JTIEPJKABHA CJIYKBA 3 JIKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo AIKicTh BBE3eHOro B YKpaiHy JlikapcbKkoro 3acoly
10.03.2025 Ne 10629/25/26
MITPA

(haiiMerty BaHIIs fikapchkoro 3acofy 3riko 3 peectpauifiniM NoCBiAYEHHIM)
po3unu Ais in'exuiii, 100 Mr/mit, 1o 5 MJ B amriyJii, o S ammyst y KOHTYpHiii YapyHKOBiil
YHNaKoBIi, N0 2 KOHTYPHi YapYHKOBi YNIAKOBKH B MAYLi 3 KAPTOHY

(popma BUMyCKY, JO3yBaHHs, BUA N1aKyBaHHs iKapchkoro 3acoly)
Homep peectpauiiitoro nocsinuenns UA/20063/01/01 crpox nii peectpaniittoro nocsinuenns 08.06.2028
Cepis nikapcbkoro 3acoby Ne 2415671 KinbkicTb BBE3¢HOr0 Jikapcbkoro 3acoby 2592

BupoGHuk K.T. Pomdapwm xommnani C.P.JL., Pymynis

(naiiMeHyBaHHs BUPOGHHKA iKapcbkoro 3acoby, Kpaina MoXOMKeHHSs)

Baesero B VkpaiHy Cninblie yKpaiHCbKo-ecTOHCbKe NiANpuemMceTBo y gpopmi
TOBAPHETBA 3 o0Mexenolo Bignosinaasuictio "' Onrima-Dapwm,
JITI", inenr. won: 21642228

(vaitmenyBatis Ta koa 3a €JIPTIOY iopuandnoi ocobu abo npissuule, im'a, no 6aTbKoBi
(pizuunoi 0cobu - nianpremL, Ti Micle POXKUBANHS T peECTpaLLiiHuit HoMep o6snikoBoi
KapTKH NIATHHKA NOAATKIB af0 cepis Ta HOMEp Nnacrnopra)

TpoTokos Bisyansioro kourpomio six 10.03.2025 Ne 665/01.10-25/8.

3a pesynbTaTaMM [EPKABHOTO KOHTPOSIO BCTAHOBNEHO, IO JIiKApChKUH 3aci6 BBezeHo B VYkpaiHy 3

A :
AOTPUMAHHSM BuMOr 3aKOHOLABCTBA LLOAO 3abe3neueHHa skocTikapcbkuX 3acobis.

Muxkona XOJIOAEHKO

(nianuc) (iniuianu Ta npi3suLIc)
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<44 (O21) 3B0 4640, 300 77 60 300 77 81
% +4 {021) 3504644 E-mait office@romphamuro

8.0, Romgharm Gompany SRL - Romania, Ifov, 75100 (ragen, Sir. Erollor, Nr 1A
CUL RC 14396846, RC: SZ31 821200

Ceprinpixar a ulnn kinuesoro npenapary Ne 2415671
Certificate of analysis for finished product no. 2415671

Koi aot ACH :"F'('}f)'7>i~cade.'
CC-PelibC F1 ed3rev. |

fIpenapar Product

Mirpa, posuun ann ek, 100 Mriva; no 3 v e amnyai, no 5 aunyay

KOWTYpHiTE apyHKORIiT yNakosL, no 2 KONTYpui 4apyHKOBi yNakobKis & nawit 3

KaApTOHY

Mitra, solution for injection. 100 mgiml,; 5 mi in ampowde s ampoules in a support:

2 support in cardboard pack ‘

Buyrpimniit xon Internal 345616000

code

Cepist Batch 2415671

JaTa supobiiurea 07.2024 - )
Manufacturing date

MpuaaTuuii xo Expiry date 07.2027

Bupobunx Manufacturer

K.T. Pomdapy Komnani C.PJL., Pymyuin

Ne | Xapawrepuornin Honyerusi mewki MeToan Koot § Pesysbram
No - Characteristic Acceptance linifs Control methods | Results
- Onue Jpozopuit  Gezbapsrnil  po3umHi, i
Appeuarance MPAKTHUHO BIBHAN BIL BHAMMUX | Bisyatsno | Binnosinac
| HACTHIOK :
Clear colourless salution,
praciically  free  from  visible | Visual Complies
particles
B o, ! besGapriiuii (zadapeacunst mac Oyt | Cop. 0. 2.2.2 Bianosigac
Koasoponicrs : s : ,
P HE THTEHCHBHILIIM 38 eTanon Be) Ph. Eur 2.2.2
. 1 Colour N . . g s e
2 Colourless  (Not more  intensely |
’ coloured than the reference solwion Complies
Boj . o
B e i ITposopuii posuwdn  (onajccuesuin . .
Fposopicts ' S 3 - Bianosinac
8 He  mepesuitye  onagsecuenuio | Cap. D,
. Clarity ) 7 St
3 : erasona l) Ph. Eur)!
Clear solution (not more ., i
‘ _ ; 4 Complies
opalescencent than reference 1)
Bujumi uaernuxu Mpaktuuno pinbHl Bia BHIMMHX Bianosiaac
I * i~ "y 41 At
4 Visible particles HACTHHOK Eap, $.2:920 :
; - Practically  free  from visible + Ph. Bur.2.9.20 ’
! . L : ' Complies
inipurities
. | Bizuocna rycrnna . o Cpp. ©.2.2.5
5 ; ; 1,005 - 1,026 Sk Tt 20 S 1,014
Relative density ’ Ph, Burt 2 2.0
.. pH Cap. . 2.2.3
6 P 7.0-9,0 L 75 ;
pH Ph, Eur' 2.2.3 s
) o o Bianoninas X
Hesmmi He Ginbwe 6000 210 mxm ; e
- YACTUHKN/ aMITYaa Not more than 6000 > {0 um C€ap. 2910 |
) Sub-visible particles/ He duie 600 = 25 Mxm CPh Bur 2919 - )
7 o hc Complies
ampoule Nor more than 600> 25 qon
Q6 eM, 1o He sene 5 sva/amnyna Cap, P 2.9.17 Binnoginac

8 BHTIFACTLCS
Extractable volume

Not less than 3 ml-ampoule Ph. Bur 2,977

Complies

LnenTudrikaitin
seavdonio ouiopam
Identification
meldonium dihvdrate

S + 0.2 NBHitMHY P . s i
tsmnple © (frer 0,2) Xmuiuii Buyrpinna werognea | Bianosinae

I sampts € { Cnoper £ 0.2) minures

Complies

Enternal methaod

N D5 (/ﬂ/

for e

2. e




ot 4 {02

1 §.C. Remphanm: (,omofl,' SRL - Ramania, tay, 75100 Oteper, Gir Crator Nr 1A
(9; o {02 :

CUL RO 14396045, 2172004

| 350 45 40; 3
;
!

}SHOAEAY omal

C‘epnubmm auna. '3\' Rimlesoro npenapavy N 2415671 Ko ety Form code: E
Certificate ofanalysrsforfm/shed product no. 2415671 . CC-PelibCA-1 431 Fl ed3 rev. |- |
Mivpa, posun o e, 100 Mriwa: no S oA B amTy A, no S amnyiy
KouTypHilt dapynKoBiil ynakosul. 1o 2 KOHTYpHT HAPYHKOBI YNIAKOBKH B flavil 3
| Mpenapay Product Kaprouy

Mitra, solution for injection, 100 nig/ml; 3 m! in ampoule, 5 ampoules ina support;

i
H
1
i
i
i
}

2 support in can -dboard pack 3
BryTpimaiil Koit Internal 345616000
code
{ Ccpm Batch 2415671
L - [ I——
Jlata supofriniTea 07.2024
l} Manufacturmg date 0 !
% Mpwrareuil 10 Expiry date (7.2027 !
‘ i BupoGunk Many acturer 7T, Pombapy Kampani C.PJL, Pys it
| ! Y
, T P — -
Ne | Xapaxrepucruxi JlonyeTnmi Meoxi Meroi ROUTPOII % Pesynnrari ‘
Characteristic Acceptance limits ~VControlmerhods.__ | Results .
| Kinuclone BuyTpiliits MeTeAHKE
o | mmmavenns 475.0 - 525.0 YTPIIMUL METBATES |
' MO0 OnSiORAnIY. ! \ 1923 |
| VRS RTY | i Acust *
" Assay meldonium
| " *c"imic Sl i Internal method } \
: i 13
Eg (,\m'un posimkn, % | !
i | Related substances, ‘/ ! 1 5
e | * 7| He Giawwe 0,2 | . e !
- OVOBSIK ! By Tpiiiis MCTOAUKE | 0.09
; il e | NMT 0,2 &
| inougioyaapna !
doniura l i {
| qny individual impurity 5 e !
. Y Me Ginswe 1,0 _ |
L c‘)'wu z)uwmmc NAT 1.0 Internal method 012
arcrepiaiuii He Sinsine 35 MO/M . ,
. Baciepiaii fe Guntbiie 35 MO/ | Cap. @, 2.6.14 <35 MO
12| enjtoroxcn NMT 35 EUml | 51 Gl -
o . L Ph. Burl 2.6.14 (EUiml)
i Bacrevial endotoxing B . L N
% 13 L CrepHabRicTS | Crepunbhni (vp ®, 2.6.1 CrepuabHui
% _________ | ile CPh, B! 261 Steril

S A .
I\muumu npenapar BiHoBIARE / ﬂe—i}i*»ﬁﬁ}ﬁi"iﬁé‘ BHM()I"'AM cnem-'((\)iicax.li‘f fpenapary
slwc/ pr {)JU({ c omplws/ HO




5.0 Rompharm Company H.RL « Romanta, e, TEAOD Dionars, S Erador, N, A

CUL RG 14398846, RC: J2 12004

CONFORMITY CERTIFICATE / CEPTU®IKAT BIANOBIAHOCT!

No Ne V3

Product Mpodyryia: Mitra, solution for injection, 100 mg/ml; § miin
ampoule, 5 ampoules in a support: 2 support in
cardboard pack
Mimpa, posuur dna in'eruil, 100 ma/mm; no 5 mn 8 asnyni,
no 5 amnyn y Konmygaili 4apyrxosili ynaxoewl, no 2
KOHmypHi LIGD}/HKO:’SI' YIORQSKU 8 a4yl 3 HApmMoHy

Composition of 1 amp (Sml) Cknad 1a 1 amnyny (5 mn) Meldonium dihydrate - 500 mg

Active substance firo4a pevoguna MensdoHito duzidpam ~ 500 me

Excipients Jonomiisi petogusy Water for injections Boda dns in'eruid

Iuternal code Brympiwrill Kod: 345616000

Importing country /mnopm 8o kpainu: UKRAINE Yrpaina

MAH 3asamuk: LLCYFORCE-PHARMA DISTRIBUTION™, Ukraine
TOB «POPC-DAPMA JHCTPHEIOUIH», Yipuina

Marketing Authorization No Peecmpayiline noceioverHa e LAZ0063/01/01

KpoiHi npusHavyerds Ne:

Batch No Cepin Ne: 2415671

Manufacturing date famo supobruymea: 07.2024

Expiry date  Tepmin npudammocmi: 07.2027

Quantity certified? released  Kinbkicme eupoGruymeaa: 5.441

Quantity for sale/distribution Komepuyitina rinokicme! 5432

Name, address of authorized manufacturing and control sites S.C, Rompharm Company S.R.1.

Nalimenyaouna | adpeca JineHuys 3 sUpOOHUYMST | KOHMPOIO Eroilor ste. No LA, Quopeni city. 075100, county 1Hov.

AKOCMI, Romania - Rompharm 1 and Rompharm 2 buildings

K.T. Poscpupm Komnari C.P./L
ayn. Epoinop NelA, m. Omoneny, 075100, okpyz Inghoe,
Pymynin — Bydisns Pomdapm 1 i Pomepapm 2
Manufacturing Authorisation Licence No for the manufacturing 11
and control sites Aliyeusin Ho supobHUYMao dinsruli supobruymea
Mo ROHMPOMo Akocmi Ne:
GMP Certificate(s) No for the manufacturing and control sites 0152023/R0O, 016:2023:R0, 470/2024/C-942
Homep Cepmutpikarny(is} GMP 8insHuyb supobHuymea ma
KOHMPOIIO
Certificate of analysis Noidate Cepmudpixam axocmi No/ dama: 2415671 03.10.2024

‘ Approved processes Manufacture Bupobruymao X
| 3umeepdceni npoyecy Primary packaging [TeputHe NaKy8aHHA X
Marking Mapryaanms X
% Product quality control Konmponb axocmi npodyky X

Comments! Notes/ Deviations

Komenmapi/ Mpumimiu/ BidxunerHn

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Lum st 30¢8iduyHa, U0 BULLBKAITHA inpopmaia € SocmosipHOI0 Ma Mo4HOW. LI cepito npodywyil Gyno supoBnero (arnw4aoyu
AORYBUHHI/MOPKYBUHHA] Ma npoaedeHo KoHMpony i AKOCMI Hu suwesagHaveHitl dinsHull y noaHiil gidnoeidnicmi 3 euMozamu
GMP, GCMUHOBNCHUMY MICYEBUM DEZYNRIMOPHUM OPRGHOM, O MAKIHK aidnosiono do  creUudikayill, wio MICMAMLCR Y
peecmpauitinomy docee (60 Mopeoaill MYeH3ii kpaiku-iMnopmepd. fpomaxomi BupoBHUYMEN, NiKyGaHHs Mo aHasisia byno
nepe2aAHymo mu §CMAHGBNCHO gidnoaidnicms GMP.

Qualified Person name Im’a ma npissuwe YrosHosaxcerol ocobu:  Mihai Cristina
Issue date Jama mMonucaHH. 04.10.2024
Signature flidnuc;

171



JNEPKABHA CJYKBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI

npos. Hanii Caitnuanoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo sIKicTL BBE3eHOro B YKpainy JikapcbKoro 3aco0y

09.01.2025 Ne 387/25/26

MITPA

(1aiiMeHyRaHIIA nikapenKoro 3acoBy 3riano 3 peccrpatiftiim TIOCBILA4EHHSIM)
po3umH as in'exuiit, 100 Mr/mir, o 5 Ma B amMIryJi, no S amMmyJty KOHTYPHiil YapyHKOBIH
YIAKOBUi, 110 2 KOHTYPHI YapyHKOBi yNAKOBKH B MY 3 KApTOHy

(popma BHMyCKyY, JO3YBaHHs, BIA MKy BaHHS NikapchKkoro 3acody)

Howmep peectpauiiinoro nocsinuents UA/20063/01/01 crpok nif peectpauiiioro nocsinterns 08.06.2028

Cepis nikapcbkoro 3acoby Ne 2415641 KinbkicTh BBE3EHOTO NiiKapebkoro 3acoby 2592
BupoGhuk K.T. Pomdapm xomrani C.P.JI., Pymyuis
(HalMeHyBaHis BUPOBIIMKA MiKapCLKOro 3ac00y, kpaita NOXOKeHHS)
BaeseHo B Ykpaiiy Crisiblie yKpaiHchKo-ecTONChbKe MANpHeMeTBo y Gpopmi ToBapuCTBa
3 00MeIKenono sianosigaabuictio "Onrima-®apm, JITA", inent. xon:
21642228

(naiimenysanns Ta koa 3a CAPTIOY 1opumuanoi ocobu abo rpissuiue, iM's, 1o Garbrosi (izuunol
0coBH - MiAnpHemLL, 1T MICIE NPOXKUBAHHS Ta peccTpaititiuii Homep 06iKOBOT KAPTKH TIATHHKA
opatkis abo cepist Ta HOMEp racnopra)

MpoToxon Bisyansuoro kowrposmo six 09.01.2025 Ne 2/01.10-25/5.

3a pesynbTaTaMH IEPXKABHOTO KOHTPONIO BCTAHOBJEHO, IO  JIiKApChKHit 3aci6 BBeseHo B YkpaiHy 3
JAOTPHUMAHHSIM BUMOT 3aKOHOAABCTBA LWLOAO 3abe3neteris AKOCTI JIiKapCpKIX 3aco0iB.

P
s

Hauanbuu Muxona XOJIOJEHKO

(rinnuc) (iniiany ta npissuie)

(mocanoBd 0coGa Opramy. AepKaBHoTe
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T +4 (021 350 46 40, 300 77 80, 300 7 81
| Fax: +4 (021) 3504641, E-mall officefdrompharm.to

. $.C. Rampharm Gompany $.R L. - Romania, fov, 76100 Otogen, Str. Eroltor, Nr. 1A,
", GULRO MANSHAD RO USNROM

112

Ceprudikar ananisy winuesoro npenapaty Ne 2415641 Ko nokymenty Form code:
Certificate of analysis for finished product no. 2415641 CC-PelibCA~1431 Fl ed.3 rev. |
Mirpa, posuun ans iw'ekuid, 100 mr/vn; no 5 ma B amoyni, no 5 ammyn y
KOMTYPHilT uapyHkoniit ynakosui, 1o 2 KonTypi wapyHKOBI yrakoskn b nadui 3
Tipenapar Product KapToRy
Mitra, solution for injection, 100 mg/ml; 5 ml in ampoule, 5 ampoules in a support;
2 support in cardboard pack
Buyrpimuiit wox internol 345616000
code
Cepin Batch 2415641
Jara pupofarursa 07.2024
Manufacturing date
punarani po Expiry date 07.2027
Bupotnux Manufocturer K.T. Pomdapm Komnaui C.PJL, Pymynis
Ne | Xapawrepueruwy Hdonyerumi mexi MeTozu ROHTPOMO PesyanTaT
No | Characteristic Acceptance limits Control methods Results
Onuc ITpozopuii  Oesbapsumuit  poszuny,
Appearance NpakTHMHO BUbHEN Bix sHmmMux | Bisyanseo Binrosinae
| HaCTHHOK
Clear colourless solution,
practically  free  from  visible | Visual Complies
particles
i be3bappunii (3abapsaenns mae Oytu | Crp. @, 2.2, 3innosisac
KoanopoBicTs bes p (‘ pBACHNAS Mac’6, U (, p-@. 2 Bianosiua
Colbiii He IHTeHCUBHILIYM 23 eTanon Be) Ph. Burf222
2 Colourless (Not  more  intensely
colonred than the reference solution Complies
By)

. Mposopuit posuny  (onajecueHiis B b
fiposopicrs , o i " Bianosizac
Clarity HC  mepesnutye  onaiecuenuio | €sp. O, 2.2.1

3 eranoHa I) Ph. Eur) 2.2.1
Clear  solution (not more . ,
. , . Complies
opalescencent than reference )
Buasmvi gacTHi Tlpakruuno BiLHUR Bin BIZMMUX , .
- Sl v - 5q Binnosinae
4 Visible particles YaCTHHOK Eap. @, 2.9.20
Practically  free  from visible | Ph, Eur,' 2.9.20 R
, o : ‘ Complies
impurities
Binnocna rycruna E€pp. . 2.2.5
5 AHoCHA rye 1,005 - 1,026 N 1,015
Relative density Ph. Bur! 2.2.5
vH Cop. P. 2.2.3
¢ | P 7,0-9,0 LNl v 8,1
pH Ph, Eur' 2.2.3
: . 57 . Bianosinae
Hepuaumi He Ginsine 6000 210 MrM AnoBMIA
7 HACTHHKCH/ amiyna Not more than 6000 > 10 pm €ep. ©.2.9.19
Sub-visible particles/ | He 6invine 600 2 25 Mkm Ph. Bur.! 2.9.19 N .
e ) _ Complies
ampoule Not mare than 600 2 25 um
O6em, 1510 He menwe S mur/amiyna ECap. ®©. 2.9.17 Bianosinae
8 BUTHIACTHCA Not less than 5 mil/ ampoule Ph. Eur! 2.9.17
Extractable yolume Complies
: ixaui . € 4= 0,2 K81y : " : .
IneuTngirauis tsampte € (trerd 0,2) XBUAMHY Bryrpinms meroauxa | Bianosinae
9 meauOoi dusidpam ;
Tdentlfieosion fnsanpte € ( trngr 2t 0.2) minutes Internal method Complies
meldoniwm dilydrate
Iy, el
/47"‘ o o TYOT

. 2L C(-OZ




Tel: +4 {(21) 350 46 40; 360 77 80; 300 77 81
| Fax, +4 {021) 3504641, E-mall oifice@rompharmr.ro

3L, Romplm Campany SRL. - Romana, o, 75180 Clapar, St Erallor, Nr 14,

CUk RO 14203646, RC: J2SZVA0U oo

KifiicHe Buyrpiluns MeToiuxa
jg | BY3HAMenus 475,0 - 525,0 Yo 1‘

MEALOUNII OULIQPanLY, -

K 511,09
M2/ 5 s
svay meldorium -

A,s 4 d _ i Internal method

dihydrate, mgi3ml

Cynyrai pomimin, %

substances, % | .4 -

1 I{ei'h{te({ substances, % He Ginbiue 0.2 . 1

- BYOb-sKd ; BuyrpiwHs meroguxa | 0,04

, . NMT 0,2

iHousiovcbHa

Qoximra

any individual impurity .

o He Ginpme 1,0 .

- CYMA QOMINIOK NMT 1.0 Internal method 0,09

fotal impurities T

saKTepiaasi e Binbme 35 /31 5 : . ,

baxrepiabhi e Eap. @. 2.6.14 <35 MO/
12 | engoroxendu NMT 35 EUimi L -

X . Ph. Eur 2.6.14 (EU/ml)

Bacterial endotoxins
13 CrepiibHicrs Crepusabunii €ap. ©. 2.6.1 Crepunsani

Sterility Sterile Ph, Eur.' 2.6.7 Steril

Kinuesuit npenapar signosinae / ne-pinnonizac pumoram cnenudixanii npenapary

The finished product complies/ not-eomplies 1o specification,

Zequirements

JIApexTop KONTPOJO SIROCTi

Quality Conirol Director

i) Q

22.08.2024

—airoue pianHs €sporeiicsrol Gapmakorn
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>
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i/ v




! Tek: +4 (021) 350 46 40: 30077 80; 300 77 81
PP +4 (O21) 3504841, E-mait officegiiompharmuae

CONFORMITY CERTH

No Ne V3
Product MTpodyryia:

Composition of | amp (Sml) Craad na 1 amnyny (5 ms)
Active substance Aitova pevoguna

Lixeipients Jonombicri pevosuru

Internal code Buympiwnili kod:

Importing country Imnopm 8o kpaivu:

MAH 3anskux;

Ma1 keting /\uthm ization No Peecmpayiiine nocaidueqHna 8
KpaiHi Bpu3HaUeHH: No:

Batch No Cepia Ne;

Manufacturing date Jama eupobruymeu:

Expiry date  Tepmin npudamuocmi:

Quantity certified/ released Kinoxicms aupobruymsa:
Quantity for sale/distribution Komepuidna rinbricmes!

Name, address of authorized manufacturing and control sites
Halimernysanna i adpeca dinsHuyb 3 8UPOBHUYMEY | KOHMPOND
AKOCNI:

Manufacturing Authorisation Licence No for the manufacturing
and control sites Mliyensia na supobruymso Sinsruui supobHuymea
mo KOHMPONKo arocmi Ne:

GMP Certificate(s) No for the manufacturing and control sites
Homep Cepmucpikamy(ia) GMP dinsruys supobHuymaed ma
KOWMponio

Certificate of analysis No/date Cepmudrivam arocmi Ne/f dama.

8., Romphara Gompany S,R.L. « Romaia, flov, 75106 Qlopent, St Eroliorn, Nr. 1A,
L RO 14399846, RC: J23/1324/2004

Form code Koo gopmu: AC-Pelib-0_F5 ed 7

FICATE 7 CEPTU®IKAT BI4MOBIAHOCT!

Mitra, solution for injection, 100 mg/ml; 3 ml in

ampoule, 5 ampoules in.a support; 2 support in

cardboard pack

Mimpa, poayur Ons in'exyit, 200 me/ran; 1o 5 ma g amnyni,

A0 5 amnyn y KoHmypHIt yapyHKoeill yraxosyl, no 2

KOHMYDHI 4GPYHKOB! YAGKOBKY 8 (Ui 3 KOPMOHY

Meldonium dihydrate -~ 500 mg

Menwdonilo duzidpam - 500 me

Water for injections Boda dn# in'exuili

345616000

UKRAINE Yxpaina

LLC “FORCE-PHARMA DISTRIBUTION”, Ukraine

’/OB «POPC-DAPMA ZHCTPHEIOUTH », Y/\pamu
A720063/01/01

2415641

07.2024

07.2027

5.165

5.148

S.C, Rompharm Company S.R.L.

Eroilorstr. No 1A, Otopeni city, 075100, county Ifov,
Romania -~ Rompharm | and Rompharm 2 buildings
K.T. Pomtpapm Komnani C.PA.

ayn. Epoinop Ne1A, m. Omonens, 075100, okpye Inghos,
Pymysnin — Bydians Pomcpopm 1 i Pomdpapi 2

1F

015/2023/R0O, 016/2023/R0O, 470/2024/C-942

2415641/ 22.08.2024

Approved processes Manufacture BupobHuymeo

3umeeponceHi npoyecu

Primary packaging flepaurne nakyeaHHs

Marking MapryeaHHs

Praduct quality control Kowmposs nkocmi npodykuii

KRR

Comments! Notes/ Deviations
Komermapi/ Npumimgu/ BixunenHs

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including puackaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation” of the
importing country or product specification file for Investigational Medicinal Products. The batch pxoccs%m packaging
and analysis records were reviewed and found to be in compliance with GMP.

Lum 5 30c8i0uyI0, WO BULEBKT3ONA iHthopmayin & Bocmosiproio ma mouHoio. Lo cepio npuBykyil 6yno eupobnero (sxmovaiyy
naxyaawa/mapnysamm) ma npogedeHo KoOHMPOAs i axocmi Ha suweaazHaydenits Oinenuyl y noanill eidnosidricmi 3 Bumosumu
GMP, BCmoHOBREHUMU MICYEBUM peay/mmo M OpRaMOM, (0 MOROXC Gidnoeidne do  cneyugikauill, wo mMicrmameca y
peecrpayitinomy docke abo moped i iHu-imnopmepa. [Ipomokonu supobHUYMEN, nakyeaHHa ma aHanizle Byno
nepeznarymo mi acmaﬁoenewg' i aeldmcmb GMP

Mihai Cristina
23.08.2024
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