Hepsutine 7a nropame nakyBauus: BupoBnuurso nponyxry, BHITYCK Cepil:

S Meackemi JTJL (3anon AZ) Megoxemi JITH (Heurpanmumii Janon)
PR e 2 Mixaen Epaxacoc CIpiT, E-10, sy, Koncrawranynonee
g ; A P Amuoe Atanacioc Haycrpianena sona, Jhmaceon, 3011, K inp

TnpeTEG Awioc Aranacioc, Jlisaccon, 4101, Kinp Jhinensis womep: 032

T Jhiuensis nonep: 032 HBIT Ceprudikar Ne: MED01/202 1700

HBIT Ceprugirar No: MEDA Z£2022/00%

CEPTHDIKAT SIKOCTY

Tpenapar: PAMIMEJI* KOM BL, rabierk nio S miv25 mr

Ymaxosxa: no 10 raénerok ¥ Gaicrepi. no 3 Baicrepu ¥ kopobid Hara supoBuuursa: 0772024
Cepin Ne: ESGOO2
Noxyneus: «TOB «XPK «Biokann Ykpaina Hpnaarunli o; 0722026

Hominansunit amicr: | ta6nerca MICTHTY: paMiupnny:"rinpox.nopmizmuay 5 /25 mr
Posuip cepii 6666 ynakonok
Peecrpaniiine nocsiguenus o Yxpainl: UA/101S54/01/02

[ Hoxasuury Bamors coeundirauii Pesvavrarn
Onnme Bini abo maitwe Sin KURCYI0NOMIBHT HEBKPUTI NAceki TaBneTki
31 croweHmE kpasmn, 3 prckote 3 oanore Goky te no ofom | Bianoninae
Goran, posmipasti Gansnre 3,0 % 10,0 mm. Mapkopami 23,
Lientadinanis pawi apisty Hac yipusanun  nixip paMinpuay  Ta rizxpox;mm'riﬂ:mzzy Ha
T8 Figpoxaoporiasy XpOMATarpami - snpoGyuanoro posw Hity momwini sianosizaru | Binnosigac
HACY YTPHMAKNS 0CHOBHUX NiKkiB Ha Xpomarorpani craunaprHoro
- ——— DOINHUY, .
Onnopimeicrs aosonnpny Bianoriawicrs simoray Cop.®. 2.9.40 Paminpua: 2.4
OaMHHUL Uigpox.: 3.1
Cepeans maca Tabaerkn | 200 mr s S Ko 2011 mr
Ll’mnaummn He Sinsiue 13 xpumim 1 xBuanna
{ Crilixicrs Tabactor 1o He senme 30 H 60 H
Lposasonany B
- Crupanicr, He Binne 1.0 % 0,2 % ‘]
! Kianwicne sunavuenig 95 - 105 % Paminpuar: 98 3% i
paminpusy Ta 93 1035 % Tizpox.: 98,3%
itiapoxaoporiasmay
| Cynyrni Pasinpuay: nositry A {paminpasy sMeTusobnii eQip1 £0.5 %; He shsuseno
s AoMitiERy Rosiwky B (paminpy isonponinosuii edip) £ 0,5 % He ansnneno
Homin C (rekcarinpopaminpun) € 0,5 %: nosmiutcu i He BIABACHO
{paatinpuy AvkeToninepasun) < 0,5 %; gomiukn B {peminpun- 0.218%
Alansn) < 0,5 %; kool Heuiaomol osiun < 0,2 % cyma He puss: eno
[OMIOK pavinpuay £ 1.5 %, f){‘; fgf:/f”mm
Iv‘,k)pox;zapcnumfsmh-‘: 0.021%
| 4-amino-G-xaop- | 2-Ber3eney bgonamin (ACBIISZ) 50,5 %: 0’0 6 %;/:
: ; KOWHOT HeBiaomol xominky < 0,2 %: cyma HeBifoMUX HOMItOK 0‘0 63%
= 0.5 %: cyma toMinox riapoxnoptriasuny < 1,0%. 01’03 49
Cyma gosiuior pami Py Ta rinpoxnopriany s 5,0 %. 0.302%
Posupnenns He menme 80 % (Q) 3a 30 KBURHA Paninpua: 100,155
He menmie 75 % (Q) 3a 30 xsunun Finpox.; 92.8%
MikpoGioaoriana uncrota® | TAMC . se Slawue 107 KOE/r <10 KOER
TYMC ~ ne Ginne 10?7 KOE/r, =10 KOFE/r
Escherichia coli nosuni Oy siacyTiin | Bianosinae i

* e npusodumsc YU PYIUBIOMY Qriqiisi
Llnm 5 3acainsyio, wo nasescna siue indopmais ¢ AOCTOBIPHOIO Ta TOUMOK). Lo ceniie nponyxuii Syno supobneno
(Brmonaouy HAKY BAHNA/MADKYBARNIS ) Ta IIPOUCHCHY KOHTPOAB T AROCTE HE BHILCIAZEC Vi Alabuuid y nowniit slanosiznocti
3 suvorami GMP, neg P MICHERIN PeryanTOpHi OPFanoM, a TakoX BLANOSIMmMO 10 crewndixanii, wo MicTHTheS ¥
peecrpauiinomy g aG0- &)jjm?i Rttt kpaitin-anpoBima aGo kpainu-isnopreny, skuo npoayxiio iMsoprosans, ado
¥y aocke cneund Rl npenapas; 'wi";{guocnimxyuammv SHKapeuKoro 3acofy. Mporoxom pupoGainrna, nakysauHs ta
anaaizin Gyno HAHYTO Ta a;c*mfi?xgt%uo Biznosixdcrs GMP,
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Brimary and scoondary packing:
Medochemie 1113 {Factory AZ)
2 Michact Erakleous Streer, Aglos Athanassios

Industrial Ares, Agios Athanassios, Limassol, S Cvprus
Licenss number: 632
GMP Cortificate No: MEDAZ2032/001

Manufacturing in bulk, buteh reloase:
Medachemie LTD (Contral Factory)
I-10 Constamtinoupoleos Sreel

Limassol, 3011, Cyprus
License nurber: 037

GMP Certificate No: MEDO 12020001

CERTIFICATE OF ANALYSIS

Product: Ramimed combi, tablets Sme/23my
Pack: 10 1ablets in blister, 3 blisters in carton
Batch No: E8GO02

Customer: LTD *CpC* "BIOCON™ UKRAINE
Label claim; Ramipril/Hydrochlorothiazide S
Batch size: 6,666 packs

Registration certificate in Ukraine: UA/10154/01/02

mg per tablet

Manuf, Date:07/2024

Expiry Date: 07/2026

Identification L .
‘ Jetention time as that for the reference standard

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
Appearance While to off white, capsule-shape, un-coared, flat tablets, 5.0 x Conforms
10.0mm.scored on side walls and on onk side, marked 23
HPLC peak for RamiprilVHCT shows the same Conforms

Uniformity of dosage

. : its with EP 2,9.4¢
h units Complics with EP 2,940

Ruamipril;2 4

HCTZ:3.1
¢ Average weight 200 mya = 3%, 201 Ime
1? Disintenration Not mm‘f:lmzm Pminues -~ P minue
¢ 1 Hardnes _ Not less than 30N GON
f }'z’ml;;[ﬁ}v N imow thao 107, T 137,

1 Askay

EN Not less than 93.0° and wot more 105 507 of the lebelled smount of
Relense limits

Rarnipril / Hydrochlorothiazide

HCTZ:98.39

Related substances Ramiprif

Release fimits -tnp. A (Ramipril methyl esterNMT 0.5%,
a ~lmp. B {Ramipri] isopropyl estery NMT 0.5 95
n bap. C (!-{exnhydrmmnipriJ): NMT 0.5 95
d =t I {ranipi] diketopiperaziness NMT 0.5 g

| ~Impurity E{Ramipri] diacidy NMT L5 9,
! Single unidentified impurily; NMT 0.2 9
~Total impurities: NMT 1.5 85

P Hydrochiorathiazide

h F-amino-Gechlorobenzene. F2disulfonamide (AC BDSAY NMT 0.58%,
¥ Single unidentified impurity: NMT 0,205

5 Total unidentified imprrity: NMT 0.3%

i Tetal impurities: NMT 1.0 #

¢

a

]

Total Impuritics (Ramipril and Hydrochlorotiazide) : NMT 2.0%,

)

Ramipril:2g8.3%,

Not detected
Not detected
Not deteoted

Notdetected
Not detected
0.218%

4.02145
0.063%
0.063%
G.084%

8,302,

Not less than 6.0 %5(07 7 75.005 (Qlofthe Tabelied amomnt of
Ramiprit 7 Hydroehlorothiazide are dissalved in 30min,

Dissolution
Release Hmits

Ramipril 10017
HOTZ:92.8%

Torat Aerobie Microbial Count: NMT 10} o.fuly
Total combined Yeast'Moyld CoumtaNMT 107 ¢ fuip
Absence of Escherichia coli: Absent fiom Iy

Microbiolagical Control®

< Hrefusy
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Conforms

 Not Routinely Performed

Hereby T confirn the above mentioned information iy complete and scearare. The bateh way sy fietured (inchuding

packing moarking) and inspected far quality in the above mentioned site in striet correspondence to GMP requiremnents, extablished

by regulatory authorities and also in accerdance with specifications included jnto the Masier File or trade licence ol manufacturing
B & o + ) £

or imparting couniry, if the praducts are imported, or in the Drug Master File for drug for an fovest
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on medicingl praduct,
Reports on production, packing and analyses were reviewed and the torsespondence with GMP established,

Dustes 29:07:3024.




