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JEPXJIIKCIIVXXBA
JEPKABHA CJIYIKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMUI Y ‘IEPHIBEIIBKII/I OBJIACTI
sys, TonosHa, 29, M. Yepieni, 58000, 0-372-52-22-60 Ten./dakc 0-372-55-39-93
E-mail: dls:cv@dls.gov.ua, Kog €PIIOY 37032279

BHUCHOBOK
Npo AKiCTHL BEE3eHOro B YKpainy JikapchKoro 3acody

03.04.2024 Ne 17543/24/24

PHIPOHAT

{nalMenyBaHHs NIKAPCLKOro 3aco0y 3Tiano 3 peecTpauifiHiuM 10CEINYCHHAM)
po3unu a0 in’exuiit, 100 Mr/mu; no 5 ma B amuyJii; no S amIrys B KONTYPHil YapyHKoBii
YHAKOBI; M0 2 KONTYPHI YapYHKOBI yHAKOBKH B KapToHHiii Kopooui

(popMa BHNYCKY, 103YBaHLHS, BWL TAKyBaHHS JiKapebKOTo 3acoly)

Howmep peccrpauiitioro nocsinuenns UA/16424/01/01 crpox aii peectpauiiinoro noceiguenns 01.01.2099

Cepist nixapcsicoro sacoGy Ne 2404521 Kinpkicts BBE3€HOTO Mikapchkoro 3acoby 5378
BupoGHuk K.O. Pomdapm Kommnani C.P.JI., Pymynis
(HatiMeryBalts BUPoGHIKA TKAPCEKOro 3acoBy, KpaiHa 0X0LKeH s )
Bieseno B Yipainy Tosapucrso 3 oGMexeHow pigmosiganpnicTio «BJIYC ®APMAy,
inenT. won: 43821180

(uatiMenynanus Ta koa 3a €JIPTIOV 1opuanyuroi ocoby abo mpissuie; iM'a, tio Gaterosi disuynol
0cobm ~ riinnprems, it micue NpONUBAHHA Ta pceCTpauxﬁHuu HoMep o6nikobol Kaprku nyaTHHKa
noparkis aGo cepis ta Homep nacropra)

IpoTrokon Bizyansuoro kKonrposo six 03.04.2024 Ne 89/0/01.25-24/7.

3a pesynbraTaMy.  JEPXKABHOLO KOHTPOAIO BCTAHOBAEHO, 100  JIKAPChKUH

7c16 BBE3eHO B VKpalHy 3

HOTpHMaHHﬂM BUMOT 32aKOHOLABCTBA L0 3a0e3neyenns AKOCTI ikapCokuk Zacobin,

)H (infuiane Ta npiseue)
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Manufactured by
$.C. Rompharm Company S.R.L.
Location: Str. Eroitor Nr. 1A, Otopeni, 075100, oy, Romania
License: IF
Bupobaeno
KO, Posepapst Komnani C.PJ.
MICURINGXOOMERRS, 31, Omonens, 6ya, Epaiaop A2 14, 075100, oxpre Jathos, Pynynin
Jiyenzin: 107
CERTIFICATE OF QUALITY No0.2404521
CEPTH®IKAT AKOCTI Ne.2404521
Product name: RIPRONAT
Hasaa npodyrmy: PHITPOHAT

Pharmaceutical form,
container type and size:
Jirapesra dopua,

mua { pozsip yrakosru:

Strength / potency:
Cuaa Oft / axmugHicms:

solation for injection, 100 mg/ mi, S ml in ampoule; 5 ampoules:in a
contour tray; 2 contour tray with a leafletin a cardboard box.
posun ons i ‘eryiti, 100 me/an, no 5 3w é avinyai; no 3.avnyi 6 KowmypHiit

uapynxoeiil ynasosyl; no 2 ROHMYPHE HAPYHKOBL

VROKOBKY PAIOM 3

incmpyRyieio Ons MEOUHHORO 3U4CTHOCYEANI & kapmonniil kopodyi

Meldonium 100 mg/ml
Mendonio 100 meiun

Certificate of registration: UA/16424/01/01
Cepmudpiram peecmipayii:
Batch No.: 2404521
Ne cepit:
Batch size: 5 433 packages/ynaxoeox
Pozmip cepil:
Date of manufactire: 03.2024
Hama supobruymec:
Shelf life: 03.2027
Tepain npuoamuocni 0o
TEST LIMIT RESULT
Horugnuxt axoemi Hopmysans, ; Pegyremam.
PDescription Clésr, colorless liquid Conforms
Onuc Ipozopuil - besbapsra piduna Bignogigae
Clarity The solution should be clear.  Conforms-
Upos'opicmb Pozuun nosunen dymi NpOIOPUM. | Bionogidae
Color value The solution should be colorless. 1: Conforms
Koavoposicme Pozuun nogusen Gy 0e30apeu. L Bionoesidae
Tdentification The retention time of the principal peak in the ) Conforms
Joeumucpivais chromatogram, obtained in the assay, conforms 1o the | Bionogioae
retention time of the standard peak.
Ha xpomamozpami, ompusmaiii npu Kiapxicromy'
QUEHGWENH], NAC VMPUMYSQINA  OCHOGHOZO  NIKY ‘
gidnoeidac uacy ympusysanus HiKy cmanoapny.
pH 7.0-9.0 7.8
Particulate matter: Practically free from particles. Conforms
Mexaniuni graovenna Hpaxmuyio 8ienutl 60 acmox Bionogioae
- visible particles < 6000 particles with the size of 2 10 um in 1 ampoule | 73 particles/ampoule
“  GUONMINACHIKY < 6000 wacmox 3 posmipon 2 10 mxs 6 1 avnyni 73 wacmor/amiyay
- sub-visible particles < 600 particles with the size of 225 pmin 1 ampoule | 5 particles’ampoule

- _Heguoumi wacmxu < 600 wacmok 3 poswipoy_2 25 mrsme 1 avnyni 5 yaemor/amnyiay
Relative densi - ‘ . g ; 4 3
elative density 1005 — 1.026 glem? (2/car’) 1.017 glem® (2/eat’)
Bionocha 2ycmuna ® T e
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Extractable volume v
08 ‘e, 140 sUMs2aembes > Smi () 1302 ml ()
Assay of meldonium
Kinokicne susnavenns 475.0~525.0 mg/ 5 ml (25 a) 505.3 mg/5 ml (w5 su)
MenbOOUIR

Related substances:
Cynpogioni.domiuirn

- any individual impurity <02% 0.03 %

- Oyos-sra indueidycnvna

OOMIMRG

- total impurities <1.0% 0.08%

- CYMA QOMIWOK

Sterility The solution should be sterile. Conforms
Cmepnicnn Posuyn nogunen Oynii crmepuiabhis Bionosioae
Bacterial endotoxins < 35 EU/Mnl (EQ/a) <35 EUlml (EQ/n)

Baxmepianni engomorcurii

I do hereby certify that the abovementioned data are trustworthy and accurate. This product butch is manufactured
{(packaging/labelling included) under the guality control on the abovementioned manufacturing site in full-conformity with the
GMP requirements, established by the regulatory agency of Romania as well as with the specification and control methods of the
analptic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed;
conformity with the GMP is established. ‘

Luw % 3acaiduyio, 4o nepepaxosana emuye inghopmayisn € Bocmosiprow | mownow. Iln cepis mpodyryil Gyna suromosnena
{raiougiony, nakyeanus. / Mapryeannss) 3 nposedenis KOUMpONIo KKOCMI HG 8uigesKazanit. eupobruylil dinvuuyi ¢ noeuit
sionosionocmi 3 eumoeamy GMP, scmasogienusu pezynamepist opeanom Pymymis, a maroxc y ¢idnogionocmi 3i cneyughirayics |
Mmooy kormpomo sxoemi- (MKS), sapeccmposaiuw ¢ Yipaini, [lpomoxoru eupoduuymea, ynaxosxy ma axanizie Bynu
nepeXARymi ma scmarogiend eidnogioniche GMP,

Surname and position of person, approvivig batch release to market Heud quality caontrol department: Logofetu Raluca
Tipissune ma nocada / seannst ocody, gka eudana do36in ng eunyex cepti  3as. 6iddinos goumponio axacmi: lozogdeny Panyra

Signature and date, stamp
Hidniie ma dama nidimucanns, nevamea / wemaun
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