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Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-60048 Frankfurt am Main
Telefon 069 § 15031

Telefax 088 { 1503200

CERTIFICATE OF ANALYSIS

CepTudgukat aHanusa

Product / Mpoaykt

Country of manufacture /

CTpaHa-npou3soanTens:

Batch / Cepus:

Manufacturing date / lata npouaeoacTea:

Expiry date / ToneH po:

Number of Ceriificate / Homep cepTucbukara:
Certificate Registration number /

Homep pervcTpaLUmMOHHOrO CBUARTENLCTRR!

Name, address of the Manufacturing sites,
Compliance Certificate GMP / Haseanve, agpec
NPOW3BOACTBEHHBIX Y4acTkoB, CepTtudunkaT
cooTReteTEMA GMP!

Strength/Potency / Cuna AeRcTENA/AKTUBHOCTD

Hepa-Merz®, granulate, 3 g/5 g, 5 g in sachet, 30
sachets in the carton box with Ukrainian labeling
Fena-Mepu, rpanynnr, 3 15 1, no 5 r B nakere, no 30
NaKeTOB B KapTOHHOW KOPOGKe ¢ MapRMpOBKOW Ha
YKPAUHCKOM A3bIKE

Germany

FepmaHua

0612370

16.11.2021

10.2026

2021-01068

UA/D039/02/01 from 22.02.2019 till termiess
UA/0039/02/01 ot 22.02.2018 A0 BeCCPOMHO
Manufacturing of in-bulk product / [lpoussoacTeo
HepachacoBaHHON NPoayKLMU:

Klocke Pharma-Service GmbH, Strassburger Strake 77,
77767 Appenweier, Germany / Knoxe ®apma-Cepsuc
rm6X, LrpaccOyprep Wrpacce 77, 77767 Annexeeep,
repmaHus.

GMP Ne: DE_BW_01_GMP_2021_0001 from 15.01.2021
GMP Ne: DE_BW _01_GMP_2021_0001 ot 15.01.2021
Manufacturing License number/Homep nuUSHIUU Ha
npowasoacTeo: DE_BW_01_MIA_2021_0001
Manufacturer carsies out the primary and secondary
packaging and responsible for batch-release /
MponseoamTent  OCYLUSCTENSIOWMA  NEPBUMHYI0 ¥
BTOPUYHYIO YNAKOBKY W QTBETCTBEHHbIMA 38 BbIMyCk Cepuu:
Merz Pharma GmbH & Co. KGaA / Mepy dapma I'mMEX v
Ko. KraA,;

Legal address: Eckenheimer Landstrasse 100, 60318
Frankfurt am Main, Germany / lOpuduveckuil adpec:
Skevraiimep JlanawTpacce 100, 60318 dpankdypT-Ha-
MaliHe, Fepmanna

Site address; Ludwigstrasse 22, 64354 Reinheim,
Germany / ®akmuveckuil adpec: foapurwTpacce 22,
64354 PaiHxaiim, FepManua

GMP Ne: DE_HE_01_GMP_2021_0061 from 07.10.2021
GMP Ne: DE_HE_01_GMP_2021_0061 ot 07,10.2021
Manufacturing License number / Homep AMUERIuU Ha
NPON3BOACTRO:

DE_HE_01_MIA_2021_0017 from 07.10.2021
DE_HE_01_MIA_2021_0017 ot 07,10.2021

1 sachet (5 g) contains 3 g of L-ornithine-L-aspartate

1 nakeT (5 r} copepxmnT 31 L-opHuTuHa- L-acnapraTa
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Merz Pharma GmbH & Co. KGaA
Postiach 11 13 53

C-60048 Frankfurt am Main
Telefon 069 / 15031

Telefax 069 f 1503200

CERTIFICATE OF ANALYSIS

Ceptudmkar ananusa

Product / MpoaykT:

Country of manufacture /
CTpaHa-npon3soauTens:
Batch / Cepus:

Manufacturing date / flata npouasoacTea:

Expiry date / "open go:
Test/HaumeHoOBaHMe NOKa3aTeNA

Appearance /Qnucanne

Color/tper

Cdor/3anax

The appearance of the resulting
solution (5 % {m/v))/ BHewwHWiA BuA,
nonydYeHHoro pacreopa (5% (miob))

Identity:

NoeHTudhurkaumna:
L-omithine-L-aspartate/ L-opHATIH-L-
acnaprvat

Orange-yellow S (E 110)/
OpaHxeso-wenToil S (E 110)*

pH (5 % (M) pH (5% (M/0B)):

Disintegration in water (5 % (m/A))/
Bpema pacteopenna e soge (5%
{mioB)}

Water content/Cogepxanue soget™

Uniformity of mass/OgHopoaHocT
Macch

Assay of L-omithine-L-aspartate
/Konuy4ecTBeHHOS onpeaenexdve
L-opHWTHH-L-acnapTaTa

Impurities; / Npumecu;
Ornitine lactam / OpHUTUHA nakTam

Residual solvent isopropyl alcohol**
fOGCTATOMHEIN pacTBOPUTENb
W3IONPOMNWNOBhLINA cnupT™*

Hepa-Merz®, granulate, 3 g/5 g, 5 g in sachet, 30
sachets in the carton box with Ukrainian labeling
Fena-Mepu, rpanynst, 3 /5 r, no § r B nakere, no 30
NakeToB B KAapTOHHOW Kopobke ¢ MapKMPOBKOW Ha

YKPaUHCKOM A3bixe
Germany

FepMaHusa

0812370

16.11.2021

10,2026

Nominal value/aonycTUMbIE HOPMb!

free-flowing granules / Ceiny4ne rpadynbl

white-orange to orange-colored granules /ot

Beno-opaHKeebIX 40 OPAHKEBOro UBETa rPaHy Nk

orange /anenbCuHoBLIA
Light orange, opalescent /
CBeTno-opaswesblil, oranecupyoLwi

Method TLC: must be positive/
Metog TCX; AomkeH OuTb NONOXUTENbHLIM;

Method TLC: must be positive/
Meroa TCX: porxeH BbiTh NONOXKUTENBHbIM;

3.5-45

£5minf <5 mMuUH

£25%mim/<25%mm

n=20
MUH.: 18 w3 20 + 7,5%/ min.: 18 from 20 £ 7,5%
MaKC.: 2 w3 20 £ 15%/ max.: 2 from 20 £ 15%

2,85-3,15g/59 (95-105%)
285315151 (95-105%)

£ 0.5% / = 0.5%(m/m}

< 5000 ppm

Actual value/pesynurarel

HNpPOBEPKH
correspondsicooTs,
corresponds/cooTe,
COrresponds/cooTe,

COrresponds/CooTe.

corresponds/cooTB.

not performed

4.1

<1min{<1mMuH

1,5 %m/m /1,5 % MM

cotresponds/cooTs.

286g/5g
2.86r/5r

0,1% (mim) / 0,1% (m/M)

513 ppm
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Merz Pharma GmbH & Co. KGaa
Postfach 11 1353

D-50048 Frankfurl am Maln
Telefon 055 / 15034
Telefax 06% / 1503200
CERTIFICATE OF ANALYSIS
Ceptudpmkar aHanusa
Product/ Mipoaykr Hepa-Merz®, granulate, 3 g/5 g, 5 g in sachet, 30 sachets in

the carton box with Ukrainian labeling

Mena-Mepu, rpanynart, 3 f/5 r, no 5 r B nakere, no 30
NakeToB B KapTOHHOW Kopobke ¢ MWapKUPOBKOW Ha
YKPaUHCKOM A3bING

Caountry of manufacture / Germany
CTpaHa-NpouasoguTens: FepmaHwa
Batch / Cepua: 0612370
Manufacturing date / QaTta npounssoacrea: 16.11.2021
Expiry date / Fonen po: 10.2028
Test/HaumeHosaHue nokazaTenn Nominal value/aonycTumMbie HOPME! Actual value/pezynbraTht
NPOBEPKM
Impurities, unknown, singular/ < 0,05 % calc. as L-omnithine-L-aspartate and < 0,05 %
MpvMecH, Hen3BeCTHLIS, @AUHUYHO based on stated active ingredient content /
< 0,05 % B nepecueTte Ha L-opHuTHH-L-acnaptar
W HA OCHOBE YKa3aHHOMO COASPKaHVA
DeNCTBYHILSrO BeLLecTRa
Impurities, unknown, total / Mpumecy, < 0,25 % calc. as L-ornithine-L-aspartate and < 0,05 %
HEW3BECTHLIE, CYMMAPHO based on stated active ingredient content /
< 0,25 % B nepecyeTé Ha L-opHuThH-L-acnapTat
W HA OCHOBE YKA3aHHOro CoepaHnA
AefCTBYIOIEro BellecTea
Microbiclogical purity/ TAMC <10® CFllig, TYMC <102 CFU/yg, E. coli— corresponds/cooTs.

Murkpobuonorvyeckas yacToTa: ™ absent in 1 g cBwee uncno Gakrepuht (TAMC): s
10° KOE/r; o6lee uncno rpubos (TYMC): < 102
KQE/r; oteyteteme E. colip 1.

* - annually/exeroaHslid
** . every 10" batch/ kaxgas 10-a cepun

The batch size/ paamep cepuu: 5141 packages/ ynakoeok

A, HWKENOANMCABLLMIACA, YOCTOBEPRID, YTO BLIUEMPUBEAEHHAA CEPWR ABNNETCA QOCTOBEPHOW  TOUHOW.
[aHHas CepvA NpoAyKUMM BbiNa NpouseeaeHa (BkMIONAA YNaKOBKY/MAPKMPOBKY) W NPOBESEH KOHTPONb &é
Ka4ecTBa Ha BLILLSYNOMAHYTOM NPOM3BOACTBEHHOM OTASNE B NOJHOM COOTBETCTBUM ¢ TpeBopaHuaMu GMP,
YCTAHOBMEHHEIMA MECTHBIM PBryNATOPHLIM OPraHoM, a TaK Xe 8 COOTBETCTBUW CO cheludukaLmed, koTopas
COOEPMATCA B PErUCTPALMOHHOM AO0Che WNW TOProBOA NULIEH3MW CTPaHbi-NponsBoAUTENa WAW CTPaHb-
MMAOPTEPA, ECAN NPOOYKUMA UMNOPTUPOBAHA, UMW B AOCkE cneurdukauni Ha npenapar Ana uecneayemoro
NEKAPCTBEHHOTG cpenctea. MNpoToKoNel NPOMSBOACTBA, YNAKOBKM M aHaNM3os Obik NePecMOTPeHbl W
YCTAHOBNEHo ux cooteetctene GMP/ |, the undersigned, certify that the above batch is a reliable accurate.
This batch of products has been made {including packaging / labeling) and conducted by its quality control on
the above production department in compliance with the requirements of GMP, established by the local
regulatory authority, as well as in accordance with the specifications contained in the registration dossier or
marketing authorization countries the manufacturer or the importing country if the products are imported or in
the file specifications for the drug to study drug. Minutes of production, packaging and analyzes were reviewed
and found they meet GMP -

St B
dpankcdyp T/Maiin, 17.02.2022 Pykoeo, ﬁa/ €Na KeHTPONM KadecTea
Frankfurt/Main

Merz Phadma GmbH & Co. KGaA
Eckertigimer Lardstr. 100 Page 3/3
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