JEPXJIKCIIY)XBA
NEP)KABHA CJYXBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

rpocniexT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3CHOI0 B YKPAiHY JIIKAPCHKOI0 32c00y
15.07.2022 Ne 26505/22/1011
I'EIIA-MEPI]

(HaiiMeHyBaHHS JIKapChKOIro 3aco0y 3riIHO 3 PEECTPALiiHNUM TOCBITUEHHAM )
KOHIEHTPAT JJIst po3uMHy 1 IHpy3ii, 5 /10 mur; mo 10 mur B amnyai; mo 10 ammya y
KAPTOHHIN KopooOui

(dopma BHITyCKY, J03yBaHHS, BHJ] IAKYBaHHs JiKapChKOro 3acoly)
Howmep peectpaniiinoro nocsiguenss UA/0039/01/01 crpoxk aii peectpauiitnoro nocsinuenns 01.01.2099
Cepist nikapcbkoro 3aco6y Ne 21462052 KinbkicTs BBE3€HOTO JiKapchkoro 3acody 2030

Bupo6uuk Mepn Dapma I'm6X i Ko. K['aA, Himeuunna

(naliMeHyBaHHs BUPOOHMKA JIIKAPCHKOTO 3ac00y, KpaTHa MOXOMKEHH)

Baeseno B Ykpainy ToBapucTBo 3 00mexenolo Bitnosizaabuicrio "ACIHO
YKPAIHA", inent. xon: 42274733

(nafimenyBauns Ta xox 3a €IPTIOVY ropuanusoi ocobu abo mnpizsuiie, im's, o 6aTbKOBI
¢izngHOI ocobu - minnpuemis, if Micie NPOXKUBAHHA Ta peecTpaniiiHuil Homep 00IiKoBOT
KapTKH IJIATHHKA TOAATKIB a00 cepist Ta HOMep Macrnopra)

IIporokoa Bisyansnoro konrpomo six 13.07.2022 Ne 1670/6.

3a pesynpTaTaMd JEpP/KaBHOTO KOHTPONIO BCTAHOBJICHO, IO JIKApChKWH 3acid BBeseHO B YKpaiHy 3

JAOTPUMAHHSAM BuMOr 3aKOHOAABCTBA 11010 3a0e311eYeHHs AKOCTI JIKapChKUX 3ac00iB.

% 3ybapena H. B.

{rinnuc) (imiudan Ta npissmume)
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Merz Pharma GmbH & Co. KGah
Postfach 11 13 53

D-60048 Frankfurl am Main
Telefor, 068 { 15031

Telefax 068 7 1503200

CERTIFICATE OF ANALYSIS

Ceptuddikar aHanisy

Product/ Npoayxr

Country of manufacture / Kpaina-enpoGHuk:

Batch / Cepis:

Batch size / Poamip cepii:

Manufacturing date / llata BupoGHuuTea:
Expiry date / TepMiH npuAaTHOCTI

Strength/Potency / Cyna Aii/AKTUBHICTD

Package size and type / Po3mip Ta Bug,
yNaKkosku

Certificate Registration number /
Homep peecTpauifiHOro NOCBIAYEHHS.

Dosage form / JNlikapcoka popma:

Name and authorization number of
Manufacturer, responsible for batch-
release / Hasea Ta Homep niyeHail
BupoBHuKa, aKvii BUNycKae cepita B obir:

Address of Manufacturer, responsible for
batch release / Afpeca BUpOCHKUKA, KW
BUNYCKae cepilo B 06ir:

Hepa—Merz@, concentrate for solution for Infusion § g0 mlin
ampule, 10 ampules in carton box with Ukrainian labeling
Mena-Mepl, KOHUEHTPAT ANA PO3UKHY ANA THdpyain, 5 ri10 mn;
no 10 mn B amnyal; no 10 amnyn ¥y kapToHHiN kopobul 3
MAPKYBaHHAM YKPaTHCHLKOH MOBOK

Germany/HimeyduHa

21462052

5030 packages/ynakoBok
17.11.2021

10.2024

10 ml of concentrate contains L-ornithine-L-aspartate 5 9 /
10 MN KOHLSHTPATY MICTATE L-OpHiTUHY-L-acnapTaty 51

10 ml in ampoule; 10 ampoules in carton box / no 10 mn B amnyni; no
10 amnyn y KapTOHHIA kopobui

Ne UA/0039/01/01
Ne UA/0039/01/01

concentrate for solution for infusion 5g /10 ml / koHUEHTPaT ANA
po3qrHy ANnA iHy3ii, 5 /10 mn

\DE_HE_01_MIA_2021_0061/
HEME_01_MIA_2021_0061

4 s K@\,\
JOKYMEHTIB NS,

"BaM” }\l

Legal addrés® \Eckenheimer Landsﬁ;&ﬁ k100, 60318 Frankfurt am
Main, Germagy/\ ST

fOpuduyra /ANaHgwpacee 100, 60318
®paHkdypT-Ha-Ig

dina .1n
Site address: Ludwigstrasse 22, 64354 Reinheim, Germany /
Pakmuuna adpeca: MogeirwTtpacce 22, 64354  PaliHxaim,
HimeuyuHa

Crop. 113
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CERTIFICATE OF ANA
CepTudikar ananisy

Product / lpoaykr

Country of manufacture / KpaiHa-enpobHUuK:
Batch / Cepin:

Batch size / Poawip cepil:

Manufacturing date / flata upoBHuuTea:
Expiry date / TepMiH npuaaTHoCTE:

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-60048 Frankfurt am Main
Telefon 069 f 15031

Telefax 068 f 1503200

LYSIS

Hepa-Merz®, concentrate for solution for infusion 5 g/tOmlin
ampule, 10 ampules in carton box with Ukrainian labeling
Fena-Mepu, KOHUEHTPAT ANA PO3UNHY ANGA IHDYIIH, 5 10 mn;
no 40 mn 8 amnynk; no 10 amMnyn y KapToHHIA KopoBui 3

MapKyBaHHAM YKPaTHCHKOH MOBOHD
Germany/HimeudnHa

21462052

5030 packages/ynakoBok
17.11.2021

10.2024

Parameter/Hazpa noKasHUKa Specification/Qonyctuml HOpMK Actual
value/PeaynLTaTu
nepesipku

Basic physical and chemical properties/OcHoBHI chiawKo-XimiyHi BNAcTNBOCTI

Appearance/30sHIWHIA BUrNAL; clear solution / NpO3OPUIA POIUKMH cofresponds/eianoBigae

Colour/Konk0poBicTb colourless to slightly yellow/sip GeaGapeHoro corresponds/einnosinae

10 Bnigo-MOBTOTO KOMNBLORY
Odour/3anax complies with reference/nosuHeH sinnosigatn corresponds/eignoeigae

cTaraapTy

Density (20°C)/Myctuna (20°C)

1,170 — 1,190 g/ml / 1,170 — 1,190 r/mn

1,182 g/ml / rimn

Refractive index (20°C)/TTokasHuk 1,4170 - 1,4270 1,4232
nepenomnedHn (20°C)
pH-valuefpH 60-7.0 6.8
Test for extractable volume of parenteral | 10,0 - 11,0 mi/10,0-11,0 M 10,2 mi/ mn
preparations/Q0'em, L0 BUTANAETLECA
Particulate contamination/MexadiyHi BKNIOYEHHA:
Test for non-visible particles = 10 < 6000 part.famp. { < 6000 vacTUHOK/amnN. 5 part./amp./
pm/Heanaumi yacTuHkm 2 10 UM YacTUHOK/amn
Test for non-visible particles = 25 um/ < 600 part.famp. / S 800 YacTUHOKaMN. 0 part./amp./
| Heamavmi yactuHin = 25 um YacTHHOK/aMN
ldentity/ lpenrudikauls:
L-Ornithine-L-aspartate/ L-opxiTuHy-L- complies with reference/ TLX-xpomaTorpama corresponds/eignopinae
acnapray L-opHiTHRY-L-acnapraty -RO3uTHEHA
Purity/MucToTa /éf““m” 2\
Sterility/CTepunsHicTs Sterile/crepfinéing_ TRAH N corresponds/sianoeigae

Bacterial endotoxins/bakTepuanbHi
EHAOTOKCHMHM

<3 IUMPE SOEMA LT NEAN
S/ TOKYMEHTIB AR

< 3 IUfml / OEMN

L-Ornithine-d-lactame/OpwiTvdy nakTam

1.0 % m/m / m/m

Jomilky, HeBiaoMI, CyMapHe

£ 1.5 % nind s 1.5 % min TR
Absarption spectrophotometry (420 nm)/ | < 0,200 a 'l'M 3 0,008
ABCOPBUIAHA CREKTPODOTOMETPIR ¥ \3\ . /3]
BUaMMIN Ta yneTpadhicneTeosin obnacTax aK % /€,
ceiTha (420 HM) \ * N s
Impurities, unidentified, singly/ llomiusku, | <0,05 % %I:i‘ LR PS4 <0,05 %
HEBIOMI, OAVHUYHO Jaipa .M
Impurities, unidentified, in total/ <025 % Sm—— <0,05 %

Crop. 2/3




41307

Merz Pharma GmbH & Co. KGaA
Posifach 11 13 53
D-60048 Frankfurt am Main

Telefon 069 / 15031
Telatax 069 /1503200
CERTIFICATE OF ANALYSIS
Ceptudbikar aHaniay
Product / MpoaykT Hepa-Merz®, concentrate for solution for infusion 5 g/10 ml in

ampule, 10 ampules in carton box with Ukrainian labeling
ena-Mepu, KOKLEHTPAT ANA PO3MHY ANR iHdy3iR, 5 r/10 Mn;
no 10 Ma B aMnyni; no 10 aMny”n y KapToHHIHA kopobui 2
MapKyBaHHAM YKPATHCBEKOH MOBOH

Country of manufacture / Kpaia-supoGruk:  Germany/Himeduina

Batch / Cepin: 21462052

Batch size / Poamip cepil: 5030 packages/ynakoeok
Manufacturing date / flata supobhuurea:  17.11.2021

Expiry date / TepMit npuOaTHOCTI: 10.2024

Asgsay/ KinbkicHe BU3Ha4YeHHA
L-Ornithine-L-aspartate/ 475-5259/10ml (95— 105%) /475-525 | 4919/10 mi / /10 mn
L-opHiTnH-L-acnaprar /10 mn (95-105%)

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling 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 Authorizatlon 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. / Lium ninTeepmxyio, Wo BulljgsKasana iRbOpMaELIA € AOCTOBIPHOIO | TOUHOO. [laHa cepia
NpoAYKLIT BUroTOBNEHE (BKNIONAIOHM YN2KOBKY/MADKYAZHHNA). 1.0 NOBESEHIA KORTPONB 1T AKOCTI Ha BKa3aHIA AinbHWL ¥
noeHiin eignosigHocTi 3 Bumoramn GMP, sefal CRCLIEBMM  PETYNATORHUM  ODraHoM, a TakoX y
BiAnOBipHOCTI 3i creundikadierr, 1o MICHHTE ¢ koMY AOCBE KpaTHW-iMnOpTEPa 44 B AOCHE
cneLwdbikauiii Ha mpenapaT ATA A0CHIAKE 340
ananizy 6yn¥ nepernAHyTi | BCTAHOBNEHO §

I

Date of signature /aTa nignucy:
23.02.2022

Sépparlane
KepisHwk Biaginy KOHTRONIC AKOCTI

Pl

/
Marz Pharma GmbH & Co. KGaA

Eckenheimer Larcsir. *CO
80318 Frankfurt/Main

Fostiach 11 13 53
80048 Franxturtifain

Crop. 3/3
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