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AEPSKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIA OBJIACTI

npog. Ceitnuunoi Hagif, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
1pO AKICThL BBe3eHOr0 B YKpaiHy JiKapcbKoro 3acody
06.09.2023 Ne 43467/23/1011
MTK-MEPI]

(maltmenyBaHHs NikapchKoro 3acofy 3TiAHO 3 PeecTPaUiliHuM MOCBIAUeHHAM)
po3unH aas ingysii, 0,4 mr/mia mo 500 M1 y ¢aaakoHi, no 2 uaKoHu B KAPTOHHII Kopooui
(thopma BuMycKy, 103yBaHHA, BH/ NAKYBaHHs JIKapchkoro 3acody)

Howmep peecrpauiiinoro noceinuenns UA/9031/02/01 crpox nit peecrpauiiinoro nocsimuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 22207415 Kinekicts BBesenoro nikapcekoro 3aco6y 2176

Bupo6uuk Mepn @apma I'm6X i Ko. KI'aA, Himeuunna

(najiMeHyBaHHA BHPOOHHKA NIIKapCHKOTO 3ac00y, kKpaina MmoXoMKeHHs)

BBeseno B Ykpainy Tosapucrro 3 o6mexkenolo Binnosiganenicrio "ACIHO YKPATHA",
inenr. xom: 42274733

(HaiiMeHyBaHHS Ta koA 3a €JIPTIOY jopuauuanoi ocobu aGo npizsuie, imM's, no GaTbkosi PisHaHOT
ocobu - mignpuemiy, i MiCLe POKMBAHHA Ta peecTpaliiiHnii HoMep 0GNKOBOT KAPTKY MTATHHKA
mojaTKis abo cepis Ta HOMEp nacnopra)

Iporokon Bisyanshoro kourpoaio sig 05.09.2023 N 2732/5.

3a pesynbTaTaMH JIepKABHOrO KOHTPONKO BCTAHOBICHO, LIO JIiKapchKMH 3aci® BBeseHo B YkpaiHy 3

AOTPHMAaAHHAM BUMOT 3aKOHOJABCTRA 100 3a0e3neueHHs TKOCTI JIKapCLKHX 3ac0o0iB.
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CERTIFICATE OF ANALYSIS
CeprudpikaT aHaniay
Product / Npoaykr

Country of manufacture / Kpaina-supoSHux;

Baich / Cepis:

Batch size / Poamip cepit:

Cerlificate Registration number /

Homep peecTpauiinore nocelnvenns:
Manufacturing date / JaTta supobruursa:
Expiry date / Tepmin npugaTtHocTi:

Strength/Potency / Cuna gii/AkTusnicTs:

Package size and type / Poamip Ta sug
YNaKoBKu:

Dosage form / Itikapceka dopma:

terz Pharma GmbH & Co. KGaA
Posifach 11 1353

D-60048 Frankfurt am Main
Telefon D59 1 15031

Teletax 055/ 1503200

PK-Merz®, solution for infusion 0,4 mgimi, 500 ml in vial, 2
vials in carton box with Ukrainian labeling

MK-Mepu, posunn ans indyaii 0,4 mrimn, no 500 Mn y
thnakoHi, no 2 drnakoHy y KapToHHiii kopobui 3
MapKyBaHHAM YKpPalHCLKOK MOBOKD

Germany / HimeyynHa
22207415

3.286 packages / ynakosok
UA/9031/02/01

UA/S031/02/01

22.05.2022
04.2027

1 vial (500 ml} contains amantadine sulphate 200 mg /
1 cbraxkon {500 Mn) micTuTe aManTaauHy cynedbaty 200 mr

500 mlin vial, 2 viais in carton box / no 500 mn y thnakowi, na
2 hnakoHu y kapToHHIA kopoBui

solution for infusion 0,4 mg/ml /
posyrH anA iHgyaii 0,4 Mr/mn

Merz Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2022_0007 -

41307

Name and authorization number of ;
Manufacturer, responsible for batch-release / Mepu ®apwma MMGX i Ko. Klah, DE_HE_01_MIA_2022_0007

Hassa ta somep nideHaii Bupobrura, sruin
BUNYyCKac cepiro B obir:

Legal address: Eckenheimer Landstrasse 100, 60318 Frankfurt
am Main, Germany /

HOpuduuna adpeca. Exevraimep fanpwrpacce 100, 60318
Dpankdypr-Ha-Maihi, HimeydnHa

Address of Manufacturer, respensible for
batch release / Agpeca supoSHuka, aKuil
BUNYCKAE cepito 8 ofir;

Site address: Ludwigstrasse 22, 64354 Reinheim, Germany /
Qaxkmuyra adpeca: Mioasirutpacce 22, 64354 Paittxaiim,
HimMevyuHa
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21307

Merz Phatia GmbH & Co. KGaA
Postfach 11 1353

D-60048 Frankfurt am Main
Telefon 069/ 15031

Teiefax 089 f 1503200

CERTIFICATE OF ANALYSIS

Ceprudpikar ananisy
Product / Mpoayxr

Country of manufacture / Kpaina-
BURoBHUK;

Batch / Cepin:

Manufacturing date / flata
BupoBHuuTea:

Expiry date / Tepmin
ApUAATHOCTI

PK-Merz®, solution for infusion 0,4 mg/mi, 500 ml in vial, 2 vials in

carton box with Ukrainian labeling

MK-Mepu, po3unn ans indbysin 0,4 Mrimn, no 500 M y donakoni, no 2
thnaKoHN y KaPTOHHIH KOPOBUI 3 MapKYBaHHAM YKPaiHCBKOI MOBOK

Germany / Himeuuuna

22207415
22.05.2022

04.2027

[ Test/ Haspa nokaanuka

Nominal value / Qonyctumi nopmu

Actual value / PeaynbTatn
nepesipkun

Appearance { Onuc:

solution should be coloriess / poaunn
nosuHeH byt Ge3bapBHKUM

cofresponds/sinnosigae

Transparence / Npozopicts:

solution should be clear / posumn
noBuHeH ByTH Npo3opum

corresponds/Bignosinae

Colour / KonsopogicTs;

solution should be less intensely colored
than reference solution BY7 / poayuy
NoBUHEH BYTU MEHLL IHTEHCHBHO
sabapenenuil, Hix eTanoHHWA poayrH
BY7

corresponds/signosinae

Odour / 3anax

solution should be odorless / poayuH
foswned Bytn Ges zanaxy

corresponds/eBignosigae

Particulate matter / MexaHiuHI BKAOYEHHA:

Invisible particle / Hegudumi vacmunku

Size of particle / Posmip
qYacrurox > 10 Jum
Size of particle / Poamip
MACTHHOK 2 25 m

% 25 part./ml/ qacTuHok/Mn

< 3 part./ml/ GacTUuHKW/ M

corresponds/signosinse

corresponds/signogigae

Density(20°C) / M'ycruna (20°C):

1,002-1,007 o/ml / rimn

1,005 g/ml / rimn

BUTATACTLCA:

pH: 45~75 5.4
Osmolarity / ccmonapHicTe 255-315 mOsm / mOcm 292 mOsm / mOcm
Extractable volume / O8'em, wo | 510-540 mi/ mn 540 mt/ mn
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41397

Merz Pharma GmbH & Co. KGaA
Posifach 11 13 53

D-60048 Frankfunt am Main
Telefen 09 / 15031

Telefax 066 ! 1503200

CERTIFICATE OF ANALYSIS

CepTudpikat ananiay
Product / FipoayxT

Country of manufacture / Kpaina-
BUPODHKEK:

Batch / Cepis:

Manufacturing date / flaTa
BUpoBHUYTEA:

Expiry date / Tepmin
TPUASTHOCTI:

PK-Merz®, solution for infusion 0,4 mg/mi, 500 mi in vial, 2 vials in

carton box with Ukrainian labeling

MK-Mepu, pozvyun ana indysin 0,4 mrimn, no 500 mn y chrtakoni, no 2
PrakoHu y KapTOHHIH kopobui 3 MapkyBaHHAM YKPafHCLKOK MOBOW

Germany / Himeuuwnna

22207415
22.05.2022

04.2027

Identity / inenTudikanin:

Amantadine sulphate /
AmMaHTaauHy cynncpary

in the chromatogram of the test solution,
cbtained in the quantitative determination
of amantadine sulphate, the retention
time of the peak of amantadine sulphate
must match the retention time of the peak
of amantadine sulphate in the
chromatogram of the reference solution. /
Ha Xpomartorpami BUnNpoBysanoro
pO3qUHY, OTPUMEHOIC nNpW NPOBELEHHI
KINMEKICHOrO  BU3HAYEHHA  aMaHTaguHy
CynbhaTy, uac  yTPUMYBAHHA  nika
aMaHTaauHy cyneharty FIOBUHEH
BIANOBIAATH uyacy yTpUMyBaHHR nika
amaqTaguny cynodhaTy Ka xpomaTtorpami
PO3YMHY NOpIBHAHHA,

corresponds/signesifae

Sulphate / Cynbdhar

the formation of a white precipitate /
YTBopeHHs Binoro ocagy

corresponds/ eignosinae

Purity / Mucrora:

1-hydroxyadamantane analyze
{decay product*) / Anania 1-
riapokei agamaHTan (npoayKr
posnagy)*

20,1 % {mim) 7 (m/m)

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

Impurities, unknown, singular /
Homiliky, HesigoMi, 0AMHUYHO

= 0,10 % {mim} / {m/m)

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

Impurities, unknown, total /
Homitku, Hesigomi, saransHa
KINbKICTL

50,80 % (m/m) / (m/m)

< 0,1 % (m/m) [ (mim)

Sterility / CrepuneHicTs:

sterile / crepunsHnii

corresponds/ Bigneeigas

Bacterial endotoxins /
bakrepianbHi eHAOTOKCUHY

< 0,25 Wimi f MO/mn

< 0,25 1Uimt { MO/mn
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431307

MERZ

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-60048 Frankfurt am Main
Telefon 069 7 15031

Telefax 069 f 1503200

CERTIFICATE OF ANALYSIS

Ceptudbikart aHanisy _

Product / Mpoaykr PK-Merz®, solution for infusion 0,4 mg/ml, 500 ml in vial, 2 vials in
carton box with Ukrainian labeling
NK-Mepu, po34un ans indyain 0,4 mr/mn, no 500 mn y thnakoki, no 2
thnakoHK y KapTOHHINW KOPOGLI 3 MaPKYBAHHAM YKPATHCLKOK MOEOH

Country of manufacture / Kpaina- Germany / HiMaduuHa

BupobHuK:

Batch / Cepin: 22207415
Manufactiring date / [lata 22.05.2022
BUPOBHUYTRA:

Expiry date / Tepmin 04.2027
APWASTHOCTI:

Assay / KinbkicHui anania:

Amantadine sulphate / 1€0,0-210,0 mg/500 mi / Mr/500 mn 201,8 mg/500 mi/ mr/500 mn
AmatTanudy cynschary

Sodium chioride / Harpiwo 4,275 - 4,725 g/500 ml 7 r/500 mn 4,509 g/500 ml / /500 mn
xnopuay

- gvery 10™ batch / *TecT NpoBoAUTLES Ars KOXKHOT 10 cepii

| 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 mentioned site (s} in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country or produect specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP. / Lium niaTeepaxylo, Wo BuweskasaHa iHdopmMalis €
ROCTOBIpHOW | Touwow. flaHa cepis NpoAyKUil BUroTOBNEHA (BKAKMAIHM  YNaKOBKY/MapKyBaHus) |
NPOBEACHWA KOHTPONL 1 AKOCTI Ha BKasaMii AinbHUU y noBHIR pignosignocti 3 sumoramu GMP,
BCTAHOBNEHUMY MICUESEBWM DEerynATOPRMM OpraHoM, a Takox y BianosigHocTi 3i cneuunchikauieln, wo
MICTUTECR B peecTpauilHoMy O0CkE KpaiHu-iMnopTepa 4u B A0Cbe cneyudpikayit Ha npenapar aAnA
AOCTIAKYBAHOIO Nikapcbkoro 3acoby. MpoTokonu BUPOBHAUTBE, ynakoskit Ta avanisy Synuk nepernawyti i
BCTAHOBAEHC BignosinHicTs GMP,

/7
Date of signature /fava nignucy: ¢
26.09.2022 Stephan.Bidha

Dept. of Q. C. ///Ke’ﬁisnwx ain,qinmmxecri

erz Pharma GmbH & Co, KGap
Eckenheimer Landstr. 160
0318 F{ank!urlil\/lam
Posiiach 14 135
60048 Frar%kfurf/!\}fjgm
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