JIEEPIKCIIKCITY KB A
JEPKABHA CJIVXKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMU y m. KHEBI

Byn. Bepesusiiscska, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.pov.ua, Kox €IPIIOY 37079055

BHCHOBOK
Npo AIKICTL BBE3eHOTo B YKpainy Jikapcbkoro 3acofy

26.11.2020 Ne 65236/20/26

BI-IIPECTAPIVM® 10 MI'/5 MI'

(naliMeryBaHns NikapeeKoro 3acofy arixHo 3 peecTpanifiunm MoCBiTUCHHAM)
rabaerkn; no 30 Tabierox y koureitnepi Aag Tabxeror; no 1 KOHTeHHepy B Kopolui 3
Kaprony

(tbopma RumycKy, 03yBAHHS, BHA MAKYRAHHS MKAPCHKOTO 3ac0by)
Homep peectpauifisoro nocsimuenus UA/8748/01/03 crpok xif peecrpaniiioro moceinuens HeoOMEXeHMEL
Cepis nmikapcekoro 3acoby Ne 312094 Kinsxicrs BBe3eroro nikapeskoro sacofy 59360

Bupofuuk Ceps'e (Ipmanis) Ingactpic JItn, Ipnannis

{(malivenypaHHA BHPOSHURA NIKAPCEKOTD 3acoby, kpaiHa IOXO/KEHHS)

Baeseno B Ykpainy Tosapucrso 3 ofimesxenoro Biamosinansuicrio "CEPB'C YKPATHA",
inenr, kox: 33643340

(uaftmenypawns ta xon 3a €JIPTIOY 1opHuudnoi ocobu abo NpizpHINeE, iM's, 110 GaTekoBi PisHyHOT
0co0H - nianpuemi, 1T Micie NpoxHBanus Ta peecTpaniiiauit womep o6nikoROT KapTKH MNaTHMKA
nojatkis a6o cepis Ta HoMep macnopra)

IIpoToxon BisyarsHoro kontposio six 26.11.2020 X 3713/3.

3a  peaymbTartaMH  [E[KABHOLO KOHTPOMIO BCTAHOBNEHO, W0 NikapchkHli  3acif  BBeseno B Vkpainy 3
AOTPMMAHHAM BEMOr 3aKOHOJABCTBA MO0 3a0e3NeYeH T AKOCTI JikapepiHx sacobis.
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCbKOTO 3ACObBY

Name of the Manufacturer & Address /Hazea Ta
ajpeca BupoGHHKa

Name of Importer and Address/
Hasea Ta agpeca imnopTepa

Which Consignment of product is delivered/Bun
npoayxuit, wo nocrayaeTbes

Pharmaceutical form/Jlikapcrka dopma

Name of the Product/Hassa niKapcbkoro
3acoby

Dosage/Cuna nii

Type and size of packaging/Buy Ta po3Mip
YMaKoBKH

Finished Product batch number/Cepis rorosoro
nikapebkoro 3acoby

Manufacturing date/J{ata BHpOOHHUTBA
Expiry date/Tepmin npugarmocri
Batch size/Kinbxicrs y cepit

Manufacturing Licence number/Homep niuensii
ta BUPOOHULITBO

Registration Number/Peecrpauiiine
[1OCBiA4EHHs

Servier (Ireland) Industries Ltd/Ceps'e (Ipnanuis)
Innacrpic Jitn

Moneylands, Gorey Road/Marinennas, lopeii
Poyn,

Arklow/Apknoy,

Co. Wicklow/Ko. Biksoy,

Ireland/Ipnanais

Servier Ukraine LLC/TOB "Ceps'e Vkpaina"

41, Naberezhno-Khreshchatytska St./Bya.
Ha6cpc>;<Ho-Xpema'ruubxa, 41

Kyiv, 04070/m. Kuis, 04070
Ukraine/Vkpaina

Pharmaceutical Product/J1 ikapcekuit 3aci6

Tablets/Tabnerku

BI-PRESTARIUM® 10 mg/5 mg/
Bi-NMTIPECTAPIYM® 10 mr/S mr

10mg/5mg / 10 mMr/S mr

30 tablets in the container for tablets; 1 container
in the carton box/ no 30 TaGnetox Y KoHTeliHepi
st TabneTok; no | KOHTEHHEpY B KOpobLi 3
KapToHy

312094

10 2020

10 2023

59,360 Boxes/ynakosox
MO00068/00001

UA/8748/01/03
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Method ref/ITocunannn na memoo: DT C_S005985 PF T CTR | 5051 EN 4.0
Specification ref/ITocunanus na creyudicayiro: DT C_S005985_PF_N_SPE*]5861_EN__3.(}

Bi-PRESTARIUM" 10 mg/5 mg/ Bi-TIPECTAPLYM® 10 mi/5 vir

Formulation/Jlikapebka tdopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ ta6nerku, mo micrsTs 10 MI nepuBAOnpuy aprininy (Wwo Bianosinae 6,790 wr
nepuunonpuity) Ta 6,935 Mr amnonuniny Gecunaty (wo Bianosizac 5 mr aMJIOAMTIIHY)

Packaging Lot No./Cepist Ne: Manufacturing Batch No./BupoGanua napris Ne;
312094 288525
TESTS/MOKA3HUKU STANDARDS/CTAHJIAPTH RESULTS/
PE3YJIbTATH
L. Appearance/ 3osuiwniii BHIUItrisx White, triangular-shaped tablet engraved with 10/5 on Complies’ Biamosiaac

[ TN .
one face and =2 on the other face/ Binoro KONbODY,
TPHKYTHOT hopmH Tabnerka 3 TucHeHHam 10/5 3
s

OIHOTO 6OKY Ta 3 iHIWOrO

2, kdentification of drug substances/

Ineurndikanis girounx PeHOBHMH The principal peaks (S 9490 and A 1095) in the Complies/Binnosinae
- 59490 and A 1095 by LC/ chromatogram obtained with the test solution have a

nepunaonpin (S 9490) ta amnoaunin retention time similar to that of the principal peaks in

(A 1095) meTosom PX the chromatogram obtained with the reference

solution/ Hac yTpumanHs OCHOBHMX nikis
(nepungonpuny ra aMJIOANITINY) HAa XpOMATOrpami
AOCAILKYBAHOTO PO3UHHY € |AEHTHUHHM 10 yacy
YTPHUMAHHSA OCHOBHMX MiKiB HA XxpomaTorpami
PO3YHHY MNOPIBHAHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ [ononi TUTAIMH
(nepunponpuny ra aMnoauNIHY) iAeHTHYHI NO
TIONOIKEHHIO, KOLOPY Ta POIMipy fuTs
AOCHUKYBAHOTO POZUHHY | PO3uiHY NOpiBHAHHS

- 59490 and A 1095 by TLC/ Complies/Binnosinae

nepunnonpun (S 9490) ta amnogunin
(A 1095) meTomom TILX

80280 UKR1 V2 'A Page2oi7
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Method ref/Ilocunanns na memod: DTC_S005985 PF_ T CTR 15051 EN 4.0
Specification ref/llocunannsn na cneyugicauiro: DT C_S005985_PF_N_SPE 15861 EN 3.0

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

Formulation/Jlikapcbka gopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as 5 mg of amlodipine)/ ra6nerku, wo mictats 10 mr nepyWHRoNpuiy apriviny (wo sianosinae 6,790 mr
neprHxonpuiy) Ta 6,935 Mr avoanniny Gecunaty (o Bianosizac 5 mr aMJIOAHTIIHY )

Packaging Lot No./Cepisa Ne:
312094

288525

Manufacturing Batch No./BupoGunua napris Ne;

TESTS/MOKA3HUKH STANDARDS/CTAHJAPTH RESULTS/
PE3YJILTATHU
3. Average mass (mg)/ Cepenaust 197,6 t0 218,4 (95 % 10 105 % of theoretical mass of 208 208.7mg/mr

Maca (mr)

4. Microbiological quality (skip
testing)/ MixpoGionoriuna
HHCTOTA (CKin-TecTyBanHs)
European Pharmacopoeia (5.1.4.,
non-aqueous preparations for oral
use/ €sporeiicbka Gapmakones
(5.1.4., neguowi npenapamu ons
REPOPANLHO20 3ACmOCYEans)

5. Drug substances content (LC)
{mg/tablet)/ Bmict girounx
peuosun (PX) (Mr/ratn.)-

S 9490-6/ nepunonpuny apriuin
(5 9490-6)

- A 1095/ amnomunin (A 1095)

mg)/ 197,6 u0 218,4 (95 % 10 105 % nia TEOPETUUHOT
macu 208 mr)

Total aerobic microbial count (TAMC) / 3aransHa kinbkicrs
aepobunx Gaxrepiii: < 10° CFU/g / KYO/r

Total combined yeasts/ moulds count (T'YMC)/ 3aramua
KinbkicTs rpubis: < 10° CFU/g/ KYO/r

Escherichia coli: absence/| g/ sincyrniy 11

9,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % no 105 % sin TEOPETHUHOI'G
BMicty 10 mr)

4,75 t0 5,25 (95 % to 105 % of the theoretical content of
5 mg)/ 4,75 no 5,25 (95 % no 105 % nin TEOPETHUHOTO
BMICTY 5 M1)

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable
*Skip Test - Not
Applicable

10.1 Img/mr

4.94mg/vr

* Skip test/Cxin TecryBanns, Passes/Bignosinae, not applicable/ne nposoauscs

80280 UKR1 V2
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Method ref/ITocunanns na memoo: DT C_S005985 PF T CTR ] 5051 EN 4.0 W

Specification ref/Hocunanna na cneyupirauiio: DT C_S005985 PF N SPE | 3861 EN 3.0

Bi-PRESTARIUM"® 10 mg/5 mg/ Bi-IIPECTAPIYM® 10 m/5 mir

Formulation/JTixapcbka hopma:
Tablets containing 10 mg of perindopril ar
expressed as 5 mg of amlodipine)/ Ta6
1CpHHAONPHAY) Ta 6,935 Mr amnonuni

Hy Gecunarty (o Bignosigae 5 Mr aMJIonKmnizy)

ginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
JISTKH, L0 MicTaTh 10 M NepuHaonpHay apriviny (o sianosigae 6,790 mr

Packaging Lot No./Cepist Ne: 312094

Manufacturing Batch No./BupoGuuyua napris Ne:

288525
TESTSMOKA3ZHUKHU STANDARDS/CTAHJAPTH RESULTS/
PE3YJIbTATH
6. Degradation products
content (LC) (% m/m) /
Bmict npoaykris
Aerpanauii (nomimox)
(PX) (% m/m):
- S 9780-1 <05 <0.10%
- Y 32 <02 <0.10%
-Y 33 <02 <0.10%
-Y 31 <04 0.11%
-Y 1745 <04 o
- Y 1766 <0,2 zg':gff
. ) % (0
- Any other degradation <0,2 .
products/ Byb-ska iHma <0.10%
Aomiuika
- Total content of £2,0
degradation products/ 0.11%
3aransHui BMICT AOMimoK
7. Uniformity of dosage
units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria/ |
1095 (L.C) (%/label Craaisn Kinbkicts TabGnerok Kpurepil npuiinstaocti
claim)/ Oanopignicrs
A030BAHHX OQHHHNL AN
nepnugonpuny aprininy S1 10 AV <I150% 4.5
(S 9490-6) Ta amaoxmniny 32
(A 1095) (PX) (% Bin -
3asB/eHol KinbKocri)
European Pharmacopoeia S2 +20  (30) AV<150%
(2.9.40.)/ €sponeiicrra 0,75 M < each unit/koxmna
Papaxories (2.9.40,) omuHuLs < 1,25 M
I L 1

80280 UKR1 V2




Method ref/llocunanns na memoo: DTC_S005 985 PF_ T CTR 15051_EN 4.0
Specification ref/Ilocunannn na cnequirxauito: DT C_S005985_PF N _SPE 15861 EN 3.0

Bi-PRESTARIUM" 10 mg/5 mg/ Bi-TIPECTAPLYM® 10 mr/5 mr

Formulation/Jlikapcuka ¢popma:

Tablets containing 10 mg of perindopril argininc (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
(expressed as S mg of amlodipine)/ rabuetkn, mo wictats 10 Mr NEPHHAONPUILY apridiny (w0 signosigae 6,790 wmr

tepunaonpuiy) Ta 6,935 Mr amnoauniny Gecuiaty (wo Bianosinae 5 mMr aMJIOAMTIIHY)

Packaging Lot No./Cepin Ne: 312094

Manufacturing Batch No./Bupo6uuua napris Ne: 288525

TESTS/ STANDARDS/CTAHJAPTH RESULTS/
NOKA3HHUKH PE3YJIbTATH
8. Dissolution (LC) Q=175%at 15 min for S 9490-6/
(%):/ Posununicrs Q=75%3a 15 xnunun juis S 9490-6
(PX) (%): ,
Luropean Stage/ | Number tested/| Acceptance criteria /
Pharmacopocia (2.9.3.)/ | | Cramis | Kinbkicrs Kprrepii npujinsiocri
Enporeiichka rabiterok
Dapmarones (2.9.3.) ‘
S1 6 Each unit is not less than 80 %/ o
Koxna oaunnus e menwe 80 % 100%
S2 +6 (12) Average of 12 units (S1--82) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepeane 12 ojuunus (S1+S2)
Gimbute abo nopisuioe 75 % Ta xoanoi onunnui menme 60 %
S3 +12 (24) Average of 24 units (S1+82+83) is equal to or greater than 75 %,
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenpe 24 oaunni (S1+S2+83) Ginsne abo JOPIBHIOC
75 %, ue Glibuie ABOX ouuuMLL, Menriie 60 % Ta HOIMHOT
oKLl Menme 50 %

ol Redmosad,

80280 UKR1 V2

Page 2 of 7




1S

Method ref/Ilocunanna na memoo: DTC

§005985 PF T _CTR_I5051 EN 4.0
Specification ref/ITocunanns na cnequdpikayiro: DT C_S005985 PF N SPE I 5861 _EN 3.0

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

 Formulation/Jlikapesia popwa:

(expressed as 5 mg of amlodipine)/ Tabnerku, wo mictaTs
fepHHAONIPUNY) Ta 6,935 Mr amaoauniny Secunary (e Bignosigae 5 mr AMJIOJHTIIHY)

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 6,935 mg of amlodipine besilate
10 mr nepungonpuny aprininy (wo siznosizac 6,790 mr

Packaging Lot No./Cepis No: 312094

Manufacturing Batch No./BupoGruua napris Ne: 288525

TESTS/ STANDARDS/CTAHIIAPTU RESULTS/
ITOKA3HUKHA PE3YJIbTATH
8. Dissolution (LC) Q=175 %at 15 min for A 1095/
(%):/ Posunuuicrs Q=75%3a 15 xpusun juia A 1095
(PX) (%): _
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia (2.9.3.)/ Cranis | Kinbkicrs Kpurepit ipuiinsriocri
Crponeiichka TabneTok
Dapmakones (2.9.3,)
S1 6 Each unit is not less than 80 % /
Koxna omunnns ne menie 80 % 97%
S2 +6 (12) Average of 12 units (S1+S2) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepeane 12 opusmim, (S1+82)
Gimsiue abo nopisHioe 75 % Ta o aROT OAHKMLI MeHIne 60 %
S3 +12 (24) Average of 24 units (S1+82+83) is equal to or greater than 75 9
no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenie 24 onunns (S 14-82+83) Ginwiue abo nopisnioe
75 %, ne Gliablue 4BoxX ounuuws Menwme 60 % Ta HKOAHOT
OaMHULI MeHLE 50 %

ANALYSIS / AHAJI3 : 27/10/2020
Batch accepted/Hapris npuitasra

Analytical Services Manager /
Menemxep no koHTpoOmo Ta aHani3y skocri

o Wkl frolamed

80280 UKR1 V2

Michael Byrne/ Mixaene Sipue
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I 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 s 3aceinuyio, wo Hasexena Buule iHdopmalis € AOCTOBIPHOIO Ta TOUHO0I0. L{jo cepito
NpoAyKuii Oyno BHpobneHo (Bimouaoyn NaKyBaHHsA/MaPKYBaHH3) Ta MPOBe/EHO KOHTPOJIb
il AKoCTi Ha BUILIe3asHayenii AinbHUL y noBHIH BianosinnocTi 3 Bumoramu GMP,
BCTAHOBNICHAMH MICLEBUM PErY/ATOPHHM OPIaHOM, a TaKo BIANOBINHO 10 crenuikaui,
L0 MICTATLCS y peecTpauiiiHoMy qoche., ITpoTokonu BupoGuuuTES, MaKkyBanHs Ta ananizis
ByJ0 NeperifHyTO Ta BCTaHOBICHO BixnosigHicTs GMP.

Date of batch release/[lara BUNYCKY cepii 29/10/20

Name and Position/Title of person authorising the Batch Release/ NpisBue ta nocaga/
sannsi oco0u, sika BUAAAA J03BLT Ha BHIIYCK cepil

[1 Dr Blanaid Bowes, Qualified Person/ Binnosinanbha ocoba
[} Ms Christine Farrell, Qualified Person/ Bianosizansaa ocoba
[l Ms Ailbhe Wade, Qualified Person/ Binnosinansna oco6a

[} Ms Carmel Kinsella, Qualified Person/ Bianosinanbia ocoa

[1' Ms Jenny Quinn, Qualified Person/ Binnosinaibha oco6a

Signature/[linnue _ { Date/Ilara: L.~ .00

Finished product batch number/ Homep cepii rotosoro nikapcbkoro sacoby: 312094




AEPKIIIKCIIYXKBA
AEPIKABHA CJIYKBA 3 NIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI

Byn. bepesHakisesxa, 29, Kuis, 02098, ten/Gake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BHCHOBOK
Npo AKiCTH BBe3eHoro B Ykpainy Jiikapchkoro 3aco0y

03.11.2020 Ne §9686/20/26

BI-TIPECTAPIYM® 10 MI'/S MTI"

(naitMeryBaHHS TikapCEkOTO 3ac06y 3rinuo 3 POECTpAIAHUM NIOCBiZMEHHAM)
Tabnerku; no 30 TaGnerox y koHTeiinepi ans TaGnerok; mo 1 KonTeiinepy B Kopomi 3
Kaprony

(bopma Bumycxy, noayanus, BU naKyBarRy HKEPCEKORO 3aco6y)
Howmep peecrpanijtroro nocsinvenus UA/8748/01/03 crpox ait peecTpauiiiroro nocsimuenna HeOOMEKeHHI]
Cepia nikapcekoro 3acofy Ne 312429 KinkxicTs BBeseHoro mikapeskoro sacoby 21000

Brpo6Huk Ceps'e (Iprarnia) Innactpic Jitn, Ipnamzis

(HeHMenyBBHHX BHPOSHMKA TiKapChXoro sacoby, Kpalha NoXoxxeHHn)

Baeaero B Vipainy Tosapucrro 3 o6mexenoro BignopigansuicTio "CEPB'C VYKPATHA",
inenr. wox: 33643340

(nadivenysarma Ta ko 33 €IPIIOY 1opuar ol ocobn abo npiasuute, iM's, no GaTekoni tizmarol
©0co6u - niznpuemus, If Micne npoxwearms Ta peecTpaiAEv HOMED 06nikoBOT KapTKy mnarHMKa
noaatkis 260 cepia Ta HoMep macnopTe)

[poToxon Bisyannaoro xourpomo ein 03.11.2020 Ne 3328/2.

32 pesynnTaTaMu AEPRABHOTO KOHTPOMKO BCTGHOBJICHO, IO JiKapchKHM 3aci6 BBeseno B Ykpatny 3
AOTPHMAHHAM ONIABCTEA INONO 3a6e3NeYeHH AKOCTI NikapchKHX 2aco6ib.

Hagantnuk f/ Mukona XOJIOJJEHKO

N110) (i)mnc) {iniuiams Ta npizauire)

{(nocanosa dlob:
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