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AEPIKABHA CJIVKBA 3 JIKAPCBKHX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

nipos. Hanii Ceitanyno;, 3, 02099, ten. (044) 295-26-85
-mail: dls.kyiv@dls.gov,ua, Kon CLPTIOY 37079055

- BUCHOBOK _
' Npo sIKicTh BBe3eHOro p Yrpainy niraperxoro 3acoby
23.01.2024 Ne 2511/24/26
PUOPOHAT

(uatimenypanns MKAPChKOro 3acoBy arixmo 3 peecrpauifinum NOCBITYCHHAM)
PO3YHH 1w iK' exrift, 100 MI/Ma; 10 5 M B ammyai; no 5 ammys B KONTYpHiH 4aPYHKORIi
YHAKOBLi; 110 2 KOHTYpHi YapPYHKOBI YIIAKOBKM B Kaprouuiii xopo6ui

(tbopma sunycky, nosysanng, sug NAKYBAHHA NHIKAPCLIOTO 3aC0GY)

Homep peectpauiiinoro nocsinuenns UA/1 6424/01/01 cipox ii peectpauilinoro nocsinuenns HeOBMEIKe L

Cepis nikapcbkoro 3aco6y Ne 2309881 Kinskicts BBesenoro nikapchkoro 3acoby 4203
Bupo6ruk K.O. Pomdbapm Komnani C.PJL, Pymynis
(natiMcHyBauHs BHpOGHUKA NikapChKkoro 3acoby, kpaina NOXO/KEHHS )
t
Baeseno & Vipainy Tosapuerso 3 o6mexenor Bianosinannuicrio "BJIYC DAPMA",
inent. wox: 43821180

(ualimertypanns Ta kog 1a E€IIPTIOY 10pumminol 0coby a6o UpisBuIIe, iM'3, 10 GaThkOB]
disnaiiot ocoby - ninnpuemus, 1 Micue IpOXHBAHHS Ta peccTpartifnuti Homep o6aikosoi
KapTKH [ATHHKA NOZATKIB a60 cepis Ta Homep nacnopra)

Hpotokon sisyanshoro kourposio six 23.01.2024 3 151/7.

Mrxona XOJIOAEHKO
(niamic) (initgians 14 Mpisaue)

£ 10. % Zf(y(
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Tel: +4 (021) 350 46 40; 300 77 80;-300 77 81 \"\\ 5.C. Rompharm Campaay S.R.L. - Romania, Hlfov, 75100 Otopen, Str, Eroilor, Nr, 1A,
Fax: +4 (021) 3504641, E-mai: office@romphamn.ro

Product name:
Hassa npodyxmy:

Pharmaceuticalform,
container type and size:
Jixapcvxa dopma,

mun i pesmip yharoaxu:

Strength / potency:

Cuna 0ii / axmusnicime.:
Certificate of registration:
Cepmugpixam peccmpayii:
Batch No.;

Ne cepii:

Batch size:

Posumip cepii:

. CUL RO 14398646, RC: J23/1321/2004

Manufactured by
S.C. Rompharm Company S.R.L.
Location: Str. Eroilor Nr. 1A, Otopeni, 075100, lifov, Romania

License: 1F
Bipobaeno

K.0. Pomdapm Komnani CPIL

Micuesnaxomientsn: M, Oronens, syn. Epoinop Ne 1A, 075100, oxpyr Libos, Pysynis

Jliuenzis: 1F

CERTIFICATE OF QUALITY No.2309881
CEPTU®IKAT SIKOCTI Ne.2309881

RIPRONAT

PUIIPOHAT

solution for injection, 100 mg/ ml, 5 ml in ampoule; 5 ampoules in a
contour tray; 2 contour tray with a leaflet in a cardboard box.

posuun Ons in'eryiil, 100 ma/mn, no 5 mn g AMRYRE; RO 5 amnyn ¢ Konmyprit
YAPYHKOGIT Ynaxoeyi; no 2 KOHMYpHi uapyukosi ynaxosxu Pasom 3
IRCMPYKYIEI0 Onst MedUuHO20 3aCMOCYBANHA 6 Kapmonuit xopobyi

Meldonium 100 mg/ml
Menvooniio 100 me/mn
UA/16424/01/01
2309881

4 258 packages/ynaxosox

Date of manufacture: 05.2023
Hama eupobrunymea:
Shelf life: 05.2026
Tepmin npudammnocmi do:
TEST LiyMir RESULT
IToxasnuru sixocmi Hopmysanna Pesyaomam
Desecription Clear, colorless liquid Conforms
Onuce Lposoputl,- besbapana piduna Bionosidae
Clarity The solution should be clear. Conforms
IIposopicmy Posuun nogunen Gymu nposopum. Bionosidac
Color value The solution should be colorless. Conforms
Konvopogicme Posuun nosunen Gymu Gesbapsnum, Bionosidac
Identification The retention time of the principal peak in the | Conforms
Doenmuepinayia chromatogram, obtained in the assay, conforms to | Bidnosidac
the retention time of the standard peak.
Ha xpomamoazpami, ompumaniii HDYU  KIABKICHOMY
SUSHAUENN], aC YMPUMYGAMHA OCHOGHOZ0 niky
sionosidae vacy ympumysanns nixy cmandapmy.
H 7.0-9.0 7.9
Particulate matter: Practically free from particles. Conforms
Mexaniuni sxmovenns Hpamuno sinenuii 610 vacmor Bionosidac
- visible particles <6000 particles with the size of > 10 um in 1 ampoule | 68 particles/ampoule
- euOumMi yacmiu <6000 wacmox 3 posmipom > 10 mim ¢ 1 amnyni 68 wacmor/amnyny
- sub-visible particles <600 particles with the size of > 25 pm in 1 ampaule 11 particles/ampoule
- Hesudumi yacmxu < 600 wacmox 3 posmipor =25 mxm ¢ 1 amnyni 11 wacmor/amnyay

Relative density
Bidnocna ayemuna

glem? (a/ear’)

1.005 - 1.026 g/em? (2/cad’)
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Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81 hay S5.C. Rompharm Company $.R.L., - Romania, liloy, 75100 Otopeni, Str, Eroilor, Nr. 1A,
Fax: +4 (021) 3504641, E-mall: office@rompharm.ro - CUI: RO 14399648, RC: J2311321/2004 o ~
Extractable volume
06 ‘em, wo sumszacmocs =Sl (pun) 5.02 ml (ua)
Assay of meldonium
Kinvkicue susnauennn 475.0 - 525.0 mg/ 5 ml (mr/5 m) 507.9 mg/S ml (ma/5 aa)
MeNbOOHIIO

Related substances:
Cynpoeioni domitrn

- any individual impurity <02% 0.04 %

- OyOv-axa indueidyanung

Oomiuixa

- total impurities <1.0% 0.07 %

- CYMA QoMiuIoK

Sterility The solution should be sterile. Conforms
Cmepunoricmn Poswun nosunen Gynu cmepunsrum Bionosidae
Bacterial endotoxins < 35 EU/m! (EQ/mn) <35 EU/mt (EO/mun)
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Barxmepiansui endomorcuny

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured
mack’aging/labelling tncluded) under the quality 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

analytic-normative documentation, regisiered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed,
conformity with the GMP is established,

Lunt 5 sacsiduyio, wo nepepaxogana. euwye inghopmayin ¢ docmosiproio | mounorw. Lis cepis npodykyii Gyna euzomosnend
(exmonarowy naxysanus / MAPKYSAHNS) 3 RPOGEOCHHSM KOHMPONIO SROCHI HA GUUesKRa3aniil supobruyil Olbhuyi ¢ noewiti
si0nogionocmi 3 aunozamu GMP, BCIMANGEREHUMU PezyIamopHuM opearom Pysynis, a makoaxc Y 8idnogidnocmi 3i creyugpivayicio |
MeIMOGaMU KOHMPONID scochi (MK, sapecemposanumu e Yipaini. Hpomoxonu BUPObHUYMea, ynaxosxy ma ananizic byt
hepeanaxymi ma scmarnoeneno aionogionicnis GMP,

Surname and position of person, approving batch release to market Head quality control department: Logofetu Ralucu
llpissuwe ma nocada / 36anms ocobuy, aka sudana 003gin Ha sunyck cepil  3us. giddinom Kommponio axocmi: Slozoemy Paryra

Signature and date, stamp
ITionue ma dama nidnucanus, nevamsa / wmamn
07.11:2023

L Romi




