munpoteauns - He nposediIccs

3 ol . - s - - '3 . - 3 _’/
Responsible for Conformity Control Laboratories Bidnogidazewus za Hoemosipuicms Mabapamopiozo konmps o :»"wﬁr .
A } . i
{

Pascale MASSON
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1 hereby declare that the abovementioned information is reliable and accurate. This batch of products was manufactured
(including packaging/labeling) and its quality control was made at the abovementioned site in full compliance with the
GMP requirements provided by the local regulatory authority as well as according to the specifications contained in the
registration dossier. Protocols of manufacture, packaging and analyses were reviewed and GMP compliance was
established/ Llum 5 3acsiguyto, 110 nHasenena guile inopmauis e 10cToBipHOIO Ta TouHoIo. 110 cepiio npoAykKii 6ymno
BHPOOIICHO (BKIIKOUAIOUH TTAKYBaHHA/MAPKYBAHHS) Ta [IDOBENEHO KOHTPOJIE il SKOCTI Ha BUIIE3a3HAYEHIH JiIbHALI ¥
NOBHI BIANOBIZHOCTI 3 BUMoramu GMP, BCTAHOBIEHHMH MiCIIEBHM PETYNSATOPHHM OPraHoM, a TAKK BIRMOBIXHO A0
crienuikauii, Wwo MicTsThes y peecrpauiiHomy nocse. [IpoTokonu BHPOOHHLTBA, NaKyBaHH: Ta aHaMI3iB ByNo
NEPEeriaHyTO T4 BCTAHORJIEHO BiANosianicts GMP

Date of batch release / Jata sunycky cepit ; 19/03/2020

Name and Position/Title of person authorising the Batch Release/ Hpizsume Ta nocaga/ spanns ocobH, AKa
BHAANA JO3BIA Ha BHIYCK cepil
Pierre GENOT, Qualified Person/YnosHonraxera ocoba

.

Signature/Tligriuc: 4(7£ B / / Date/Jlara: A 5/ / 3/ 7 / 2 J
V L/

Finished product batch number/ Homep cepii roTosoro nikapcbkore 3acoby: 6001714

Sicge social - 903, route de Saran - 45520 Gidy - France - T¢l. 02.38.23.87.00 - www.servier.com
8.A.8. au capital de 3.080.000 euros « 402 222 483 RCS Orléans
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