NEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

npoB. Ceitanunoi Haxii, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Ipo AKICTH BBE3€HOro B YKpaiHy JiKapchKoro 3acody

27.08.2024 Ne 42069/24/10

IIK-MEPII
(HalMeHyBaHHs JIKAaPCLKOTO 3ac00y 3riHO 3 PeecTpPaLlifHuM HOCBIAUCHHSIM)
Ta6/IeTKH, BKPHTI IJIiBKOBOIO 06010HK010, N0 100 Mr; mo 10 rabuerok y oJaicrepi; mo 3
GJicrepn y KapTOHHi# KopoOui
(opma BHITyCKY, AO3YBAHHS, BH NAKYBAHHS JlikapCbkoro 3acoby)

Homep peectpauiiitoro nocsinuenns UA/9031/01/01 crpox aii peccrpauiiitoro nocsiguenns 01.01.2099

Cepin nikapesioro 3aco6y Ne B00040650 KinbkicTs BBe3eHOr0 Nikapebkoro 3acoby 2070
BupoGHuK Mepu ®apma I'm6X i Ko. KI'aA, Himeuunna
(uaiiMeHyBaHHS BHPOGHHUKA JiKapebKoro 3aco0y, kpaiHa NOXOKEeHH )
Bseseno B Yipainy ToeapueTBo 3 00Mexen oo Bianosiganpuictio "ACIHO YKPATHA",
inent. xon: 42274733

(naiimenyBarns Ta ko 3a CAPTIOY 1opumiroi 0cobu aGo npizsuie, in's, 0 Garbkosi (izutHol
0coGH - miAnpUeM, i MicLe MpoKHBaHHs Ta peecTpauiiimiii Homep 0BaiKoBOT KaPTKI IAATHIHKA
riofiaTkie abo cepist Ta HOMEp nacnopTa)

Mpotokon BizyansHoro koutpomo six 22.08.2024 Ne 2480/12.

3a pesynbTaTaMu  AEPHABHOIO KOHTPOJIO  BCTaHOBJEHO, WO gikapcbkuil  3aci6  BBeseHo B Ykpainy 3

JOTPHUMAHHSAM BHMOT 3aKOHOIABCTBA LUOAO 3a0e3re CHHs sIKOCTI Jlikapebkux 3acobis.
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Merz Pharma GmbH & Co. KGaA
Posifach 11 13 53

-60048 Frankturt am Main
Telefon 069/ 15031

Telefax 069 1 1503200

CERTIFICATE OF ANALYSIS

Ceptucpirar aHanisy

Product / Npoaykr

Country of manufacture / Kpaiua-upobHnk:
Batch / Cepis:

Batch size / Poamip cepii:

Manufacturing date / Hara srpoGuuraa:
Expiry date / Tepmin npuaarHocr:

Strength/Potency { Cuna giitAktusnicre:
Package size and type /
Posmip 1a sug YNakoBku:

Dosage form /
Nikapcexa dopma:

Certificate Registration number /
Houep peecrpavintoro NOCHIgMeHHs;

PK-MERZ®, film-coated tablets 100 mg, 10 tablets in blister,

3 blisters in carton box with Ukrainian labeling

NK-MEPLY, Tabnerku, Brpuri AriBKoBOK 060510HK0I0, 110 100 AT,
no 10 rabnerok y Bnicrepi, no 3 BricTepu y kaprounii Kopobui
3 MapKYBaHHAM yKpaTHCLKOI0 MOaoko

Germany / Himeuiuna

B00040650

12.050 packages / YNakoBok
17.10.2023

09.2028

1 tablet contain amantadine suffate 100mg /
1 raBnertka micrure aMaHTapuHy cynedarty 100 mr

10 tablets in biister, 3 blisters in carton box /
1o 10 rabnevox y Griicrepi, no 3 Bnicrepu Y KAPTOMHIN KepoBu

film-coated tablsts 100 mg/
TabreTky, BKpUTI ririskosolo oBonowxoo, 1o 100 mr

UA/031/01/01
UA/9031/01/01

Name and authorization number of Manufacturer, Merz Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2024_0002/

responsible for batch-release / Hagsa Ta Homep  Mepu dapma MmeX i Ko, Krraa,
MiUeHsii BupoBuuka, sixui BURYCKaE cepiwo B 0Bir:

Address of Manufacturer, responsible for batch
release / Agpeca BUPOBHUKE, KUt BUNyckae cepio B

ofir:

DE_HE_01_MIA_2024 0002

Legal address: Eckenheimer Landstrasse 100, 60318

Frankfurt am Main, Germany /

1Opudusra alpeca; ExeHraimep NsHgwrpacee 100, 60318
Dparikehypr-Ha-Maiiui, Himeuunna

Site address: Ludwigstrasse 22, 64354 Reinheirn, Germany /

Qaxmuuna adpeca: Jrogsirwtpacce 22 64354  Padrxanm,
Himeuunna
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Merz Pharma GmbH & Co. KGaA
Postéach 11 1353

D-60048 Frankfuit am Main
Telefon 069 7 15031

Telefax 0% £ 1503200

CERTIFICATE OF ANALYSIS
Ceprndpikar aHanisy

product/ Mpoayxr PK-MERZ®, fitm-coated tablets 100 mg, 10 tablets in blister,
3 hlisters in carton hox with Ukrainian labeling
NK-MEPL], Tadnerku, akpuTi MNIBKOBOK oBonokkoto, no 100 mr,
no 10 vabneToky gnictepi, no 3 6nicTepuy KapTOHHIHA xopobui
3 MapKyBaHHAM YKpATHCHKOI0 MABOH0

Country of manufacture / Kpaita-BUPOBHUK: Germany / Hiveuumra

Batch / Cepia: BO0040650

Batch size / Poamip cepti: 12.050 packages / yNaKoBoK
Manufacturing date / laTa supobRuLTea: 17.10.2023

Expiry date / Tepwmin NEUAATHOCTI: 09.2028

T P YR e
MMW,?}““KZ‘ Pe3ynpTaiv ..
zanbHi isuxo-xiri yHi gnacmuso.

Round. biconvex, film-coated tablet with & groave | Corresponds / Binnosinac
on one side / Kpyrna, ABOONYKNA, BKOUTA !

(NIBKOBOI0 OBONOHKOK rabneTia 3 BOpoIEHKOI 3 *

| 0AHOrO BOKY e
Orange / Opatkesuit

‘ B T Odorless/bes sanaxy ..
Resistance to crushing of tablets, fim-coated 50~ 100 H

tab-lets (mean value) / !
i CrifKicTe A0 PO3ABNI0BAHHA l

,,,,, CEPEARA MACR oo B W_m._m,,_,%_____.ﬂ..,,%
Uniformity of mass, fiim-coated tablets, Ph. 18/20: 5% ds / Bigriogipae
| Eur. 2.9.5 JORHOPIAHICTE MaCcK 2120: £+ 10 %

I 10 min / x8

- rsiioratenn 0 1 N Rydrochioric scid, fim-
| coated tablets/ Posnananya 8 0 ANHCL

o .MW,..a-,,ﬁ.....,..,..,,,.m.,.....mw.,,__._._mw.w.,__..., ISU— -

Disaolution test after 40 min (GQ) (Ph. Eur. 0= 75 % (mim) according to table 2.9.3-1 101.2 % { 1
2 9.3 ‘Conventional-release solid dosage (remark: step 1 acc. to Ph. Eur. 2.9.3: mean value

'\ forms') / POSUMHEHHS HEPE3 40 xe (MK} 280 %)/ \

Q =75 Y% (mim) srinHo rabnvu 2.9.3-1 (npumiTka: [

piBeHe 1 3riaHo Cop. Papm. 2.9.3: cepenre i

Rlreabist e i |

\_ denti Hmuikayis: ' L \

AL e : i orresponds !

‘ Sulfate, orresponds |

| Cyncpar, BONOMMILAMMANE e refarence _ |

Tomplies with reference / Bianosiaae STannapTy Trotperformed /|

I Toloring matter orange yellow lacquer E 110
He nposoavBCA

L (UVIVIS, annually) !

b ?ﬁ!ﬂv.‘.?fng.[?ﬁ,.*i‘.?ﬁ?:?o"’mm""’v" S*(E0) e
Fitanium dioxide, wet chemical (annualiy) | | Betoctable / BusHauaeTsCA
___?[%,.,I_c:kﬂx,aigﬁrena.‘m.@.qnQIM.é.MLMWWLMMWWWMM_

not performed”iﬂw
He nposoavee .
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CERTIFICATE OF ANA
Ceprudpikar aHanisy

Product / Nponyxr

Country of manufacture / Kpaina-snpo6huk:
Batch / Cepis:

Batch size / Posmip cepii:

Manufacturing date / Qara BUPOBHULTRA:
Expiry date / Tepuin npUuaaTHoCT:

Merz Pharma GmbH & Co, KGah
Postfach 11 13 53

D-80048 Frankfurt am Main
Telefon 062 / 15031

Telefax 660 / 1503200

LYSIS

PK-MERZ®, film
3 blisters in car
MK-MEPL, vaén
no 10 rabnerok y Briicrepi,
3 MapKyBaHHM YKDPaTHCLKO
Germany / Himeuwuna

B00040850

12.050 packages / Yynaxkosok
17.10.2023

09.2028

-coated tablets 100 mg, 10 tablets in blister,

ton box with Ukrainian labeling

CTKU, BKPUTI NiskoBow 0BonoHKolo, no 100 MI,
110 3 Snictepu y kaprouuii Kopobuyi
10 MOBOIO

e
Parameter /
MNokaanux

"""" Specification 7
Bumoru go noxasnuka

Actual value /
Pesynurary

Residual solvent isopropyi &
(GC, annually) |

Fi‘fmty fest/ Yucmomas
| Saruikosmi POSYMHHIK j30nponamom™

~T'not performed 7
He nposoguacs

["Assay of 1-hydroxyadamantane
(degradation product) / Kinskicuust svict 1-

fapokevanamattany {npogykTy Aerpanay)

£ 0.1 % of the labeled APl content 7 N R

£0.1 % sig sagsneHoro BMICTY AP]

!
;
|

Unidentified amantadine-related impurities,

<0.1%

£0.1 % of the labeled API content 7
$0.1 % sin 3assreroro auMicTy AQ|

u,‘_m___%mwm._mmeMw_,_wmm

£0.5 % of the labeled AP content /
£0.5 % sig 3assnenHoro BMICTY Ad|

“ single, calc. as amantadine sulfate /
| Helpermudikosani CYNPOBILHI AoMiLUKM
i AMEHTARUHY, OaNHIIHi,
PO3Pax. no sigHoLEHHIO o BMicTy
‘.4.V§M§ﬁjﬁumfy_&c~me§2§_m
Amantadine-relafed impurities, total
Cynposiami nomiwim amaHTaguHy,
[3aranbracyma S
Microbiological purity (annually) 7
MikpoBionoriuua uncrora (WopiyHo)
TAMC
TYMC

| Escherichia coli

not performed /
He nposoguscs

£ 10° GFU/g (max. < 2000 CFU/g) 1
SaranbHe uicrio Gaxrepiit (TAMC) 5 109 KYOIr

£10% CFU/g (max. < 200 CFU/g) /
3araneHe wicno rpntis (TYMC) = 102 KYO/rr

| not performed /
He nposoguscs

not performed /
NposoAvBCH

Absent/1 g/ Bincyrricte 8 1 1

Assay [Kinuiicns aismayenn,

distillation /AMaHT&[ILMHy Cyribhar,

95 - 105 mg/tabl. 7 05 7055

Amantadine sulfate, fitration after stearm ‘J

i.A.I.!{‘IE?.)i?éiti'.‘ﬂ.[?l%ﬁi‘ﬁﬁ?§..Q?:AE§EI@.§!S I

* Tecr nposoasTs Ha KOMHIN 10~ cepii abo

Ha OAHIN cepil B pouyi.
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Merz Pharma Gmbt & Co. KGaA
Postfach 11 1353

[5-66048 Frankfurd am Main
Telefon 068 £ 15031

Telefax 669 / 1503200
CERTIFICATE OF ANALYSIS
CepTudikat ananisy

product / NMpoayKy PK-MERZ®, film-coated tablets 100 myg, 10 tablets in blister,

3 plisters in carton box with Ukrainian labeling

K-MEPLU, TabneTxy, BKpWTI NNIBKOBOKW oBonoHKo0, 1o 100 Mf,
fo 10 TabneToxy gnictepl, no 3 GnicTepuy KapTOHHINA kopoGui
3 MapKyBaHHAM yRPaiHCLKO MOBOK

Gountry of manufacture / Kpaia-supoBruk. Germany / Himeumra

Batch / Cepist B00040650

Batch size / Poamip cepit: 12.050 packages / ynakosok
Manufacturing date / [lata pupoBHuLITBa:l 17.10.2023

Expiry date / Tepuin npUAATHOCTI: 09.2028

| hereby certify that the above information is authentic and accurate. This patch of product has heen
manufactured, including packaging/labe&ing and quality control at the above mentioned site (s) in full compliance
with the GMP requirements of the local Regutatory 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. [ Liuwm
PIATREPMKYIO, L0 BUUEBKA3EHA iHchopmauin € [OCTOBIPHOK | TOYHOIO. Dana cepist npoaY KL BUrOTOBREHA (BKIMIOMAIOMM
ymaxowy/mamyaanw) i npoae,:\erm% KOHTPOML 11 AKOCT Ha BRAIBHIA JinsHuut ¥ NoBHIN pignoBipHOCT 3 pumorany GMP.
peTanoBeHuMn  MICLeBUM PEryNATOPHMM OPraHoMm, a Takox Y pignosipHocTi 3 cnewikauielo, o MICTUTBCS B
peecTpallitHomy 00CHE gpaiHu-iMropTepa U B A0CHE cneuudikadin 1a npenapat AnA DOCHIAMYBAHOTO NIKAPCHKOTC
sacofy, MPoToKoNN BUPOBHALITEA, YNAKOBKA Ta ananizy 8ynm nepernsiHyTi i BCTAHOBNEHO BIANOBIAHICTD GMP.

Batch release date /
Jlara panycky cepil. 16.02.2024

Date of signature of the quality certificate !
[lara nigavcy ceprvdikaTa akocTi: 18.02.2024

7
dparedypT/Maid e
Erankfurt/Main Dept. of Q. C. / Kepigruk siAAiny KOHTPOHO AKOCTI

Merz Pharma Grobk 8 Co. KGahA Dr, Alejandra Pilgram
ner Landstr, 100

curtidain
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