SERVIER (IRELAND) INDUSTRIES LTD.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI JIIKAPCBKOTO 3ACOBY

Name of the Manufacturer & Address /Ha:ma ta Servier (Ireland) Industries Ltd/Ceps'e (Ipianpis)
afipeca BMpPOBHHKA Iunactpic Jita

Moneylands, Gorey Road/Maminers, Topeit
Poyz,
Arklow/Apxioy,
Co. Wicklow/Ko. Bixioy,
Ireland/Ipnauaix
Name of Importer and Address/ Servier Ukraine LLC/TOB "Ceps'e Ykpaiua"

Haapa Ta agpeca Imnoprepa 41 Naberezhno-*Khrmhchatyt‘ska.St».?/Byn.
Habepexuo-Xpematuubka, 41

Kyiv’, 04070/m. Kuis, 04070
Ukraine/Ykpaiua

Which Cons:gnment of product is delivered/Bup Pharmaceutical Product/Tlikapchiuii saci6
TIPOAYKII, 10 OCTAYaETECH

Pharmaceutical form/JTikapchia dopma Tablets/Ta6netku

Name of the Product/Haspa nixapeekoro Bi-PRESTARIUM® 5 mg/10 mg/

3acoby Bi-[TPECTAPIYM® 5 mr/10 Mr

Dosage/Cnna niii 5mg/10mg / 5 Mr/10 mr

Type and size of packaging/Bua Ta posmip 30 tablets in the container for tablets; 1 container

YNaKOBKH ' in the carton box/ o 30 Tabaerok y xouTelnepi
ans Tabnerok; o | xonTelHepy B Kopobui 3
KaPTOHY

Finished Product batch number/Cepis rotosoro 312050
TKAPCHKOTO 38c06y

Manufacturing date//Iata Bupo6uunrsa 082020

Expiry date/Tepmin npuparnocti 08 2023

Batch size/Kinbkicrs y cepii 27,000 Boxes/yiakosok
Manufacturing Licence number/Homep ninensii M00068/00001

Ha BHPOOHULTBO

Registration Number/Peectpaniiine UA/8748/01/02
NOCBiAMEHHS ’

&@“ w141 Z‘/ 12 Aok (=

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Atklow, CoWicklow, Treland.
Tel: #3353 (0) 402 20800 Fax: +353 (0y 402 20888
Directors: Christian Bazantay (Frenich), Christian Savvecur (French), John Rcdmond
Company registered in Ireland No. 117246
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. SERVIER (I‘RELAN‘D) INDUSTRIES LTD.

gsanwma
Method ref/ITocunannn na memoo: DTC S005985 PF T CTR ' 15051 EN 4.0

Specification reﬂﬂocwzaunn na cneuuqbimqim DTC .5‘005985 PF N SPE 15860 ) EN 3.0

B‘i—‘PRESTARIUlVf@is mg/10 -mg/Bi'-nPECTAPIYM@ 5 /10 mr

Formulation/JTixapenka opma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perlndoprll) and 13,870 mg of amlodipine besilate
{expressed as 10 mg of amlodipine)/ TabneriH, mo micrars 5 Mmr NepHRIONpHNY aprininy (o sianosizac 3,395 Mr nepunzonpuny|
13,870 mr aMrionuniny 6ecunary (ino anonlnae 10 mMr ammozmTI y)

Packaging Lot No./Cepist Moz Manufactoring Batch No./Bupobunaa napris Ne:
312050 302048
TESTSMOKAZHAKHA STANDARDS/CTAH] RESULTS/
’ PE3YIBTATH
: I.Appearancd' Soeniwmii Burang White, square—shaped tablet engraved with 5/10 on , Complies/ Bizriosinae
: one face and % on the other face/ Binoro KOABODY,
KBanpa-ruof cbopuu m&nerxa 3 TUCHeHHAM 5/ 103
onHoro 6oy Ta 3 inmoro:
2. Identification of drug substances/ The principal peaks (S 9490 and A 1095) in the . '
InenTudicauis aliouux pevorun chromatogram obtained with the test solution have & Complies/Bianosinae
=S8 9490 and A 1095 by LC/ y retention time similar to that of the principal peaks in
nepuszonpHn (S 9490) T4 AMJIONARNIH the chromatogram obtained with the reference
(A 1095) meronom PX solution/ Yac yTpiMaHns oCHOBHUX HikiB
' (nepm-u!,onpnny Ta; auno.anrlu{y) Ha XpoMaTorpami
ROCHIMKYBEHOTO POSHHHY € {NEHTHYHMAM 0 4acy
YTPHMAHHA OCHORHMX JIIKiB HA XpOoMaTorpami
PO3UHHY NOPIBHAHKS '
- 59490 and A 1095 by TLC/ Main spots (S 9490 and A 1095) identical in position; Complies/Bisinosinae
nepuAONpH (S 9490) Ta aMnonuNin colour and size for test and reference/ T'onosxi muamu
(A 1095) meromom TLIX v (nepuunonpmxy Ta auno.nunmy} inenrmani mo
TIONOMEHHIO, KOMBOPY T4 posmpy st
DOCAIAKYBAHOTO POHUNY 1 POIUNHY NOPIRHSHAA

Servier (Ireland) Industrics LTD., Moneylands Gorey Road, Arklow, Co Wicklow, lretan
Tel: +353(0) 402 20800 Fax: +353 (0) 40220888
Dircetors: Christian Bazaniay {French), Chrisiian Sauveur (French), John Redmond;
Company regmteted in freland No 117246

80270 UKR1 V2
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/ITocunannn na memoo: DTC_S005985_PF T CTR_15051 EN 4.0
Specification ref/Ilocunanna na cneyupixayiio: DTC S005985_PF N SPE_15860_EN 3.0

Bi-PRESTARIUM® 5 mg/10 mg/Bi-lIPECTAPIYM® 5 mr/10 mr

Formulation//likapcexa popma:

Tablets containing 5 mg of perindopril arginine (cxpresscd as 3,395 mg of penndopnl) and 13,870'mg of amlodipine besilate
(expressed as'10 mg of amlodipine)/ Taﬁne'rxa, IO MiCTATE 5 MI IepHHAOTIPHITY apriRiHy (mo Bigniosiaae 3,395 Mr nepuHaon;
13,870 mMr amnoauniny Gecunary (o sianosizae 10 mr AMAOIMMIHY) ,

Packaging Lot No./Cepia Ne:

| Manufacturing Batch No./Bapo6usua napris Ne:

312050 302048

TESTSITOKASHEKH :STANDARDSICIA]WPTH "RESULTS/

' PE3YJIBTATH
3. Average mass (mg)/ Cepeus 1976 to 218,4 (95 %to 105 % of theorencal mass of 208 207 8mg/Mr
maca (Mr) | mg)/ 197,6 50 218,4 (95 % 10 105 % Bin: TEOPETUIHOL
Macy 208 Mr)
4. Microbiological quality (skip
testing)/ MikcpoGionoriuna )
HHCTOTA (CKin-TecTyBAHAS) ‘Total aerobic microbial count (TAMC) / 3aranssa kimekicrs | *Skip Test - Not
European Pharmacopoeia (5.1,4, aepobuux baxtepifi: < 10° CFU/g/ KYO/r Applicable
non-aqueous preparations for oral
use/ €aponelicska hapmaones ‘Total combined yeasts/ moulds count (TYMCY/ Saranbna *Skip Te .
(5.1.4,, nesodni npenapamu o1 KinkicTs rpubis: < 107 CFU/g/KYO/r ﬁp fijQISOt
nCpOPansNOZO 3ACMOCYBANNKR) ‘Escherichia coli: absence/l g/ siacyniy l r i
, *Skip Test - Not
‘| Applicable
5. Drug substances content (LC)
(mg/tablet)/ Bmicr aliounx 4,75 10 5,25 (95 % to 105 % of the theoretical content of 5 }
peyosnn (PX) (mr/Tan.) mg)/ 4,75 10 5,25 (95 % 20 105 % Bin Teopetnunoro 5.02mg/mr
- S 9490-6/ nepuEaonpRIy BMicTy 5 Mr)
apﬁHiH (S 9490‘6) 9 50 to 10 50 (95 % tO 105 % Ofﬂle theoretlca] content of

A 1‘0‘95\/ 8MJIOJIHHI;HT( A 1095) 10:mg)/ 9,50 no 10, 50 (95% 20105 % Bifl mopemtmoro 9.66mg/ur

‘BMicTy 10 Mr)

* Skip test/Ckin Tecrysanus, Passes/anonmae, fot apphcable/ue HpOBO}IHBCH

Servier {Ireland) industries LTD., Moncylands Gorey Road, Arklow, Co Wicklow, [relan

Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

Directors: Christian Bazantay (French), Cliristian Sauveur {French), John Redmond.

80270 UKR1 V2

Company registercd in Irclandg No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.
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T seavie

Method ref/llocunania 16 memod: DTC_S005985_PF_T_CTR_13051_EN 4.0
Specification ref/ITocunanns na cneyugixagio: DIC_S005985 PF N SPE_15860_EN 3.0

Bi-PRESTARIUM® 5 mg/10 mg/Bi-IIPECTAPIYM® 5 m1/10 mr

Formulation//Iixapebxa ropma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as.10 mg of amlodipine) Tabnersu; mo micTars's M epRIAONpAAY aprininy (o sianosinac 3,395 Mr nepunnonpmy
13,870 mr ammoauminy Gecunary (o sinmosinae 10 mr amMoAMIINY)-

Packaging Lot No./Cepis No:
312050

Manufacturing Batch No./BapoGuaua napris Ne:
302048 |

TESTSTOKA3HHUKH

STANDARDS/CTAHIAPTH

RESULTS/

6. Degradation preducts

content (LC) (%o m/m) /

Bmict npoayxrin

| aerpajaniy (nomiurox)

(PX) (% m/m);

- §9780-1

-Y 32 <0;2

-Y33 <02

-Y 31 0,4

-Y 1745 | =04

-Y 1766 £0,2

- Any other degradation <02
products/ Byas-axa inira
JoMimKa’

- Total content of

degradation products/

3aransHnil BMICT JoMimoK

<05

 PE3VJIbTATH

<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%
<0.10%

<0:10%

7. Uniformity of dosage | | St28¢/
units for  S9490-6and | | CTaA
A 1095 (LC) (%dabel
claim)/ Onwopinnicy,

A030BAHAX OAMHAIE AJ18 !

Number tested/ .
Kinbkicts Tabnerok

Acceptance criteria /
Kpurepii npuitasitiocri

NEPUHAONPHNY Aprininy | S1
(S 9490-6) Ta amaonuniny
(A 1095) (PX) (% sia
sanBaeHol KinbkocTi)

10

AV<15.0%

{2.9.40.)) €Bponeticexa
Dapwaxones (2.9.40,)

European Pharmacopocia S2

+20 (30)

0,75 M < each unit/xoxua

CAVE150%

ofuHMLT < 1,25 M

4.5
4.7

Servier (Ircland) Industries LTD., Moneylands Garey Road, Arkiow, Co Wicklow, Ireland;
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888

o
o
i

Dircctors: Christian Bazantay (French), Christian Sauvear (French), John Redmond. J\ B

80270 UKR1 V2

Company. registered in [reland No. 117246
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= SERVIER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/lTocunants na memoo: DTC_S005985_PF T CTR 15051 EN 4.0
Specification refiTlocunanns na cneyupixauiio: DTC_S005985_PF_N SPE 15860 EN 3.0

Bi- PRESTARIUM® 5 mg/10 mg/bi- DIPECTAPIVM® 5 mrv10 mr

Formulation/Jlikapcsxa gopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expressed
as 10 mg of amiodipine)/ Tabnerkw, mo micvats 5 mr TiepuRfionipany aprininy (wo pinnopimae 3,395 mr nepunzonpuny) Ta
13,870 mr amnoauniny Gecunary (ito Binnosizae 10 Mr amnomumiHy)

Packaging Lot No./Cepist Ne:

‘Manufacturing Batch No./Bupo6unaa napris Ne:

312050 302048 »
TESTS/ STANDARDS/CTAHI[APTH | RESULTS/ ’
JOKA3ZHHUKU : PEIYIBTATH
8. Dissolution (LC) Q=75 % at 15 min for 5 5490-6/
(%);/ Pozunnnicts. Q=73 % 3415 xsunus ans'S 9490:6
(PX) (%): — —— et
European | Stage/ | Number tested/ Acceptance critetia/
Pharmacopoeia (2.9.3)/ | | Cramia | Kinsxicis Kpurepil npuitnariocti
€sporneiicska. , rabnerok '
Qapmackonen (2.9.3.)
s1 6 Each unit.is not less than 80 %7 100%
KoxHa oausuns #e Mcuuie 80'% o
2 62 Average of 12 units (51752 Is equal fo of greator than 75 %
and 1o unit is less than 60 %/ Cepenne 12 omnnis (S1482)
Ginpme n6o HopieHioe. 75 % Ta ®0AHOT omwHkil MeHLIE 60 %
3 1228 Average of 24 units (S 1+52+83) is cqual to or greater than 75 %,
‘ 10 more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 onmuuus (S1+52+53) Ginbic abo IopiRmOE
75 %; ne Ginbiie gvox oRMHENE MeHIe 60 % Ta KonHoT
ouununi seuue 50%:
Servier (Ireland) [ndustries 1.TD., Moneylands Gorey ‘Rbac;l ~Arklow; Co Wicklow Irclan
’ Tel; +353 (1) 402 20800 Fax: +353 (0) 402 20888 ;
Directors: Christian Bazantay (French), Chiristian Sauveur (F tench); John Redmond.
Company registered in' Ireland No, 117246
80270 UKR1 V2
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SERVIER (IRELAND) INDUSTRIES LTD.

== SERVIER

Method ref/ITocunanns na memod: DTC_S005985 PF T CTR_15051_EN 4.0

Specification ref/HHocunanns na cnezgu¢imqim?DTCﬁ_SMS%S_PF_]\[_ SPE;_?S 860 EN 3.0

Bi-PRESTARIUM® 5 mg/10 mg/Bi-IIPECTAPTYM® 5 n1/10 mr

Formulation/Jlixapcsa gopma:

Tablets containing 5 mg of perindopril arginine (expressed as 3,395 mg of perindopril) and 13,870 mg of amlodipine besilate (expressed
as 10 mg of amlodiping)/ Ta6nerkn, wo MicTATE 5 Mr nepusponpany aprividy (o signosizae 3,395 Mr nepunmoupuny) Ta

13,870 mr amwronuniny Gecrnaty (o sifnosizae 10 Mr amnoauminy)

Packaging Lot No./Cepis Ne:  Manufacturing Batch No./Bupo6uuua napria Ne:
312050 302048
TESTS/ STANDARDS/CTAHTAPTH | RESULTS/
HMOKASHUKH | PE3YJIBTATH
8. Dissolution (LC) Q=75% at 15 min for A 1095/
(%):/ Pozanunicrs: Q=175%3a 15 xeuwmmn g A 1095
(PX) (%) —
European Stage/ | Number tested/ Acceptance criteria/
Pharmacopoeia (2.9.3))/ | | Craziz | Kinsxicrs - Kpurepil npuitusrrocri
Egponelichka Tabnerok
®apmakones (2.9.3) , ,
S1 6 Each unit'is not less than 80 %/
Kowora oppuans He Menue 80 % 102%
S2 +6(12) * | ‘Average of 12 units (81+82) is equal to or gréater than'75 %
and no unit is less than 60 %/ Cepeane 12 onunuus (S1+52)
Ginbine abo AopirnrOE 75 % Ta kOAHOT OguANIT Morwe 60 %
S3 +12 (24) Average of 24 units (S1+82+83) is equal to or greater than 75 %,
no more than 2 units arc less than 60 % and rio-unit s less than
50 %/ Cepenric 24 onwumuny, (S1+82+83) Ginsuic abs nopiskioe
75 %, He Simne ABOX OAMHALL MerIIe 60 % rawoaHot
oaunnli Menmne 50 %
ANALYSIS / AHAJII3 : 09/09/2020
Batch a‘cg@pted/[la NpUAHATA
P
X
Analytical Services Manager / , :
Menenxep no koutpomo Ta anamisy skocri Michael Byme/ Mixaem Bipue

Scrvier {Ireland) Industries LTD., Moneylands Gorey Roud, Arklow, Co Wicklow, Irelan
Tel: +353 (0) 402 20800 Fax; +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveise (French), John Redmond.
Campany registered in Ireland No. 117246
80270 UKR1 V2
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.. SERVIER (IRELAND) INDUSTRIES LTD.

[ 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/

Ium 5 3acsifuyio, mo Hapefiena Bulle iHGOPMaNis € ZOCTOBIPHOK Ta ToyHOK. Lo ccepiro
MPOAYKLIT Y110 BUPOGIIEHO (BIUTIOUai0TH NIaKyBaHHs/MapKyRaHHS) Ta WPOREAEHO KOHTPOIS
il 1xoCTi Ha BUIIe3a3HaYeHIH MIMEHUL Y noBHik BinnosiagocTi 3 BuMoramMu GMP,
BCTAHOBJIEHUMU MICLIEBUM PEryJISTOPHIM OPTaHOM, 4 TaKOX BiITOBifHO 10 crenndikarii,
1O MICTATECA y PEECTpaLliiiHOMY A0Che. [IpOTOKOIM BAPOGHHIITRE, TAKYBAHHSA Ta aHANiziB
Gy”no neperIaHyTO Ta BCTAHOBNCHO Bignosinicrs GMP.

Date of batch release/[lara Bunycky cepii 09/10/20

Name and Position/Title of person authorising the Batch Release/ IIpissmmue Ta nocana/
3BAHHA 0CO0H, K2 BAAANA N03BLT HA BHIYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Binnmopinaisua ocoba
[1 Ms Christine Farrell, Qualified Person/ Bignosigantha oco6a
[1 Ms Ailbhe Wade, Qualified Person/ Bianosigansha ocoba

[ Ms Carmel Kinsella, Qualified Person/ Binnosizansua oco6a
(1 Ms Jenny Quinn, Qualified Person/ Bimnosinansha oco6a

Signature/TTignnc CQLr ’YQ)JQ ﬂ@' Date/Ilara: 22 (1.0 120

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 312050

Servier (Ireland) Tndustries LTD., Moneylands Gorey Road, Arklow, CoW icklow, Ireland:
Tel: ¥353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in [reland No. 117246

Page 1/1




JEPXJIKCITYIXKEBA
JEPXABHA CJIYXBA 3 JIIKAPCBKHX 3ACOFIB
TA KOHTPOJIO 3A BAPKOTHKAMM y m. KHEBI
ByJ. Bepesnsakipceka, 29, Kuis, 02098, Ter./dakc: (044) 550-23-55, Ten, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37079055

BHCHOBOK
Ipo sIKicTh BBe3eHOro B YKpainy JikapcsKxoro 3acoby
10.11.2020 : Nt 61289/20/26
BI-IPECTAPIYM® 5 MI/10 MI"

(walimerypanHa NlkapcsrOro 3acoBy 3rifHo 3 peectpariiinum nocslnuentaM)
TabeTkH; Mo 30 TabreTok y KouTeitHepi s TabaeToK; Mo 1 KOHTeHHepy B KOpoO6ui 3
KApPTOHY

(topma BumycKy, 0SyBaHNS, BU NAaKYBAHHS JIKAPCHKOrO 3ac06y)

Homep peectpauitinoro nocsinuenns UA/8748/01/02 crpox aii peecTpaviitoro nocsixuenss HeoOMexenmii

Cepis nixapcskoro 3aco6y Ne 312050 Kinexicrs imese‘noro‘umapcskoro 3acoby 27000
BupoGHuk Ceps'e (Ipnania) Iamacrpic Jira, Ipnaunis

(HaiiMeRyRAHKS BUPOGHHKS NiKAPCHKONO 38¢00Y, Kpaina MOXOIKEHHE)

BaeseHo B Vkpalny TosapuctBo 3 e6meskenolo pimnosizaapnicrio " Ceps'e Ykpalina',
_inent. xon: 33643340

(HafmeHyBaHHS T8 KOJ 38 e,upnov fopwIryHOY 0cobK 460 npizsuHue, Iv's; no BaT5KOBI
Sizuunol 0cobu - ~ nianpremus, il Micue npoxuBaREA T@ peecrpauiftuull Homep ofnikonot
KapTKH OAGTHHKE nozarkis abo cepia Ta HoMep nacropTa)

Mporoxon sisyanskoro kourpomo six 09.11,2020 Ne 3467/5.

3a pesynbTaTAMM IEPKEBHOTO KOHTPOMIO BCTAHOBNCHO, IO JHKApChKMH 3aci6 Beeleso B Vipainy 3
IlOTpilMaHllslM BEAGKQAIONABCTSA 100 3a083NeUCHHS AKOCTI NKAPCLKUX 38c001B.

H . “"
: Muxona XOJIOOEHKO

i) (ianxc) (ininjanu T4 npisamme)
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