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HEPXIIIKCITYXBA
AEPIKABHA CIIVKBA 3 IKAPCHKNX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTUKAMMW y m. KH€EBI

By Bepesmakiscrka, 29, Kuis, 02098, Ten/gake: (044) 550-23-55, rex. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, https://www.dls.cov ua. Kon €TPTIOV 37079055

BHCHOBOK
Ipo AKiCTH BBe3eHOro B Ykpaiuy JIKapCHKOro 3acofy

02.12.2020 Ne 66747/20/26

BI-IIPECTAPIVM® 10 MI'/10 MI
(waltMerypanns NikapcEkoro 3800y 3TilEo 3 peccTpanifmy TOCBIAYCHHIM)
Tabaerxn; wo 30 Tabaerox ¥ KoHTelinepi ny1s Tabnerox; mo 1 KOHTelinepy B kopo6mi 3
KapToHy
(topma Bunycky, no3yBanng, BUA NAaKyBAHHA JNiKAPCEKOTO 3acoby)

Homep peectpanitisoro mocsimaenms UA/8748/01/04 CTPOK Aii peecTpanifinoro nocsixsenns HeOOMeKeHAR
Cepix xikapcekoro 3acoby Ne 312634 KimsxicTs BBesenoro nixapcrxoro sacoby 62114

Bupobmux Ceps'e (Ipnarnis) Innacrpic Jtx, Ipnannis

(naitvenypasms BApOGHIRA NikapcLkoro sacoBy, kpaina moxomxemms)

Bseseno 3 Vipainy TosaprcTso 3 06Mexenoro BimmoBiTabRicTIo "CEPB'E VKPATHA",
imenT. xox: 33643340

(naiimMenyBanns Ta kog 3a €IPTIOY HOpPHAKHOT 0coGH aGo npissunie, iM's, no GaTEKOBI diswanoi
ocoby - mianpremu, iT Micue npoXupamTs T8 peecTpaniiinui HoMep oGnikoBoi KaPTKH ILIATHAKA
nosaTkis abo cepis Ta HoMep macnopra)

XIpoTokoa Bisyam.uoro xorTposme vix 02.12.2020 N 3877/2.

3a pesynsTaTaMu  JepxaBHOTO KOHTpOIIO BCTAHOBNEHO, IO JiKapehkuif 3aci6 BeeseHo B Yxpainy 3
AOTPHMAHHAM BHMOT 3aKOHOIABCTBA mWoao 3a0e3NE9EHNT AKOCTL ﬂiKﬁppbi;‘IHX 3acofis,
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CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI NIKAPCLKOTO 3ACOBY

Name of the Manufacturer & Address /Hassa Ta Servier (Ireland) Industries Ltd/Ceps'e (Ipnanis)

ajgpeca BUpoBHHKA

Name of Importer and Address/

Hasea Tta agpeca imnoprepa

Which Consignment of product is delivered/Buy
NpoAyKUil, IO MOCTAYAETHCs

Pharmaceutical form/JTikapcska popma

Name of the Product/Hassa nikapcbkoro
3acoby

Dosage/Cuna nif

Type and size of packaging/Bua ta posmip
YTIAKOBKHM

Finished Product batch number/Cepis rorosoro
TKApChKOro 3acoly

Manufacturing date/Jlara BupoGaunTaa
Expiry date/Tepmin upuyarHocri
Batch size/Kinexicts y cepii

Manufacturing Licence number/Homep ninensii
Ha BUPOOHULTBO

Registration Number/Peccrpaniiine
NOCBigUEHHA

Tnpacrpic Jitn

Moneylands, Gorey Road/Maninernns, Iopeit
Poya,

Arklow/Apxknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Cepg'e Yxpaina"
41, Naberezhno-Khreshchatytska St./Byn.
Habepexuno-Xpeuariipka, 41

Kyiv, 04070/m. Kuis, 04070

Ukraine/Y kpaiia

Pharmaceutical Product/Jlikapceknii 3aci6

Tablets/Tabnerku

Bi-PRESTARIUM® 10 mg/10 mg/
Bi-TTPECTAPIYM® 10 mr/10 mr

10mg/10mg / 10 mr/10 mr

30 tablets in the container for tablets; 1 container
in the carton box/ no 30 taGneTok y koHTehHeEpi
Juid TabneTok; o 1 koHTeliHepy B Kopobii 3
KapToHY

312634

09 2020

09 2023

62,114 Boxes/ynakoBok
M00068/00001

UA/8748/01/04

Page 1 of 7

Servier (Ireland) industries L'TD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland,
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registerpd in Ireland No. 117246
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Method ref/Ilocunanna na memoo: DTC_S005985_PF T _CTR 15051 EN 4.0
Specification ref/Ilocunanna na cneyugikayiro: DTC_S005985 PF N _SPE 15744 _EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-TIPECTAPIYM® 10 mr/10 mr

Formulation/Tixapcoka dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TaGnetku, mo mictsats 10 Mr nepungonpuTy aprininy (mo signosixae 6,790 Mr
nepuHIOnpriy) Ta 13,870 mMr amnonunidy Gecunary (o Bianosinae 10 Mr ammonuniay)

Packaging Lot No./Cepist Ne:

Manufacturing Batch No./BupoGunua napris Ne:

312634 286108
TESTS/MTOKA3ZHUKH STANDARDS/CTAHJIAPTH RESULTS/
PE3YJILTATH
1.Appearance/ 3osaimniit Burasa White, round tablet engraved with 10/10 on one face Complies/ Binnosigae

2, Identification of drug substances/
Ineurndiranin airouux peyosun

- $ 9490 and A 1095 by LC/
nepunzonpwt (S 9490) Ta amnoaunin
(A 1095) metonom PX

- 59490 and A 1095 by TLC/
neprHRonpu (S 9490) ta amnoaunia
(A 1095) meronom TLIX

[ 2y » ”
and =~ on the other face/ Binoro kossopy, Kpyriof
bopmu Tabnerka 3 THcHeHHAM 10/10 3 omroro 6oky

Sl

Ta ~ 3 iHworo

The principal peaks (S 9490 and A 1095) in the
chromatogram obtained with the test solution have a
retention time similar to that of the principal peaks in
the chromatogram obtained with the reference
solution/ Yac yrpuMaHHs OCHOBHHX MiKiB
(nepHHIONpPHIY T aMJIOAMIIHY) HA XpoOMaTorpaMmi
HOCJIDIYBAHOTO PO3YMHY € IHEHTHIHUM 0 4acy
YTPHMAHHSA OCHOBHHX [IKiB Ha XpoMarorpami
PO3YHHY HOPIBHAHHA

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ T'onosRi muaMu
(nepungonpuly Ta aMJIOAUNIHY) iA€HTHYRI 110
TIOJIOSKEHHIO, KONILOPY Ta pO3Mipy s
JOCITIIDKYBAHOTO PO3YHHY | pO3UMHY NOPiBHAHHA

Complies/Binnosinae

Complies/Binnosiznae

Servier ([reland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland ~

Drectors: Christian Bazantay (French), Christian Sauveur (French), John Redmond.

80080 UKR1 V2

Company registered in Ireland No. 117246
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Bi-PRESTARIUM® 10 mg/10 mg/ Bi-TIPECTAPIYM® 10 mr/10 mr

Formulation/Jlikapcbka dopma;

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TaGnerkn, wo mictats 10 Mr nepurzonpry aprininy (o sianosizae 6,790 mr
nepHHAonpriTy) Ta 13,870 Mr amaoauniny Gecunary (o sinnosiaae 10 Mr amnonuminy)

Packaging Lot No./Cepia Ne:

|

312634 286108
TESTS/MMOKA3ZHUKH STANDARDS/CTAHIAPTH RESULTS/
] PE3YJBTATH
3. Average mass (ing)/ Cepeausn 197,6 10 218,4 (95 % to 105 % of theoretical mass of 20§ : 207.6mg/mr

maca (mr)

4. Microbiological quality (skip
testing)/ MixpoGiosoriuna
4HCTOTA (CKIN-TECTYBAHHS)
European Pharmacopoeia (5.1.4,,
non-agqueous preparations for oral
use/ €sponeiicbka (apMaxones
(5.1.4., negodui npenapamu dna
nepOpaAIbHO20 3ACMOCYBAHHA)

5. Drug substances content (LC)

! (mg/tablety/ BmicT nirounx
i peyosnu (PX) (mr/radau.)-

S 9490-6/ nepunnonpuny apriuiy

- (S 9490-6)

- A 1095/ amnonunin (A 1095)

mg)/ 197,6 no 218,4 (95 % no 105 % Bin Teopernunol
Mack 208 mr)

Total aerobic microbial count (TAMC) / 3aransHa Kinekicts
aepo6unx Gaxrepiit: < 10° CFU/g / KYO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransna
Kimekicts rpu6is: < 10° CFU/g / KYO/r

Escherichia coli: absence/1 g/ Bincytni y I r

9,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % no 105 % pix TeopeTnUHOro
emicty 10 mr)

9,50 to0 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % o 105 % Bix Teopern4HOro
sMicty 10 mr)

* Skip test/Ckin Tectysarnns, Passes/Binmnosigae, not applicable/se npoBonuses

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

10.02mg/mr

9.76mg/mr

80080 UKR1 V2

Pecn: § zree of
Clohn Redssond,

Co Wicklow, Ireland,




SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/TTocunannus na memoo: DTC _S005985 PF T CTR 15051 EN 4.0
Specification ref/Ilocunannn na cneyuixayiro: DTC_S005985_PF N _SPE 15744 _EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-ITPECTAPIYM® 10 mr/10 mr

Formulation/Jlikapcska gopma:
T'ablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ TaGneTku, wo mictsts 10 Mr epunonprTy aprididy (wo signosinae 6,790 mr
nepuHaonpHay) Ta 13,870 mMr amnonuniny 6ecunaty (mo sinmosinae 10 Mr amnopmniny)

—Packégingwiéf No/Cepm Ne: Manufé&hrihg Batch No./BupoGuuua naprist Ne:
312634 286108

TESTS/TIOKA3ZHUKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJIbTATH

6. Degradation products
content (LC) (% nv/m) /
Bmict npoayxris
Aerpagauii (aomimox)
PX) (Y% n/my):
- 8 9780-1 <0,5 0.11%
-Y32 <0,2 <0.10%
-Y33 <0,2 <0.10%
-Y 31 <04 0.15%
=Y 1745 <04 0
- Y 1766 <0.2 ig'}gcf
- Any other degradation <0,2 el
y other deg . <0, <0.10%
products/ Bynp-sika {Hua ’
JoMmilka
- Total content of <20
degradation products/ 0.26%
3aransuuii BMicT KoMiok

7. Uniformity of dosage —
units for S 9490-6 and A Stage/ Number tested/ Acceptance criteria /
1095 (LC) (%/Aabel Cranis KinexicTb TabneTOK Kpurepil npuitaataocTi
claim)/ Oanopianicrs
HO30BAHNX OJHHMIb /15 St 10 AV <150 %
NePHHAONPHIY aprindiny 377
(S 9490-6) Ta amaoguniny
(A 1095) (PX) (% Bia 24
3afBJIEHOT KIJIBKOCTI) ;
European Pharmacopoeia 82 +20  (30) AV <150 %
(2.9.40.)/ €pponelicnka 0,75 M < each unit/koxxna
apmakones (2.9.40.) onuun < 1,25 M

- '

Servier (Ireland) Industries L'TD., Moneylands Gorey Road, Arklow, Co Wicklow, feeland. -
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 .
Directors: Christian Bazantay (Freoch), Christian Sauveur (French), Johin Redmond.
Company registered in Ireland No. 117246
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 Method ref/llocunanna na memoo: DTC_S005985_PF T"CT RMI 5051“E]_V “4 0

Specification ref/Ilocunanns na cneyupicauivo: DTC_S005985 PF N SPE 15744 EN 3.0

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

'Formulation/JIiKachxa dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ rabnerky, wo Mictars 10 Mr nepurgonputy aprividy (mo signosigae 6,790 Mr nepungonpuiy) Ta

13,870 mr amnonuniny Gecunary (mo pignosinae 10 mMr amoguniny)

Packaging Lot No./Cepis No;

Manufactufiﬁwg» Batch No./BupoGunyua napris Ne:

312634 | 286108
TESTS/ STANDARDS/CTAHIAPTH RESULTS/
' TIOKA3HHKH PE3VJIIBTATH
| 8. Dissolution (LC) Q=75 %at 15 min for S 9490-6/ o
! (%):/ Posuunuicre Q=75 %3a |5 xpunuu gna S 9490-6
C(PX) (%) - - -
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia (2.9.3.)/ | | Cragis | Kinbkicts Kpurepii npuiinstaocri
€nporeiicrka tabaerok
Papmakornes (2.9.3.) . -
S1 6 Each unit is not less than 80 % / "
Kouxna ogunnia e menwe 80 % 101%
S2 +6 (12) Average uf 12 units (S1+S2) is equal to or greater than 75 %
and no unit is less than 60 %/ Cepenne 12 opunuus (S1+S2)
) ' 6jnbme abo popisrioe 75 % Ta xoaHoi ofuHuLi Menwe 60 %
S?S +1 2(24) T )Aﬂvvéravge of 24 units (S I+S'2;!~S3) is cquél to or greater than 75"/_6,

no more than 2 units are less than 60 % and no unit is less than
50 %/ Cepene 24 oaunnny (S1+82+83) Ginsue abo nopisioe
75 %, He Ginpie (BoX oMuHULb Mer e 60 % Ta xogHol
omamui Merure 50 %

Servier (frefand) |

55

Dhoctors: Che

80080 UKR1 V2
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo: DTC_S005985_PF T CTR_ 15051 EN 4.0

Specification ref/Illocunanna na cneyugicayiro: DTC _S005985 PF N SPE 15744 EN 3.0

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

Formﬁiéﬁon/ﬂimpcsxa dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ Tabnerxu, wo mictars 10 Mr nepuxnonpuny aprididy (o sianosizae 6,790 Mr nepungonpuy) Ta

13,870 mr ammoauniny Gecunary (wo sixnosigae 10 Mr amnoaumniny)

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Bapo6anua napris Ne:
312634 286108
TESTS/ STANDARDS/CTAHIXAPTH RESULTS/
IHOKA3ZHUKU PE3YJIbTATH
8. Dissolution (LC) Q=75 % at 15 min for A 1095/ R —
(%0):/ Po3ynnHicTL Q=75%3a 15 xpuue st A 1095
PX) (%): SO " -
European Stage/ | Number tested/ | Acceptance criteria /
Pharmacopoeia (2.9.3,)/ | | Cramia | Kinskicte Kpurepii npritusrrocti
€aponeifcrka TabneTox
Qapwmakomnes (2.9.3.) ) L
S1 6 Each unit is not less than 80 %/

Koxua oxmuuus ue menue 80 %

S2 +6 (12) Average of 12 units (S§1+82) is equal to or greater tirn 75 %

and no unit is less than 60 %/ Cepenre 12 omuauus (S1+S2)

6inpe abo popisHioc 75 % Ta xoxuoi oqunaLi MeHiue 60 %
S3 +12 (24) Average of 24 units (§1+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 %/ Cepenre 24 onunus (S1+82+83) 6insiue aGo popisHioe

75 %, ne Ginpiue QBOX OMMHHLL Menwe 60 % ta skoumol

omvHuni Merwe 50 %

97%

ANALYSIS / AHAJII3 : 14/10/2020

Analytical Services Manager /
Menepkep MO KOHTPOMIO Ta  aHamisy  AKOCT

Servier (Ireland) Indusirics LTD., Moneylands Gorey Road, Arklow, Co Wicklow, Ireland
Tel 53 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), Joho Redmond. -
Company registered in Irefand No, 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

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/

[Tum 5 3acBiquyro, mo HaseAeHa puile indopmallis € JocToBipHOIO Ta TowHoR, 1o cepio
npoaykuii 6yo Bupobnero (BKMOYA0YH NMaKyBaHHA/MAPKYBaHHS) Ta MPOBEIAEHO KOHTPOIIb
11" 1K0CT] Ha BULLE3a3HAYeH I Ainbuuil y tioBHil Bignosianocti 3 Bumoramu GMP,
BCTAHOBJIEHHMH MICLIEBUM PEryJISTOPHAM OPraHOM, a TaKOX BiANoBigHo Ao creuudikauiil,
110 MICTHTLCS Y peectpalifgoMy jJocke. [1poTokony BUPOOHHUITRBA, NaKyBaHHs Ta aHai3iB
Byno TepersiHyTO Ta BCTAHORINIEHO BiAMOBiAHICTS GMP,

Date of batch release/[lata Bunycxky cepit 17/11/20

Name and Position/Title of person authorising the Batch Release/ IIpissuuge ta nocaga/
3BAHHSI 0CO0H, IKA BHAANA JO3BLT Ha BHNYCK cepii

[] Dr Blanaid Bowes, Qualified Person/ Bijniosigansna ocoba
[] Ms Christine Farrell, Qualified Person/ Bianosiganena ocoba
[] Ms Ailbhe Wade, Qualified Person/ Binnosizansna oco6a
[1 Ms Carmel Kinsella, Qualified Person/ Bignosigannna ocoba
(- Ms Jenny Quinn, Qualified Person/ Binnosifanssa ocoba
— e ;
Signature/Ilignue .« von L e Date/[lata: s&\‘m

Finished product batch number/ Homep cepii rotosoro nikapcbkoro 3acoby: 312634

Seevier (Ireland) Industries LTD., Moneviands Gorey Road, Arkiow, CoWicklow, freland.
Tel: +353 (03 402 20800 Fax: +353 (0) 402 20888
Dircoiors: Christian Bazantay (French), Christan Sauveur (French). John Redmond,
Company registered in Ireland No. 117240




JEPHUIIIKCIIYKBA
AEPJKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI
BY1. Bepesnsxiscoka, 29, Kuin, 02098, Ten./ake: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,hitps://www.dls.sov.ua, Kon €JTPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3€HOTo B YKpaiHy JikapehKoro 3acoly

02.12.2020 N 66748/20/26

BI-IIPECTAPIYM® 10 MI'/10 MI'
(ualiMeHyBaHHS niKapcsKoro 3acoBy 3rigHO 3 peccTpauiinmM MOCRiTHEHHAM)
TabaeTky; mo 30 rabaerox y KOHTeHHep] Aist Tabaerok; mo 1 KOHTeiiHepy B Kopobui 3
KApPTOHY
(hopma pumycky, nosysanns, sug TiaKyBAHHS NiKapCEKOro 3acofy)

Homep peectpaniifioro nocrimenns UA/8748/01/04 CTPOK Aii peecTpaniiiroro nocsimuen s HeOOMEKCHIH
Cepin nixapeskoro sacoby Ne 312635 KinskicTs BBE3€HOTO NiKapcskoro sacoby 24344

Bupo6umk Ceps'e (Ipmarnis) Innacrpic JItn, Ipnammis
(naliMeHyBatHa BUpOCHIKA NiKapceKoro sacofy, kpaina TOXO/KEHHA)

Baesero B Vxpainy ToBapHeTBO 3 06MeExRER O BimmoeinanenicTio "CEPB'E€ VKPATHA",
imenr. xon: 33643340

(uadiMeryBauns ta xox 3a €JIPIIOY oprardHoi ocobu abo npizeume, iM'a, 110 HarEkos] Gizwanol
0cobu - minnpremns, if Micne TpoxkuRanRs A peecTpanidinui HoMep o6iKoBOL KapTKY MIATHMKA
noaatkis a0 cepis Ta HoMep nacnopra)

[IpoTokon Bisyansnoro xorTpomo sin 02.12.2020 Ne 3877/3.

3a pesyapraTaMm  IepKaBHOrO KOHTPOMIO BCTAHOBJICHO, MO Jlikapcekuii 3aci6 BBe3eHO B VYxpaigy 3
JAOTPHMAHHAM BiHMOT 3aKOHONABCTRA oA 3abesnedenyy skocTi NIKapCLKAX 3ac00iB.
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SERVIER (IRELAND) INDUSTRIES LTD.

U senven

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTUDIKAT AKOCTI AIKAPCBROTO 3ACOBY

Name of the Manufacturer & Address /Hazpa ta Servier (Treland) Industries 11d/Cepr'e (Ipazunis)

anpeca supnbHUKa

Name of Importer and Address/

Hazaa Ta aapsca imnoprepa

Which Consignment of product is delivered/Bua
Hpoay KU, O NOCTAYAETRCA

Pharmaceutical forny Jlikapcsxa dopma

Name of the Product/Hasea mixapcaioro
3ac00y

Dosage/Cuaa iy

Type and size of packaging/Buz ta poamip
YIEEKOBKH

Fimshed Product bateh number/Cepis rorosore
AKAPCHKOro 33000y

Manufacturing date/ flata pupobuunrsa
Expiry date/Tepmin rpanaTiocr
Batch size/Kinnricts ¥ cepil

Manufacturing Licence number/Homep sinenail
Ha BUDOOHHITE0

Registration Number/Peectpanidue
BOCBIAYERES

Servicr (reland) industries LT, Moneylands Gorey Road, Arklow, CoWickiow, Ireland,
Tel +353 {0} 402 20800 Fou +353 (0) 402 20888
Direcipra: Christian Buzaniay {French), O

Inpactpic Jlrg

Moneylands, Gorey Road/Mauinenas, [opeit
Poyxz,

Arklow/Aprroy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnangis

Servier Ukraine LLC/TOB "Cepr's Yxpaiua"

41, Naberezhno-Khreshchatytska St./pyn.
Hafepexuo-Xpeuatunia, 41

Kyiv, 04070/, Kuig, 04079
Ukraine/Yxpaina

Pharmaceutical Product/Jlikapceruil zacif

Tablets/TabneTicn

BI-PRESTARIUM® 10 mg/10 mg/
BI-ITPECTAPIVM® 10 Mr/10 mr

10 M/ 10 mr

30 tablets in the coniainer for tablets; 1 container
in the carton box/ no 30 tafinerox v xoureltuepl

ans rabuerok; no 1 kowrelinepy B kopobui 3
KapToHy

312635

10mg/i0mg ¢

09 2020

09 2023

24,344 Boxes/yrakosox
MOOGC6E/0000]

UA/8748/01/64

fristian Sauveur (French), Jobs Redmond.

Company registered in Jreland Mo, 117246
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TS SERVEER

SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/llocunanna na semod: DTC_S005985_PF T CIR 15051 EN 4.0
Specification ref/Tlocunannun na cneyugicayiro: DTC_SO05985 PF N _SPE 15744 _EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIVM® 10 mr/10 wmr

Formulation/Hikapesiea gopmar

Tablets containing 10 mg of perindopril arginine {expressed as 6,790 mg of perindopril} and 13,370 mg of amlodipine besilate
{expressed as 10 mg of amiodiping)/ TabreTky, o vicrats 10 Mr nepmigonpany aprininy (1o signosigac 6,790 ur
nepuHonpiay) Ta 13,870 ur avnopuniny Gecnnaty (mo sianosizac 10 mr assonuminy)

Packagiog Lot No./Cepin Ne:
312635

286109

Manufaémring Batch No./Bupobunda napria No:

TESTSAIOKAIHHKH

STANDARDS/CTAHJIAPTH

RESULTS/
PEIYJIBTATH

L Appearagce/ Josuiwmii surasg

2. fdentification of drug substances/
Lzenrngixania flrounx pesoruy

- S 9490 and A 1095 by LC/
nepuHponpun (3 9490} Ta amnoaunin
{A 1095) meropom PX

- 89490 and A 1095 by TLCS
nepungonpai (8 9490 Ta amrogymia
{A 1093) meTogom TIHX

White, round tablet engraved with 10/10 on one face

& 2 Eg
and *¥ on the other face/ Sinoro KOABOPY, KpyTiaol
opm tabrerxa 3 THeuenmam 110 3 onuero Soxy

=

T8~ 3 lHworo

The principal peaks (8 9490 and A 1095} in the

. chromatogram obtained with the fest solution have a

retention time similar to that of the principal peaks in
the chromatogram obtained with the reference
solution/ Yac yTpuMaHHA OCHORHMX NiKiB
{mepEAROIPUAY T4 AMRORKRNINY) HE XpoMatorpami
BOCTDEYBAHOTO POIYHHEY € 1ASHTHUHEM J0 SacY
YTPHMAHHA GCHOBHMX NKIB Ha XPOMATOrpaMi
POIYLHY HOPIBHATHI

Main spots (8 9490 and A 1095) identical in position,
colour and size for test and reference/ Tonorni mimu
{mepuHACOpUAY T2 AMAOAMIINY) IHeHTHYHI 10
HORGREBHIG, KORLOPY £8 pOSMIpY Zia
AOCHKYBAHGTO POBUKHY I POIUHHY NOPiBUAEEA

Comphes/ Bisnonpisac

Complies/Binnopinas

Complies/Bianosigas

Servier {lreland) Industries LTD,, Monevlands Gorey Road, Ariklow, Co Wick)
Tel +353 (00 402 20800 Faxe +353 (1) 402 20848

ow, freland.”

Directors: Christian Bazantay (Frenck), Christian Ssaveur (French), John Redmond, T .i’;' By S

80080 UKRI V2

Company registered in Ireland No. 117246
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Method ref/Hflocunanna na memod: DTC_S005985 PF T CIR 15051 EN 4.0
Specification ref/Ilocunanun na cneyudirauito: DTC_S005985 PF N SPE 15744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-IIPECTAPIVM® 10 mr/10 mr

Formulation/JIixapcuia dopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
{expressed as 10 mg of amlodipinel tabaerky, o micrars 10 mr nepunzonpuay aprisiny (1m0 siznorizas 6,790 sy

nepunRonpuay} 1a 13,870 mr amnoanniny Secunaty (o pinnosizac 10 Mr amropuEminy}

Packaging Lot No./Cepin Ne:

- Manufacturing Batch No./Bapo6uuna nagn"iﬂ Nei

212635 286109

TESTS/TOKAZHUKH STANDARDS/CTAHAAPTH RESUITS)
PE3VJIBTATH

3. Average mass (mg)/ Cepeann | 197,6 to 218,4 (35 % to 105 % of theoretical mass of 208 208, 4mgivr

MAaca (v}

4. Microbislegical quality {skip
testingy MixpoGioaoriuna
YUCTOTS (exin-TecTyBaHNS)
European Pharmacopoeia (5.1.4,,
non-agquecus preparations for oral
use/ €aponeficha dapMarones
{3.1.4., nesooui npepapamu dnn
REPOPARLHEO20 3ACMOCYRANHA)

5. Drug substances content {LC)
{my/tablet) Bmicr givoumx
pedosun {(PX) (mr/rada}-

3 94906/ nepuanempuTy apriniy
{S 9490-6}

~ A Y95/ amnopesme {A 1093}

mgy 197,6 10 218,4 (95 % no 105 % sig veopetyuuol
macy 208 mrd

Total aerobic microbial count (TAMC)/ 3aranena xineriors
aepoBunx Gaxrepiit < 10° CFU/g / KV O/

Total combined yeasts/ moulds count (TYMCY 3aram.ia
kinekicts rpuGie: < 107 CFU/g / KYO/ir

Escherichia coli: absence/l ¢/ Blncytrul v I r

9,50 te 10,50 (93 % to 105 % of the theoretical content of
10 mg) 9,50 no 1,50 (95 % ao 105 % 3in Teoperuunoro
apicry 10 mr)

9,50 to 14,50 (93 % 1o 105 % of the theoretical content of
16 mgy 9,50 ao 10,50 (95 % po 105 %% sin TeopeTHyHoTO
amicty 10 M)

*Skip Test - Passes

*Skip Test - Passes

*Skip Test - Passes

10.17mg/mr

9.86mgimr

80088 UKR1 V2

WHES

s, dohr Rudmond,
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SERVIER (IRELAND) INDUSTRIES LTD.

Method refffTocunanna na memod: DTC_S603985 PF T CIR 15051 EN 4.0
Specification ref/Tlocunanng na cneyudicayin: DTC_S605985 PF N SPE 15744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-UPECTAPIYM™ 10 mr/10 mr

Formulation/Mixapensa gopata:
[iablets containing 10 mg of perindopril arginine {expressed as 6,790 mg of perindoprit} and 13,870 mg of amlodipine besilate
{expressed as 10 mg of amlodipine)/ TaBnerin, mwo micrars 10 Mr nepunnonpuny aprigisy (e simosigac 6,790 Mr

repuraonpmy) 1a 13,870 mr avmonumiay Secuasyy (o sisnovisae 10 Mo avponunisy}

312635

Packaging Lot ANo.fCéwt;iﬁ Ne:

286109

Manufacturing Batch No/BupoGunya napris N

TESTSAIOKATHHKH

STANDARDS/CTAHBAPTH

RESULTS/
PE3IYABTATH

6. Degradation products

content {L.C) (Yo mim /

BaticT npoaywrin

aerpajasil (zoMiniox)

{FX) (% rm/m):

-85 9780-1

-Y 32

1-Y33

-Y 31

-Y 1745

- Y 1765

- Any other degradation
products/ Byne-s#xa imua
JOMIMIES

- Total content of

degradation products/

Jaraneupit BMICT A0MILIOK

7. Unifermity of dosage
units for 8§ 9490-6 and A
1093 (L) ("6/1abel
claim) Qunoplaniers
ACTOBANHX OAHIMEE A
AePHHACHPAAY aprininy
{8 9490-6) ra amaoaunainy
{A 1095) (PX) (% sin
aagBaeHol KibkorT)
European Pharmacoposia
{2.9.40.)f Caporeiicsra
PapMakcaes (2.9.40.)

<05
<0,2
<0,2
<04
=04
0,2
=062

Stage/
Cranin

Number {ested/
Kimexicts Tabnerox

Acceptance criteria /
Kpurepil npuiiugraocti

Si

i

AV S 150%

32

+20 (30)

AVLI150%
03,75 M < each unit/ionua
o < 1,25 M

Servier {lreland} Industries LTI, Moneylands Gorey Road, Asldow, Co Wicklow, irelans
Teb: 4353 (&) 4062 20808 Fax: +353 {0) 402 20888 :.i -
Pirectors: Christian Bazantay {French}, Christian Ssuveur (French), John Redmond. &7

Company registered i Ireland No. 117246

80080 UKRI1 V2

4.12%
<0.10%
<, 10%

3.10%
<109
<0,10%
<{1.10%

4.22%




SERVIER (IRELAND} INDUSTRIES LTD.

Method ref/TIocunannn na memoo: DTC_S005985 PF T ,C'TRM} 5051 EN 4.0
Specification ref/Ilocunanns na cnegudivayiw: DTC_S005985 PF N SPE 15744 EN 3.0

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

FormultionJHicapcara dopma:
Tablets containing 10 mg of perindopril arginine {expressed as 6,790 mg of perindopril) and 13,870 mg of amtodipine besilate
{expressed as 10 mg of amlodipiney TaGnrerxy, wo MicTats 16 Mr nepunaonpHmy apriginy (o sianopinae 6,790 wr HepHHAOnPUAY) Ta
13,870 mr amnognniny Secuaary (10 pignosinae 10 Mr amiosuniny)

Packaging Lot No./Cepin Nu: Manufacturing Batch No./Bupofunua na;ﬂ‘i; Ny

312635 286109

TESTS/ STANDARDS/CTAHJAPTH RESULTS/

NOKAIHUKE PE3VIBTATHI

8. Dissolution (LC) Q=75 % ai 13 min for S 9490-6/

(%):/ Posyuunicrs Q=75 %3a 15 anunwy gan 8 9490-5

| (PX) (%) I— o gy I

Buropean Stage/ | Number tested/ | Acceptznce criteria/

Pharmacopoeia (2.9.3./ || Cragls | Kimskicrs Kpurrepi? apuituncrocti

Enponeticera TabneTox

Dapmarones [2.9.3.)
S1 6 Each unit is not less Guiit 80 %/ §

Komna ogunnna He Mesme 80 % | 102%

2 (D Average of 12 units {S1+52) is equal to or greater than 75 % |

and ne unit iz less than 60 %/ Cepenne 12 oqmnns {51+82)
Siaeme afie popipaoe 75 % vz wonsol ofpmemn Menmee 60 %

s3 +12 (24} Average of 24 units (81452483 is equal to or greater than 75 9,
no more than 2 uniis are legs than 80 % and no unit is less than
30 %/ Cepeane 24 oasmins {(S1+82+83) Sinrwe alo aopisnoe
73 %, ne Glastlie ABOX GAMEUIL Manwe 60 % 1a woanol
opuauN Memue 50 %

Thow, On Wikklow, !

Survigr {Ireland) Indug
Rt
Diregtors Clastian

80080 UKR1 V2
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SERVIER (IRELAND) INDUSTRIES LTD.

T semven

Method ref/flocunanns na memod: DTC _SH05985 PF T {TR_i15051 EN 4.4
Specification ref/flocunanns na creyupixanio: DTC_S005985_PF N _SPE 15744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-lIIPECTAPIYM® 10 mr/16 mr

Formulation//lixapenxa $opmas

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ tatnetxy, mo Micears 10 Mr nepuagonpany aprinivy (wo riznoninae 6,790 Mr aeprHacTpHAY) T2
13,870 »r amnoguniny Secunary (mo Bigmosinae 10 sy amstozsniny)

Packaging Lot No./Cepia No:

Manufacturing Baich No./Bupefunya naprig Ne:

312635 286149
TESTS/ STANDARDS/ CTAHIAPTH RESULTS/
TTOKAZHUKH PE3VIABTATH
8. Dissolation {LC) =75 % at 15 min for A 1095/
(%}:/ Posuunsicts Q=75%3a |5 xpumy nna A 1095
(PX} {%): P
European Stage/ | Numbertested/ | Acceptance criteria/
Pharmiacopoeia (2.9.3,) Cragis | Kinsxiors Kpurrepti spuitirraocti
Ceponaiichka TabaeTOK
Dapmarones {2.8.3.}
51 & Each unit is not less than 80 %/
Komes: omsuis ne menue 80 % 99%
82 +6 (12} Average of 12 units {§1+82) is equal to or greater than 75 %
and no wnit is less than 60 %/ Cepenne 12 omumsmus (S1+82)
Oinswe 860 gopirmroe 75 % ta swommol oaununi Menme 60 %
83 +12 {24) Average of 24 units {81+82+83) is egual to or greater than 75 %,
1o more than 2 units are less than 60 % and no unit is less than
50 %/ Cepenne 24 ogunuun (81+82+83} Ginbate afio aopissoe
75 %, ne Ginnwre 3poX OoMEHUE Menms 50 % Tz woamol
ofnEEy MeHme 50 %
ANALYSIS / AHAJID3 : 22/10/2020
Batch a?ﬂpmdi??{’i;a;“iﬁ npritHATa
: f}@: ff: e '}
Analytical Services Manager/ T e K
Menemxep n[o KOHNTROMIO  Ta  aHamisy  axoow TMichael  Byme/  Mixaeas  Bipue
Servier (Ireland) Industries LTD. Moneylands Gorey Hoad, Arklow, Do Wickiow, lrelanidl, ™
Tel: +353 {0} 402 20800 Fax: +353 (0) 402 20888
Direstors: Christian Bazantay {French), Christian Sauveur {French), Johin Redmond,
Company registered in reland Ma. 117246
8008C UKR1 V2
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. SERVIER (IRELAND) INDUSTRIES LTD.

L — T

! hereby declare that the abovementioned information is reliable and accurate. This batch of
products was manufactured {(inchiding packaging/labeling) and its quality control was made al
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/

Linm 1 3acsiauyio, Mo HaBeneHa suie indopmanis € 1ocToRipHoie 1a TouHOK. Lo cepito
npogykiit Gyno prpobneno (MUTHOUAIOTH MaKYBARHA/MADKY BAHHA} TA [TPOBEIEHO KOHTPOID
it srocTi Ha BulilelazHavekill ZinpHUI ¥ NOERIH BignoeianocT 3 sBiMoraMu GMP,
BCTRHORMEHEMA MICHEBEM PETYIATODHUM OPr3HOM, 4 TAKOK BLANOBIAHC A0 cnewudivalii,
o MicTSTRC ¥ peecTpalifitomy nocee. Hpotoxonn supoSHayTea, TaKYBaHHS Ta adanizis
Gysc DEPernsHYTO T BCTAHOBACHO BhgroB nuicTy GMP,

Date of batch release/ Jata sunveky cepif 17/11/20

Name and Pesition/Title of person autherising the Baitch Release/ Tipisemue ta nocaga/
3BaHiA 0co0H, AKa BAJANA A0IBLT HA BHITYCR cepii

{1 Dr Blanaid Bowes, Qualified Person/ Bignosijgamsuaa ocoba
{1 Ms Christine Farrell, Qualified Person/ Biznosigansuz ocoba
{} Ms Ailbhe Wade, Qualified Person/ Bignosigannna ocoba

{1 Ms Carmel Kinsella, Qualified Person/ Binnoninansns ccoBa
[s},f%{?ﬂ; fenny Quinn, Qualified Person/ Bignosiaansua ocoba

,,,,, g 2
Signature/TTimmae | o e . ( (7, S o, Duted flara:

Finished product batch number/ Homeg cepli rovosore nikapcekore aacoBy: 312635

Servier {Ireland) Inddusisics LT, Moneylands Gorey Road, Askiow, CoWickiow, lreland.
Tel: +383 (0} 402 20800 Fax #3353 {0 402 20888
DHreetors: Chrtstian Bazantay {Frenchy, Christizs Ssuveur (French), John Redmond.
Company regisieted in Ireland Mo, 117246




JEPKIIKCITY KBA
JEPJKABHA CJIIYKBA 3 JIIKAPCHKIX 3ACOBIB
TA KOHTPO.TIO 3A HAPKOTHKAMM y m. KHEBI

syn. Bepesnskiscbka, 29, Kuie, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPIIOY 37079055

BUCHOBOK
npo siKicTh BBe3eHOro B YKpainy JikapcbKoro 3acody

23.02.2021 Ne 7631/21/26

BI-NIPECTAPIYM® 10 MI/10 MI'

(HaltMeHyBaHHA JiKapcskoro 3acoby 3rilHO 3 peecTpaniifHiM NOCBIIICHHSM)
ta6aerkn; mo 30 TabxeTok y konreiinepi s Tadrerok; no 1 KouTeinepy B Kopobui 3
KAPTOHY

(hopma BHITYCKY, NO3yBaHHs, BUM NAKYBAHHA NikapceKoro acofy)
Homep peectpaniiisioro nocsinuerns UA/8748/01/04 crpox pif peectpauiiinoro nocsinuenns HEOOMEXKEHHI
Cepis nikapcekoro 3acoby Ne 315786 KinbkicTs BBE3eHOrO Jikapeskoro 3acoby 2918

BupoBHuk Cepg'e (Ipmaupis) Inmacrpic JIT, Ipnanis

(naitMenyBanHs BUPOGHMKA NiKAPCHKOTO 32C00Y, Kpaina MOXOMWKEHHA)

Baeseno B Vipainy Topapucrso 3 06Mesxenoo BitnosizaapuicTio "CEPB'E VKPATHA",
inenr. kox: 33643340

(najiMenyrasn Ta koa 3a €PTIOY ropunuynoi ocobu alo npizruile, iM'a, no Gatekosi §iznuHol
0cofY - TiAnpHeMI, T MicLe MPOXUBAHHA Ta peecTpalliiinuit HoMep 06aikoBOT KAPTKH NIATHIKA
MoAaTKiB 200 cepis Ta HoMEp Nacnopra)

Tpotoxon Bizyansnoro kontposmo Bia 23.02.2021 Ne 578/4.

3a pesynbTaTaMM JIEPKABHONO KOHTPONIO BCTAHOBNEHO, IO Jikapehkuid 3aci  BBE3eHO B Ykpainy 3
JOTPHMAHHAM BuMOr 3aKOHOIABCTBA LUOMIO sabes3nevueHA AKOCTI NiKgPebkKX 3acobiB.

Hawanpuuk

Miuxkona XOJIOTEHKO

(migmuc) (ininian ra npi3euie)

(nocanosa ocoba opfil
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SERVIER (IRELAND) INDUSTRIES LTD.

soavEn

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCT] NIKAPCbKOIO 3ACOBY

Name of the Manufacturer & Address /Hasea ta Servier (Ireland) Industries Ltd/Cepr'e {Ipnannis)
anpeca BUPODHIKA Iumacrpic Jtn

Moneylands, Gorey Road/Maninengs, Iopeit
Poyn,

Arklow/Apxnoy,
Co. Wicklow/Ko. Biknoy,
Ireland/Ipnanais
Name of Importer and Address/ Servier Ukraine LLC/TOB "Cepg'e Yikpaina"

Hassa Ta agpeca imnopTepa 41, Naherezhno-Khreshchatytska St./syn.
Habepexno-Xpemarnuueka, 41

Kyiv, 04070/m. Kuig, 04070
Ukraine/Yxpaina

Which Consignment of product is delivered/Bun Pharmaceutical Product/Jlikapcpkuit 3aci6
OPOAYKLIY, 0 HOCTAUAETHCH

Pharmaceutical form/Jlikapceka gopma Tablets/TabneTkn

Name of the Product/Ha3sa Jstixapcskoro Bi-PRESTARIUM® 10 mg/10 mg/

3acoby Bi-[IPECTAPIYM® 10 mr/10 mr

Dosage/Cuna xii 10 mg/l0mg / 10 Mr/10 mMr

Type and size of packaging/Bug ra poamip 30 tablets in the container for tablets; 1 container

VIIAKOBKH in the carton box/ mo 30 TabneTok y xonTeliHepi
A TabneTok; no 1 koHTeliHepy B kopoOmi 3
KapToxy

Finished Product batch number/Cepin rotosoro 315786
nixapcexoro 3acoby

Manufacturing date/Jlata supobaulTBA 12 2020
Expiry date/Tepmin npagatsocTi 12 2023
Batch size/KinpideTs y cepii 2,918 Boxes/ynaxoBok

Manufacturing Licence number/Homep minexsil M00068/00001
HA BUPOGHHUIITBO

Registration Number/Peectpaniiine UA/8748/01/04
TMOCBITNEHHA i

@/{ (A W 133807 05 06 27

4

5 iPage 1 of 7
Servier (Ireland) Industries L.TD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland;’.“.\ Fined @
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 2
Directars: Christian Bazantay (French), Christian Sauveur (French), John Redmond.
Company registered in Ireland No. 117246




e SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo: DTC_S005985 PF T CTR 15051 EN 4.0
Specification ref/Ilocunanna na cneyugpivayiio: DTC_S005985 PF N SPE 15744 EN 3.0

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

Formulation//likapetxa dpopma:

Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
(expressed as 10 mg of amlodipine)/ Tabnerxy, mo Mictars 10 Mr nepunaonpuiy apritiny (mo signosigae 6,790 mr
nepHynonpuiy) Ta 13,870 Mr avnoguniny Oecuiaty (1o Bigmoigae 10 Mr aMrogunisy)

Packaging Lot No./Cepia Ni; Manufacturing Batch No./BapoGnnua napria Ne:
315786 286130
TESTS/TTOKATHHKHA STANDARDS/CTAHIAPTH RESULTS/
PE3YJIBTATH
1.Appearance/ 3oBnimuiil BHIY White, round tablet engraved with 10/10 on one face Complies/ Bignosinae

and %5 on the other face/ Binoro KOJIB0PY, KpYTIIoi

¢dopmu tabnerxa 3 TucHeHHAM 10/10 3 ogHOro Goky
| Tt

T2 7 3 iHWworo
2. Identification of drug substances/
InenTuikauin giouux pewonHH The principal peaks (S 9490 and A 1095) in the Complies/Bianosigae
- 8 9490 and A 1095 by LC/ chromatogram obtained with the test solution have a
neprEnonpun (S 9490) ta amnogunia retention titme similar to that of the principal peaks in
(A 1095) meTomom PX the chromatogram obtained with the reference

solutiony/ Yac yTpHMaHHA OCHOBHHX MiKiB
(mepMuIONPUNY T2 AMNOAMNIHY) Ha XpoMAaTorpaMi
JIOCHLDKYBAHOIO PO3YHHY € iEHTHYHEM 10 Yacy
YTPHMAHHA OCHOBHHX THKiB Ha XpoMaTorpami
po3UMHY NOpiBHAHHS

Main spots (S 9490 and A 1095) identical in position,
colour and size for test and reference/ T'onobHi mmMu
(IepHUHIOONPHAY Ta aMIOARIIHY) TAEHTHYHI o
[IOJIOXKEHHIO, KOJILOPY TA pOaMipy A
HOCITIUKYBEHOrO PO3YHHY | PO3UHHY NOPIBHAHHSA

- 89490 and A 1095 by TLC/ Complies/Bignosipac
nepunaonpun (S 9490) Ta aMnompmin

{A 1095) meromom TILX

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, [reland.
Tel: +353 (0) 402 20800 Fax: +353 (03 402 20888 5
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond. .
Company registered in Ireland No. 117246
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SERVIER (IRELAND) INDUSTRIES LTD.

Method ref/Ilocunanna na memoo: DTC_S005985 PF T CTR 1 5051 _ EN 4.0
Specification ref/Ilocunanns na cneyuiiayio: DTC_S005985 PF N SPE 15 744 EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-HPECTAPLYM® 10 m1/10 nar

Formulation/Jlixapcrka gopma:

Tablets containing 10 mg of perindopril arginine

{expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate

(expressed as 10 mg of amlodipine)/ Tabnerxy, mo mictars 10 Mr TIEPHHICIPHITY aprididy (1o signosigae 6,790 mr
nepurcnpany) Ta 13,870 Mr amnomaniny Secunary (wo Bignoninas 10 Mr AMITOTHTIIHY)

Packaging Lot No./Cepin N::

Manufacturing Batch No./Bupo6arua napris No:

315786 286130
TESTSTIOKAIHHUKH STANDARDS/CTAHJIAPTH RESULTS/
PEIYJALTATH
3. Average mass (mg) Cepeann 197.6 to 218,4 (95 % to 105 % of theoretical mass of 208 207.6mg/mr

maca (mMr)

4. Microbiological quality (skip
testing)/ MikpoGiosoriana
uHcToTa (CKiM-TECTYBAHHA)
European Pharmacopoeia (3. 1.4.,
non-aqueous preparations for oral
use/ €pponeiichka Gpapmaromnes
{3.1.4., nesodui npenapamu onn
REPOPanbHO20 3ACIMOCYEaHNS)

5. Drug substances content (LC)
(mg/tablet)/ BmicT girouux
peuoBun (PX) (mr/1a6a,)-

S 9490-6/ mepuHACIIPIITY aprikin
(5 9490-6)

- A 1095/ amnomuniu (A 1095)

mg)/ 197,6 no 218,4 (95 % ro 105 % Bix TeopeTuaHol
mack 208 mr) .

Total aerobic microbial count (TAMC) / 3aranbha KineKicTh
aepobuux Sakrepiit: < 10° CFU/g / KVO/r

Total combined yeasts/ moulds count (TYMC)/ 3aransta
KinekicTs rpubis: < 10° CFU/g / KYO/r

Escherichia coli: absence/l g/ sincytni v 1 1

3,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 ao 10,50 (95 % 1o 105 % Bix TeopeTHyHOrO
BMicty 10 mr)

9,50 to 10,50 (95 % to 105 % of the theoretical content of
10 mg)/ 9,50 no 10,50 (95 % no 105 % Bix Teopernunoro
Buicty 10 Mr)

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

*Skip Test - Not
Applicable

10.26mg/vr

* Skip test/Cxin TectyBanns, Passes/Bifnosizae, not applicable/e nporoanses

Servier (Irefand} Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow
Tel: +353 (0) 402 20800 Fax: +353 () 402 20888

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

80080 UKR1 V2

Company registered in Ireland No. 117246
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Method ref/llocunanua
Specification ref/IIocunanna na cheyupixayiro:

yia memod: DTC_S005985_PF_T_CTR_15051_EN_4.0
DTC S005985_PF_N_SPE_15744 EN_3.0

S PRESTARIUMY 10 mg/10 mg/ Bi-IIPECTAPTYM® 10 M1/10 mr

Formulation/Jlixapehka dopmas

T'ablets containing 10 mg of perindo
(expressed as 10 mg of amlodipine)/ Tabmn
nepangofnpany) Ta 13,870 mr AMICAHIIHY

Gecunary (o pignosigae 10 Mr amnoAHMiHY)

pril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate
CTKY, MO MicTATs 10 Mr MeprBRONpARY aprininy (o sisgopigae 6,790 Mr

315786

Packaging Lot No./Cepis Ne:

Manufacturing Batch No./Bapo6uuya napris Ne:

286130

TESTS/HOKAIHHKH

STANDARDS/CTAHJAPTH

RESULTS/
PE3YJLTATH

6. Degradation products

content (LC) (% m/m) /

BuicT npogyKTiB

aerpagaugi (1oMilox)

(PX) (Yo m/m):

- 89780-1

-Y 32

-Y 33

-Y 31

-Y 1745

-Y 1766

- Any other degradation
products/ Byap-fxa inua
JIoMilIKa

- Total content of

degradation products/

3arasnsHuH BMICT AOMIIIOK

7. Upiformity of dosage
units for S 9490-6 and A
1095 (L.C) (Yo/label
claim)/ OanopianicTs
AG30BAHNX OJHHMUb JJIA
NePHHIONPHTY apriHiyy
(8 9490-6) Ta amuoaBNiHY
(A 1095) (PX) (% Bin
3afB/IEHOT KLIBKOCTI)
European Pharmacopoeia
(2.9.40,)/ €pponeiicbxa
apmakones (2.9.40,)

=<0,5
<02
<0,2
<04
<04
<0,2
<02

Stage/
Craais

Number tested/
KinekicTs TaGneTok

Acceptance criteria /
Kpurepii npuiinaTHoCTi

S

10

AV <150%

52

+20 (30)

AV £15,0%
0,75 M < each unit/xoxHa
oaMHdLA S 1,25 M

<0,10%
<0,10%
<0.10%
0.10%
<0,10%
<0,10%
<0.10%

0.10%

3.2
3.7

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, Co Wicklow, lrejféan'd.' ]
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888 a =N
Directors: Christian Basantay (Freuch), Christian Sauveur {French), John Redmond.

Company registered in Ireland No. 1 17246
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SERVIER (IRELAND) INDUSTRIES LTD.
%%‘ ,,,,, e . e T _ .

Method ref/ITocunanna na memad: DTC _S005985 PF T CTR 1505 1_EN 4.0
Specification ref/ITocuranns ug creyudirauio: DTC $005 985_PF N _SPE IS5 744 EN 3.0

Bi-PRESTARIUM" 10 mg/10 mg/ Bi-IPECTAPTY M® 10 Mr/10 mr

Formulation//Tikapceka thopma:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate

(expressed as 10 mg of amlodipine)/ Ta6nerxy, wo mictats 10 M IEPHEACHpHIY apridiHy (o siunosinae 6,790 mr NepHHACHpHIY) Ta
13,870 mr amnogsiny Gecnnary (o signosinge 10 pp aMmaomHniny)

Packaging Lot No./Cepin No: Manufacturing Batch No./Bupofuuua napria No:
315786 286130
TESTS/ STAN DARDS/CTAH}IAPTH RESULTS/
MOKA3HHUKH ' PE3VIIBTATH
8. Dissolution (LC) Q=75 % at 15 min for S 9490-6/
(%):/ Poszunnnicrs Q=75%3a 15 xeumun g § 9450-6
(PX) (%): . - — -
European Stage/ | Number tested/ Accepta}nce criteria /
Pharmacopoeia (2.9.3,)/ | | Cragis | Kinskicrs Kpurepif nputiuataocr
EBponielicexa Tabnerox
Dapmaxores (2.9.3,) . —
S1 6 Each unit is not [ess than 80 %/ g
Koxmz ornswn e menme 80 % 101%
52 +6 (12) Average ol 12 units (81+82) 15 equal to or greater than 75 %

and no unit is less than 60 %/ Cepeane 12 ogunmus (S 1+82)
Sinbine aGo nopiemoc 75 % Ta HOTHO! ONHHAMI MeHwe 60 %,

§3 +12 (24) Average of 24 units (S1+83453) |5 equal to or greater than 75 %,
N more than 2 units are less than 60 % and no unit is less than
50 %/ Cepeare 24 oy (814+82+83) 6imsure afo no piBHIOE
75 %, He Ginpie gpox OOHHANE Merme 60 % Ta xommoi

_L oaueri Merme 50 %

Servier (Ireland) Indusities LTD., Moneylands Gorey Road, Athlow, Co Wicklow, Ireland.:_i e . ,;", TAIERL
Tel: +353 (0) 402 20800 Fax: +353 (0) 4412 20843 e
Birectors: Christian Bazantay (I'rench), Christjan Sauveur {French), John Redmond.
Company registered in beland No. 1 17246
80080 UKR1 V2




SERVIER (IRELAND) INDUSTRIES LTD.
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Method ref/Tlocunanna na menod: DTC_S005985_PF_T_CTR 15051 EN_4.0
Specification ref/Ilocunanns na cneyupixauio: DTC_S005985 PF N SPE 15744 EN 3.0

Bi-PRESTARIUM" 10 mg/10 mg/ Bi-IIPECTAPTYM® 10 mr/10 mr

Formulation/Jlikapcuka dopma:
Tablets containing 10 mg of perindopril arginine (expressed as 6,790 mg of perindopril) and 13,870 mg of amlodipine besilate

(expressed us 10 mg of amlodipine)/ Tabnetku, mo mictars [0 Mr nepusonputy aprininy (woe sinnosiae 6,790 ur IEPVHACHPHIY) Ta
13,870 mr ammoguniny Secrurary (1uo innorigae 10 mr aMnonuniiy)

Packaging Lot No./Cepin Ne: Manufacturing Batch No./Buposanua nmapris No:
315786 286130
TESTS/ STANDARDS/CTAHJIAPTH RESULTS/
INOKA3ZHNKH PE3YJILTATHA
8. Dissolution (LC) Q=75%at 15 min for A 1095/
(%):/ PosunnnicTh Q=75 %3a 15 xewind i A 1095
(PX) (%0): -
European Stage/ | Number tested/ | Acceptance criteria/
Pharmacopoeia (2.9.3.)/ Cragia | Kinekicts Kpurepif npuinariocti
Caponeticska TabneToK
Dapmaxoues (2.9.3)

S1 6 Each unit is not less than 80 %/

Kokna opgnanus He medie 80 % 99%
S2 +6 (12) Average of 12 units (81+52) is equal to or greater than 75 %

and no unit is less than 60 %/ Cepeaue 12 opunmus (S1+52)
Ginewe abo popisHpE 75 % Ta wonHOT ondHKLE MeHuIe 60 %

53 +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 %/ Cepenne 24 opuunup (81+82+83) Ginsine abo mopiBHIOE
75 %, ze Ginslne aABox oasEMLE MeHure 60 % Ta xonHol
onuHHLi MeHme 50 %

ANALYSIS / AHAJIIZ : 21/12/2020
Batch accepted/ITaprjy npuiiHata

/
Analytical Services Manager / i \_ S
Mene/pkep 0 KOHTPOMIO T4  @HAM3Y  AKOCTI {_Michatl  Bymne/ - “Bipue,

Mixaeme: -
/_.jf—';_ 3 [3,

X
A
RNSTI
i

Servier (Ireland) Industries LTD., Meneylands Gorey Road, Arklow, Co Wicklow, lrelamd
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), John Redmond
Company registered in Ireland No. 117246
80080 UKR1 V2




SERVIER (IRELAND) INDUSTRIES LTD.
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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/

Lum a sacinuyio, 1o HapeneHa Bumle iHpopManis € OocTOBIPHOK Ta TouHOW. Lo cepio
npostyxuii 6yno supobneHo (BKMOYAOYK NaKYBaHHA/MapKyBaHHs) Ta IPOBE/IEHO KOHTPONb
ii AxocTi Ha BMMEsasHaYeHid AinpHUL] ¥ HORHIN BiaOBigHOCT] 3 BUMoraMn GMP,
BCTAHOBASHHMH MICUEBIM PETYIATOPHUM OPraHOM, a TaKOX BIIMOBIIHO 10 creLmbikarii,
o MicTsThCs Y peecTpaniitnoMy aocke. [TpOTOKONM BUPOOHUNTEA, TAKYRAHHS T4 AHAMI3IB
OyI0 MEPETIAHYTO TA BCTAHORIEHO BiANOBifHicTE GMP,

Date of batch release/Mata Bumycky cepii 13/01/21

Name and Position/Title of person authorising the Batch Release/ ITpiasnige Ta nocana/
3BaNNg 0co0n, KA BHJA1a J03BiN HA BHITYCK cepil

[] Dr Blanaid Bowes, Qualified Person/ Bianosizansaa oco6a -
[] Ms Christine Farrell, Qualified Person/ Bignorigansua ocoba
[1 Ms Ailbhe Wade, Qualified Person/Bignosinansua ocoba

[¥” Ms Carmel Kinsella, Qualificd Person/ Bigmorigansaa oco6a

[1 Ms Jenny Quinn, Qualified Person/ Bimnosiganeaa ocota

Signature/Tligmac _ { bcm( 2! k;g@ Date/flaza: ,7:”02.121

Finished product batch number/ Homep cepii rotrosoro nikapcekoro sacoby: 315786

Servier (Ireland) Industries LTD., Moneylands Gorey Road, Arklow, CoWicklow, Ireland;™
Tel: +353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazantay (French), Christian Sauveur (French), Jehn Redmond.
Company registered in Ireland No, 117240




JEPAJIIKCITY KBA
JAEPKABHA CNIYAKBA 3 JIIKAPCbKHX 3ACObBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

By Bepesuskincoka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-52
E-mail: dls.kyiv@dls.gov.ua,https://www.dls gov.ua, Koa C€JIPTIOY 37079055

BHCHOBOK
Npo AKIiCTHL BBe3eHOro B YKpainy JikapcsKoro 3acody

08.02.2023 Ne 5490/23/26

BI-TIPECTAPIVM® 10 MI/10 MI”

(HafiMemyBRIIA NXAPCLEOrD 32000y 3rANG 3 PeCCTPAMIHMM NOCBIIMEHHAM)
Tabaersn; no 30 Taéaeror y Kouteiinepi naa tabaeror; no 1 koureiinepy B kKopodui 3
KAPTONY

(thopMa RHNYCKY, A0IYRAHHA, KL NAKYRIHHA MKAPCRKOND 3ac00y)
Homep peceTpauiiinoro nocsiMcHia UA/ST748/01/04 CTPOK Aii peccTpauiitnoro NoceiIMeHHA HeobMemxeHH
Cepia nikapesxoro sacoby Ne 715324 Kinbxicts BBe3eHoro nikapeskoro sacofy 15840

BupobGunk Ceps'e (Ipnanaia) Inpacrpic Jlra, Ipnanais

(mafimeiysanns BHpodnnKa MKapcerore sacoby, Kpaiia NoxoIKCHHA )

Beeacno & Yipainy Tosapucreo 3 odmexenoo sianosizaasnicrio "CEPB'E YKPAIHA",
inenT. koa: 33643340

(raimerysanna 1a xoa 3 EIPTIOY wpuanwanol ocobn abo npissmuge, is's, no Garsroni dasseiei
ocolu - nianpuesua, 1 Micue IpoKHBAHMA Ta peceTpawifingii nosep obnikopol kapTey MIaTHIKD
NOAATKIE aB0 Cepid Ta HOMEP NACTIOPTA)

3a  peaynrTaTAMM  ACPHABHOIG KOHTPONK BCTAHOBNEHD, W0 Mikapchkuii  3acid  meeaewo B Yepainy 3

AOTPHMAHHAM BHMOT 33KOHOMABCTER W00 3a0CINCUCHHA AKOCT] AKAPCRKHX 33C0018.

Hauansuuk Murona XOJIOJEHKO

(nocagosa ocoba opramy ASPRABHOT KONTPOMIO) (nianuc) (Tmiiani Ta mpiasmMe)

ML.IL




DocuSign Envelope ID: 4068968B-6100-4263-A209-DESDTBFBEF14

*
= SERVIER

CERTIFICATION OF QUALITY PHARMACEUTICAL PRODUCT/
CEPTU®IKAT AKOCTI NIKAPCBKOrO 3ACOBY

Name of the Manufacturer & Address /Hassa Servier (Ireland) Industries Ltd/Cepe'e

Ta aapeca BUpoGHIKA

Name of Importer and Address/
Hazea 1a agpeca iMnoptepa

Which Consignment of product is
delivered/Bia npoaykuii, Lo nocTayacTses

Pharmaceutical form/Jlikapcexa dopma

NWame of the Product/Hassa nikapcekoro
3acoly

Dosage/Cuna aii

Type and size of packaging/Bua Ta poamip
YNAKOBKH

Finished Product batch number/Cepis
roToBOrO AikapcLkoro sacoby

Manufacturing date/[lata supoGuinurea
Expiry date/Tepmin npuaatiocTi
Batch size/Kinexicts vy cepil

Manufacturing Licence number/Homep
niuensii na pupoGHULTBO

Registration Number/Peectpauiiine
noceigMexHa

{Ipnanaia) Ingactpic Jlta

Moneylands, Gorey Road/Maninenas, l'opeii

Poya.

Arklow/Apknoy,

Co. Wicklow/Ko. Biknoy,

Ireland/Ipnannis

Servier Ukraine LLC/TOB "Ceps'e Vkpaina”

41, Naberezhno-Khreshchatytska St./syn.
HaBepexno-Xpemarnuexa, 41

Kyiv, 04070/w, Knis, 04070
Ukraine/Yipaina
Pharmaceutical Product/Jlikapcexnii sacif

Tablets/TadneTsun

Bi-PRESTARIUM® 10 mg/10 mg/
Bi-[TIPECTAPIYM® 10 Mr/10 mr

10mg/l0mg [ 10 mr/10 mr
30 tablets in the container for tablets; 1

container in the carton box/ no 30 Taénerox v
kouTeiiHepi A8 TabaeTok; no | KoHTefdHepy B

KopobL 3 KapTomHy
T15324

12 2022

12 2025

29,600 Boxes/ynakosok
MO0068/00001

UA/BT4B/01/04

Semvier (Ireland) Industnes LTD., Moaeylands Gorey Road. Arklow, CoWicklow, Ireland
Tel: =353 (0) 402 20800 Fax: +353 (0) 402 20888
Directors: Christian Bazaotay (French), Chnstian Sauvenr (French). John Redmond
Company registered 1 Ireland No. 117245

SERVIER (IRELAND) INDUSTRIES LTD.
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SERVIER (IRELAND) INDUSTRIES LTD.

Specification ref/lTocunanns na cneyugivayiro: D

Method refiTlocunanns wa memod: DTC S005

 S005985_PF_T_CTR_15051_EN_4.0

TC_S005985_PF_N_SPE_15744_EN 3.0

Bi-PRESTARIUM® 10 mg/10 mg/ Bi-TIPECTAPIVM® 10 su/10 mr

Formulation/. opma:

Ulikapeska
Tablets containing 10 mg of perindopril arginine (expressed as 6,790
(expressed as 10 mg of amlodipine)/ Tafinersa, mo wicrere 10 e

mg of perindopril) and 13,870 mg of amlodipine besilate

(A 1095) meromom PX

-5 9490 and A 1095 by TLC/
nepiHgonpun (S 9490) Ta amnogenin
(A 1095) meranom TIIX

the chromatogram obtained with the reference
solution/ Yac yrpssarius ocHommex nixie
(nepunmonpuny Ta annominiiy) na xpomatorpasi
ADCTLTEYBAHOTO POTIHIY € [AEHTHAILHM J0 9acy
YTPHMAHHA OCHOBHHX Dikin Ha xpomatorpasi
porasHy nopiexaana

Main spots (S 9490 end A 1095) identical in position,
colour and size for test and reference/ Tononmi nasus
{mpmnnmy Ta unmniu?r] inesTwani mo
NOAQEKLIND, KOTLOPY Ta passipy 414
AOCTAXYBIHOIG POISHIY | POIMHITY DopiBRMNE

aprininy (wo sinosinae 6,790 ur
nepungonpiry) ta 13,870 mr asaomniny Gechraty (mo sianosizac 10 ur aunogHniny)
Packaging Lot No./Cepin Ne: Manufacturing Batch No/BupoGusua uapria N
715324 708004
TESTSTIOKAIHHAKH STANDARDS/CTAHIAPTH RESULTS/
PE3YILTATH

LAppearance/ Jonnimnil murnay White, round tablet engraved with 10/10 on one face Complies’ Bitnosainae

and T on the other face/ Einoro xonsopy, xpyract

opsin Tabineca 3 TenenmaM 10/10 3 oaworo Goky

Ta 3 lnwore
2. Identification of drug substances/ : e
Lzesrrndixania slsowux pesosnn The principal peaks (S 9490 and A 1095) in the CompliesBignosigac
-SMMand A 1095 by LC/ chromatogram obtained with the test solution have a
nepramoupua (5 9490) Ta ascionmnis retention time similar to that of the principal peaks in

CompliesBinmoninae
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