BupoGHUUTBO TPOTYKTY, BUTYCK cepil:
Menokemi JITJL (LientpanbHuit 3aBon)
1-10, By:1. KoHCTaHTHHYMONEC,

HepBuHHe Ta BTOPUHHE NMaKyBaHHA:

Menoxemi JIT]] (3ason AZ)
2 Mixaen Epakneoc CrpiT,

WA R
WEDOCHEMIE

Axvioc Atatacioc Inaycrpianbna 30Ha,
Axcroc Atanacioc Jlimaccon, 4101, Kinp
Jliuensis Homep: 032
HBIT Ceprudikat Ne: MEDAZ/2022/001

CEPTU®IKAT SIKOCTI

Mpenapat: PAMIME[(®, TabiieTkut 1o 10 mr

Vnaxoska: no 10 taénerox y 6mictepi, no 3 Gricrepy B kopoOui

Cepis Ne: EBF034
[Nokyneub:

«TOB «X®K «Biokon» YkpaiHa

[MpuaaTHAH 10:

HominapHuii BuMicT: 1 TabneTka MiCTHTb: paMinprity 10 mr
Po3mip cepii: 6666 ynakoBok
PeeccTpallifiHe MOCBiYEHHA B Yipaini: UA/10153/01/03

Jlimaccon, 3011, Kinp
Jliuensis nomep: 032

HBIT Ceprudikar Ne: MED01/2021/001

Jlata BUpoOHUUTBA! 06/2024

06/2026

Tloka3zHHKH Bumoru cnietpdikanii PesyabTaTH 4‘

Onuc Bini abo maixke Gini xamcysnonoai6Hi nnocki Tabnerkn Ge3
OGOIOHKH 31 CKOIIEHUMH KpasMH, 3 PHCKOIO 3 onuiei croponu | Bianosinae
a 1o 0GomM Gokam Ta HaanucoM «Réx, posmipamu Gnuseko 11,0
X 5,5 MM.

InenTudicanis Yac yTpuMaHHf  TKY paminpuiy  Ha xpomarorpami
BUNPOOYBAHOTO ~ PO3YHHY  MOBHHEH piznopinath  uacy | Binnosinae
yTpUMaHHs MKy paMminpuiy Ha Xpomarorpami CTaHIapTHOrO
PO3UMHY.

OnuopianicTs Binnosixuo no €sp.®. 2.9.40 2,8

[030BAHAX OANHUIb

Cepenus Maca 260 mMr£ 5% 260,3 Mr

Ta0JETKH

Po3nagaHus He 6inbiile 15 xBunuH 2 XBUIIHHH

CrinkicTb TabneTok | He menwe 30 H 86 H

110 PO3JAB/IIOBAHHS

CrupaHicTb He 6inewe 1,0 % 0,1 %

Kiapkicne 95 — 105 % paminpuiy Bill HOMIHANBLHOTO 99,5 %

BH3HAYCHHS

CynyTHi JOMIlIKH JOMILIKH A (paMinpuiy MeTHioBui edip) < 0,5% He BUsiBIEHO
nomiwky B (paminpuiy isonporninosu# edip) £0,5% He BUABIEHO
nomiwky C (rexcariapopaminpui) < 0,5 % He usBICHO
nomimxu JI (paminpui aukeroninepasut) < 0,5 % 0,192 %
pomitky E (paminpun-aiaumn) < 0,5 % He:BuaBnCHO
KoxKHOT Hesigomol nomiky < 0,2 % He B"’;BHGHO
Cywma Beix gomimoxk < 1,0 % 0,192 %

Po3urHeHHSA He menwe 75 % (Q) 3a 30 xBUIt1H 100,4%

MikpoGionoriuna TAMC - ne Ginswe 103 KYO/r <10 KYO/r

YHCTOTA® TYMC — ne Ginsiue 102 KYO/r. <10 KYO/r
Escherichia coli 6yTu BircyTHi B 1 T Bixnosizae J

* He npogodUMbCA NPU DYMUNHOMY ananisi

[lum 2 3acBigvyo,

0 HaseleHa BUIIE

indopmatlis € IOCTOBIPHOIO TA

BUpOOJIEHO (BKJIIOUAIOUH NaKyBaHHs/MapKyBaHHs) Ta TIPOBEJIEHO KOHTPOJIL i skocti

NiNbHULL Y MOBHIH pignosigHocTi 3 BUMOTA
TAaKoXK BLAMOBIAHO 10 crieuudikauid, wo MicTATECS Yy peecTpaul

supoGHika a6o KpaiHu-iMropTepa, Ko NpOAYKIiIO IMIOPTOBaHO, ab0 y AOCKE CHIELH

I JOCHiZNE oro Jikapcekoro 3acofy. IlpoTokonu
% P gyt . . e
nepersy Qg,‘r Hﬁ?mug signosiguicte GMP.
o

BHpO6HI’I uTBa, MNaKyBaHHA

K.Hixonay Hara: 21.1

Tounoio. Lo cepito mipoaykuii 6yno

Ha BUWIE3a3HaueHiH

My GMP, BCTAHOBJIGHHMH MICUEBHM PErylsTOPHUM OpratoM, a
iitHoMy pocwe abo Toproilt nineusii kpatHu-

¢ikauiit Ha npenapat
ta ananizip Gyno

1.2024




TEPKABHA CJIIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU ¥ KHIBCHKIN OBJIACTI

npos. Ceitananol Haail, 3, m.Kais, 02099, ten/pakc: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
fIpo AKICTH BRE3eHOro B YKpainy nikapchKoro 3zacody

03.02.2025 Ne 2583/25/10

PAMIMEJ®

(HafiMenysaHHd Aikapchkoro 3acofy 3riado 3 peecTpaniifain nocaingennan}
tabaerkn no 10 mr; no 10 rabaerox y GaicTepi; mo 3 daicrepn B.kaproumiii xopodui

(thopaia BHIYCKY, AO3YBAHHES, BHI NAKYBAHHS JiKapoRKoTo 3ac00y)

Homep peectpauiitiioro noceinuenns UA/10153/01/03 cipox aif peectpaniiizoro nocsinenns 01.01.2099

Cepix mixapesxoro sacoby Ne E8F034 Kinexicts BRE3EHOrO NiKapesKoro 3acoby 144
Bupofuuk Megoxemi JITH (Lenrpansauit 3agoz), Kinp
{naitsenyB2auHa BHPOTHHKA NiKapceKOro 3acody, Kpalks NOX0aKEHR)
Beesero B Yipairy Cuinene ykpaiHehKo-eCTOHChKe HiANPUEMCTBO ¥ GopMi ToBapHCTBA
3 ofmexero10 Bignosigansnictio "Onrima-@apm, JITI", izeur. xon:
21642228

(nafimeHysanss Fa kox 32 EAPIIOY roprmmgHol ocobu abo wpiseiume, iM'a, no 6arpkesi himno)
ocofid - miznpitemod, T Micue TpoKHBAHHA T4 peecTpaliiiuni Komep 00nikOBOT KAPTKY TWIATHHER
nogaTriz a6o cepin Ta HoMep nacnopra)

TIpoToKo Bizyansnoro xontpomo sin 27.01.2025 Ne 1175/25.

3z pesymeTaTAMM HSPHABHOIO KOHIPOMIO BCTAHOBAEHO, WO Aixapcekuil 3aci6  Breseno B Ykpainy 3
JOTPHMANMAM nuMor 32K0HOAZACTRA M0N0 3a6e3NeYeHHA IKOCTL TiKAPCHKIX 3acobiB.

Osnera EPBOMEHKO

{ininiamy Ta-npizpmue)




AEPKABHA CJIYKBA 3 JIKAPCLKWX 3ACOEIB TA KOHTPOJIO 3A
HAPKOTUKAMMH Y KHIBCBKIH OBJIACTI

npos. Citnuanoi Hazii, 3, v.Kiis, 02099, Ten/paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Ko €IPITOV 37078774

BHCHOBOK
PO SKICTH BBE3EHOro B YKpainy sikapcnroro 3aco0y

06.12.2024 Ne 62891/24/10

PAMIMEI®

{HaiiMenypouHR Mikapcnkoro 3acoDy 3rigHo 3 peecTpariiieam HOCBiAMEeRHAM)
Tabaerkn no 10 mr; no 10 raéserox y 8aicrepi; no 3 daicteps B kapTouHiit KopoGui

{thopma sunycky, AOAYBAHHS, BT H3KYBAHHA MKAPCLKOTe 3acoby)

Homep peecrpaniiinoro nocsimuenns UJA/10153/01/03 CTPOK Aif peectpaniiitore nocsigyenus 01.01.2099

Cepis nikapcsxoro 3acoby Ne ESF(035 Kinpxicrs BRé3eHOrD flikapeskoro 3acoby 1152
BupoGramk Megoxenmi JITIL (Llerrpansauit 3asox), Kinp
{Hafimenypanus papoBHsika fAikapeskoro 3acoby, kpaina noxomaera)
Breseno 5 Yipainy Crinbne yxpainerko-ecToncEKRe NiANpHEMCTBO Y Gopsii ToBapucTea.
3 ofMeReHo10 BignoBiganLHiCTIO "Onriza-Papm, JITO", inenr. wox:
21642228

(uofisenryranna Ta kog 32 CAPTIOY TopstnuyHol oce6y abo nipiseinye, iM'g, 110 GaTsKOBI disnunai
ocobH - mianpemus, i Micne IIPOKHBAHRA T4 peecTpauifinii HoMep o8aikopol kapTEH naTHIKG
noaarkir abe cepis Tz Homep nacnopra)

Iporoxea sizyansuore sourpomo six 29.11.2024 N» 3782/18.

32 pesyawTatamy  gepiamioro KOHTPOMOQ  BCTAHOBNEHO, INQ GHikapcskuil 3acif  BBcieHo B Vipaiuy 3
AOTPHMAHHAM BHMOr 3aKOHOLABCTED MIOAO 326e3eaeHuR SKOCTE AiKapeEKNX 3acobin,

Onsra EPBOMEHKO

kouTpome) " (ninmue) (imiviam: Ta'npissimue).
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Flepsuire Ta BTOPHHHS NAKYRRHRA
Mezaoxemi T (3ason AZ)

2 Mixaes Epassicoc Crpit,

Askioe ATaHacioc Iy CTPILIBI 30HA,

Axumoc Aranacioc Hivaccon, 4101, Kinp
Jlinensis vostep: 032
HBIT Ceprudicar Nt MEDAZ/2022/001

CEPTHOIKAT AKOCTI

Itpenapar: PAMIM EJ1%, rabaercs no 10 Mp
Viakoska: 110 10 Tabrerok y Gaicrepi. 1o 3 Gaicrepn B kopodit

Cepist No: EBF0335

Nokynens: «TOB «XOK abiokony Yepaina
Hominansanlt ssicr: |rabierka sieTyTh: paminpuay 10 se
Possip cepilt 6666 ynakoBoK

Peccrpaniiine nocsizucuns n Yipaini: UA/10153/0] /03

Jiara BHpOOHHILTBA:

[Npuaarini go;

BupoGusurso npoaykry, BHNyCK cepii
Megosenmt JITJL (Lienmpassnnit 3asoa)
110, sy, Koncranrunynoaee,
Jhimaceon, 3011, Kinp
Jlinensia tomep: 032
HBIT Ceprnpicar Nt MED01/2021/001

0672024

0672026

AVIOBRHIEY OAHHHUD

floxasHnku Bumorn crenndiraniy Pesviany
Onune Gini aGo wmatke 6ini kancynonopiGpi nnocki tabaetkn Ge3
OBONOHKM 3i CKOLWICHUMH KPAAMH, 3 PHCKOIO 3 OAHICT CTOPOHH Bianosinae
T4 110 0GOM GoKan Ta HAAIHCOM «Rd», posmipasu Gameko 11.0
X 3,5 MM,
- Lnearudgikanin Uac  yrpuManus 1Ky paminpaay  Ha ApOMETOTpani
i BUITPOBYBAHONO  POBMKIY  HOBHHCH gignonizars  wacy | Bianosiac
yIpHMAHH NiKy paminpiy da XPOMETOrpami CTARIAPTHOO
‘ pozuHHY, B D
+ Qunopiaiicrhs Bixnosinno a0 Cop.h. 2.9.40 2.7

CepeiHs Maca
ralaerky

260 v 5%

Posnanaung

260.7 s

He Ginbige 15 XsHOHH

Co XA

Crrdfiriets Tabaeror | He menme 30 H 83 H

;10 PO3EABIOBANS , |
Crapanicts He Gianiue 1,0 % 0,1 % .
Kinvxicne 953 - 105 Y pasinpruty 8L HOMIHAALHOTO 98.6 Y%
BH3HAYCHES

CynyHi 1oMilIRA

i

AOMItIKH A (parinpiury seernnonnit edip) £ 0.5 %

nosimn C (rexcariapopaminpsn) £ 0.5 %

nosinikn J§ (paminpia akeroninepasuit) < 0.5 %

aomign B (pasinpui-aia) £ 0.5 %
ROWHOT HeBi LoMoT nosimkn € 0.2 %

Cyma beix gomimok £ 1,0 %

Fle BHaBacHO
He puspneHo
He suaBICHO
0,226 %

He suasiacHo
He sHARICHO
P 0226 %

Pozmmienns He menwe 75 % (Q) 2a 30 xpuans 1 1008%
MikpoOGioaorivna TAMC - ne Ginsine 107 KYOIr <10 KYOQir
aueTOTA® TYMC - ne Ginsine 102 KYO/P, <10 KYO/r

Escherichia coli Oyt sijieymip Ve

Bianosiaae

® ¢ BPOBGANNBEA NPY PARIGBIOMY aneial

Ll s 3aeniauyio, 1o uaseiena siie iHhopmalis € A0CTORIPHOIO T4 TOUHOHW), Lo cepito npoayruii dyio

BHPOBACHO (BKAIONAITY NAKYBAHHA/MAPKYBAIHAY T4 NPOBLAZHO KOWTPOAL T oaxocti Ha sulHesasHauedif
Alsbhuid y nosuiii signosiaroeti 3 sumoramu GMP, BCTaNOBICHHAMI MICUCBHM PCFYJATOPHIM Opraton.
TAKOK BIANOBLING KO cnenuikauiil, 1o MiCTATECH ¥ peccTpaniiiiomy 20¢he abo toprosiit ainewsil kpain-

sipodiuka ado K
A Aoenisy
fepersy

Y o]

S~ IMIOPTEPA, SKULD NPOYKNIO IMAOPTORAHO, 800 ¥ A0CH cnenmdicauiil na npenapar
Mapcbkoro  sacody. Tlporoxoan  supoOuHITER, 0aKyBakHy T4 ananizis  Gyno

Hara: 24.07.2024
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Primary and secondary packing:

Medochende LTD (Factory AZ)

2 Michael Erakleous Street, Agios Athanassios

Industrial Area, Agios Athanassios, Limassol 4101, Cyprus
License napber: 032 License number: 032
GMP Certificate No: MEDAZ2022:001 GMP Centificate Not MEDG202 11008

CERTIFICATE OF ANALYSIS

MEDOCHEMIE Manufacturing in bulk, batch release:
Medochemie LTD (Central Factory)
110 Constantinoupoleos Street
Limassol, 3011, Cyprus

Product: Ramimed, tablets 10mg

Pack: 10 tablets in blister, 3 blisters in carton

Batel No: F8FQ35

Customer; LTD "CPC" "BIOCON" UKRAINE
Label claim: Ramdipril 10 mg per tablet

Batch size: 6,666 packs

Registration certificate in Ukraine: UA/10153/01/03

Manuf, Date: 06/2024

Expiry Date: 0672026

ANALYSIS PERFORMED SPECIFICATIONS RESULTS

C White 1o off-white, capsule-shape, un-coated, flat tablets, X

h | Appesrance 11.0 % 5.5 mm, seored on one side and side walls, Conforms

¢ marked Rd,

in 1 sl il chivaes e same retenti -

o | 1dentification HF’LC »pt.di'» for !.iarxmprxi &ho“? the same retention tme Conforms

as that for the reference standard

o .

o | Uniformity of dosage unity Complics with EP 2,940 2.7

Py Avera ge weight 260 mg = 5% 260 Ty,

Disintegration Not more than 15 minutes 2 minutes
a | Hardness Not less than 30N 83N
§ Friability Not more than 1,0% 0.1%

Assay 93.0% - 105.0% of the labelled wnoumt 98694

s A¥in

Release limits

Related substances fmp. A (Ramipril methyl ester)NMT 0.5% Not detected
P | Release limits Imp. B (Ramipri] isopropyl ester) NMT 0.5 % Not detected
h Imp. O (Hexalydroramipri) NMT 0.5 %% Not detected
v Imp. D (ramipril diketopiperazineg) NMT 0.5 % 3.226%
s Impurity E (Ramipril diacid) NMT 0.5 %o Not detected
i Single unidentified impurity: NMT 0.2 % Not detected
¢ Total impurities: NMT 1.0 % 0.226%
a
1

Dissolution

Not less than 75.0%(0) of the labelled amount of
Ramipril is dissolved in 30minutes

100.8%

Microbiological Controf*

Total Aerabic Microbial Count: NMT 10° CFU/y/
Total combined Yeast'Mould Count:NMT 10° CFUg
Absence of Escherichia coli: Absent from 1g

< {0 c.fufg
< Hefudp
Conforms

* Not Rowtinely Performed

Herebw Tconfirm the above mentioned information is complete and aceurate, The batch was manufactured (including
packing/marking) and inspected for quality in the above mentivaed site in strict correspondence 1o GMP requirements,
established by regulatory authoritics and also in accordance svith specifications included into the Master File or trade
licence of manufacturing or importing country, if the products are imported, or in the Drug Master File for drug Tor an
investigation medicinal product. Reports on production. packing and analyses were reviewed and the conespondence
with GMP established.

}7/ g
Qualified I’ersm:..w@?r 1§€M ........... K.Nicolaou Date:24/07/2024.

i

VEDOCHEMIE LTD
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