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CERTIFICATE OF ANALYSIS
CepTuchikar ananisy

Merz Pharma GmbH & Co. KGaA
Postfach 14 13 53

(60048 Frankiurl ém Main
Telefon 069 / 15031

Telefax 068 / 1503200

Product/ Mpoaykr HEPA-MERZ®, concentrate for sojution for infusion & g/10 mil In
-ampule, 10 ampules in carton box with Likrainian labeling
FENA-MEPL], kosuenTpar ans Po3uMHy ans Hbysli, 8 rM10 ma;
1o10 mn 8 amnyni; 110 10 aMnyn y kapToHHIi Kopobui 3
MapKyBaHHAM YKpaTHCbKOIO MOBOIO

‘Country of manufacture / Kpatha-supotumk:  Germany / Himeuduna

Batch / Cepis: 22384051

Batch size / Poamip cepir: 4990 packages / ynakosok

Manufacturing date / ata slipo6hiiirea: 23.09.2022

Expiry date / Tepmin npuzartHocTi: 08.2025

Strength/Potency / Cuna Air 7 AFdBHICTL: 10 ml of concentrate contains L-ornithine-L-aspartate 5 g/
10 M7 KOHUeHTPaTY MicTaTS L-OpHitnry-L-Acnapraty 5r

Package size and type / 10 mi in-ampoule;- 10 -ampoules in carton box /

Po3mip Ta s ynakoski: 10 10 Mn B-amnyni; no 10 aMnyn y KapToHHiiA KOpOGLi

Certificate Registration number / Ne UA/0039/01/01

Homep peecrpauitiHoro noceigyens:: Ne UA/0039/01/01

Dosage form / flikapchka hopmar concentrate for solution for infusion 5g /10 mi/

KOHUBHTPaT Anst pO3YuHY Anst iHcy3il, 5 /10 MA'

Name and authorization number of Merz.Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2022 01037
Manufacturer, responsible for batch-release Mepu ®apma MM6X i Ko. Kr'aA, DE_HE_01_MIA_2022_0103

/ HasBa Ta HoMep niLensii Bupobhuka, qkuit
BUNYCKAae ceplio B obir:

Address of Manufacturer, responsible for ‘Legal-address: Eckenheimer Landstrasse 100, 60318
batch release / Agpeca BupoGHUKA, SKMiX Frankfurt am Main, Germany /

BUNyCKa€ cepito B obir: Hpuduyna adpeca.

Ekenraiivep INangunpacce 100, 60318

‘PpankgypT-Ha-Maiiki, Himeuuunra

Site address: Ludwi
PakmuyHa adpeca:

Himeyymna

gstrasse 22, 64354 Reinheim, Germany /

MogeirwTpacce 22, 64354 PaiHxaim,

Crop. 1/3-
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Product / Mpoayir

Merz Pharima GmbH & Go, KGsA
Posifach 11 13 &3

0-680048 Frankfurt am Main
Telefon 069/ 15031

Telefax 068/ 1503200

CERTIFICATE OF ANALYSIS
Ceptudikar aHanisy

HEPA-MERZ®, concentrate for solution for nfusion 5 g/10 mlin

ampule, 10 ampules in carton box with Ukrainian fabeling

FEMA-MEPLY,

KOHUBHTDAT ANt pO3XMHY anA indhy3in, 5 /10 mn;

no 10 mn B amnyni; no 10 aMnyn y kapToHkin Kopobui 2
MapKyBaHHAM YKPaTHCBKOIO MOBOIO

Country of manufacture / Kpaina-supotu:  Germany / Himeudha

‘Batch / Cepis; 22384051

Batch size / Posmip cepif: 4990 packages / ynakoBok
Manufacturing date / lata sBupo6iviuTea; . 23.09.2022

Expiry date / Tepmin npuaarThocTi: 08.2025

Parameter /

~Speciication7

. Actua; ua'l'ué ; o

Y6 / Bin 6esbapsHoro 5o Bnino-xosToro
Koribopy, 3abapBreHuni He IHTEHCWBHILLe,
HXK PO3YKUH NopiaHARHS Y5

[Toxka3Hux BuMoru o noxasznuka PesynbTaru
General and physicochemical properties / 3azansui hiauko-ximiunf enacmueocmi
| Appearance / clear solution / Corresponds /
| Onuc TIposopuii poayus Bianosinae
1 Color/ colorless to slightly yellow, not more Corresponds /
KonsopoRicTh intensely colored than reference solution Binnosinae

Odor7
Sanax.

compiies with reference /
Bianosigae ctangapty

Corresponds /
Biororinae |

Densily (20°C)/
T'ycruna (20°C)

1,170~ 1,190 g/ml /
1,170 — 1,190 Hun

1,184 g/ml / rimn

-Ob'em nikapcbkux 3acobis NapeHTEPanbHOro
_3acTOCYBaHHA, WO BUTAraeTbCH

Refractive index (20°C) / 14170 — 1,4270 1,4245

[lokaznuk aanomMnenss (20°C)

pH-value / pH 6,0-70 6.8 |
| Test for extractable volume of parenteral 10,0-11,0ml ¢ 10,2 ml/ mn

‘preparations / 10,0~ 11,0 mMn

1 Particulate contamination /

Mexanriuni BriroyeHHs:

Test for non-visible particles = 10 ym /
Hesuaumi wactku 2 10 Mk

Test for non-visible particles = 25 ym/
HeBuaumi yactkm = 25 MKMm

5 6000 part/amp. / < 8000 vacro/amn.

<600 part/famp. / < 800 yacTor/amn.

13 part./amp./ yacTok/amn

1 part./amp./ YacTox/amn

Identity test drug substance / Idermupixa

iR diroyol pesoeatu:

L-Ornithine-L-asparnate / complies with reference / Correspaonds /
L-OpuitnHy-L-Acnaprar Bignosinae cravaapty Bignosinae
Purity / Yucmoma
1 Sterility / sterile f Corresponds /
CTepuneHicTL CrepunbHui Binnoeinae

| Bacterial endotoxins /
_baxrepuansHi eHAoTOKCUHK

< 3 1U/mi/
£ 3 EQ/MN

< 31U/mif EOMN

Crop. 2/3.
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‘Product ! NMpoayxr

Country of manufacture / Kpaitaei POBHWK:
Batch/ Cepisi:

Baich size / Poamip cepii;

Manufacturing date / laTa BUPODHMUTRE!
Expiry date / Tepmin npugatHocTi:

‘Merz Pharma GbH & Co, KGaA
-Posifach 11 13 53

[3-80048 Frankfurt am Main
‘Telefon 069 7 15031

‘Telefax 068/ 1503200

CERTIFICATE OF ANALYSIS
CepTudikar aHaniay

HEPA-MERZ®, concentrate for solution forinfusion § /10 mlin
ampule, 10 ampules in carton box with Ukrainian labeling
FENA-MEPL], kostuexrpar ans Po3HuHy ana iHdyaii, 5 ri110 mn;.
no 10 mn B amnyni; no 10 amnyn y kaprouui KopoOul 3

MapKy BaHHAM YKPAIHCbLKOK MOBOIO

Germany / HimewuviHa

22384051

4990 packages / ynakoBok
23.09.2022

08.2025

Parameter /
Tlokasuuk

Specification/ ~ Actual value /
BUMoOru 40 nokazaHuka Pesynbrarty

L-Omithine-5-lactam /

1 _L~OpHITWHY- O-naktam

£ 1,6 % m/m based on stated AP! content | 0.7 % m/m / m/m
/51,5 % Mim Bif 8a88ACHOrO BMICTY A

| Absorption spectrophotometry (420 nm} /

ABcopbiivina cnexrpodoTomeTpis {420 HMm)

< 0,200 0,005

Impurities, unidentified, singly /
Romiluky, He ineHTUdIKoBaHI, 0AMHUYHI

50,10 %, caic. as ornithine aspartate and | < 0,05 %
based on stated AP! content /
< 0,10 %, poapax. Ha CpHITUH acnaprar
Ta Bifl 3a8BIEHOrO BMICTY AD]

Impurities, unidentiied in totl
Aomiwkm, Ke ineHTudikonani, cyma

0,25 %, calc. as ornithine aspartate and | < 0,05 %
based on stated APt content /
50,25 %, poapax. Ha OpHITUH acnaprar
TE BIA 3asBrIEHOro BMICTY Ad|

| Assay / KintkicHe auanayents

L-Ornithine-L-aspartate /
| L-OpHiTuHy-L-Acnaprar

4,75 - 5,25 g/10 ml (95 ~ 105 %) / 4,93 g0 mi/ ri10 mn

4,75 — 95,25 /10 mn (95 — 105 %)

| hereby certify that the above information is authentic and accurate, This batch of product has been
manufactured, including packaging/iabeling and quality control at the above mentiotied site (s} Iin full
compliance with the GMP requirements. of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the Importing country or product specification file for Investigational Medicinal
Products, The batch processing, packaging and analysis records were reviewed and found to he in
compliance with GMP, / Uum NIATBEPAXY IO, WO BULLEBKAIAHS IHopMaList € KOCTOBIPHOI | TOUHOK. [lana cepis
MPOAYKUIT BUIOTOBNEHA (BRIIONAIOUM YNaKoBKy/MapKyBaHHst) | NPOBEACHUNA KOKTPOMb 1T AKOCTI Ha BKAIAHIE AifbHAL ¥
NOBHIM  BIANOBIHOCTI 3 BUMOramu GMP, ecraHoBneHuMn  MicLeBAM PEFYNATOPHUM  OPraHoOM, & TakoXk Y
BIANOBIAHOCT! 31 chneuMdikauielo, Wo MicTUTLCS B peecTpauliiHoMy focke KpatHu-iMnopTepa uMu- B AoCHE
cneundikauiil Ka npenapar ans AQCRIANYBAHOTO - NiKapChKOre 3acoby. Nporokonun BUpoGHUUTBA, ynakossw Ta
aHaruzy ynu nepernaHyTi | BeTanobneHo BianosliaHicTs GMP,

Date of signature {0aTa nignuey:
20.01.2023

i d
S RS vy e
Pt _
~ DrlAlejandra Ventura )
Dept. of Q. C. / KepisHuk Binginy koHTponio sikocTi

Crop. 3/3

Merz Pharma GmbH & Co. KGaA
cekenheimer Landstr, 100
50318 Frankfurt/Main

Postlach 11 1353
50048 Frankiurt/Mairi




