HEPKABHA CITYIKBA 3 NKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KUIBCHKINA OBJIACTI

npow. Caivmrauol Hanid, 3, M. Kuie, 02099, rer/daxe; (044) 576-40-4 1
E-mail: df .m(g;,d s.govaua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTL BBE3CHOro B Yipality JiKapcbRoro 3acody

10,12.2024 Ne 63993/24/10

MIOOPHIMH®

{HaftMEHYBAIIS HIKAPCHROTO 3CoBY 3UIRHO 3 PECCTPALHITNM HOCHANCHIN)
rabuerky 1o 4 mr; no 10 Tabnerok y Guicrepi; no 2 duicrepu v mavni

(opya BANYCKY, MOAYRAIHS, B HACYBARHS JIKAPCLKOrD 3ucody)

Howmep pecerpauittnoro nocaizacnna UA/19477/01/01 crpox aii peeetpauiitnoro nocsizuenna 09.06.2027

Cepis aixapenkoro sacofy No 240984 Kignxicrn asesenoro nikapensoro sacofy 53840
Bupotnmc Mide I'MOX Aprmadivitrens, Hiveauma

(raifveaynanus BUpoBIITKa JKAPCHKOre 3acoy, kpaiua HoxoeHIg)

Baeseno » Yrpainy Tosapucrro 3 obmexenow signosigansuictio "MIBE VKPATHA",
iaenr. kon: 38705049

(aftmenynatns 1 xoi 3a CHPTIOY sopystanol ocoby ado npissGe, s, 1o Sarukosl Gistuof
ocoBI ~ HHARPHEMUE, T MICHE HPORRBAWIN T4 PeeCTArfnit BOMEp 00IHKOBOT KapTRY IATHIEL
HOAZTRIB a0 Cepif Ya HoMep Hactopra)

fiporoxos wisyansrore wonrpomo sig 03.12.2024 M 3827/6.

3a pesyARTATAME  ACPERABHOIO  KONTPOIIO  BCTAMORNGHO, O CHKApCLKMH  3a¢ib  mwescio B Yxpainy 4

AGTDUMATHIM suMor 2aK0H0IABCTEY WOX0 3abeanedenus sxocti Ji KapebkHX 3ac00is.
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Page 10f 4 Master CoA sheet VI00826

CERTIFICATE OF ANALYSIS

2 CEPTHOIKAT AHAJII3Y
mibe CmbH
Arzneimitiel
Product name: Myopridin Country of manufacturing Germany
HativenyBaxma mpomrykuil; MIOTIPUJINH® Heprapa-supobrix HivieuyHa
Importing country: Ukraine
Hepskasa-impoprep: Ykpaiua
Article-code/Kon apTuxymy: Ident-No / Inenrudikauiinui nomep:
VI00826 24176711
Strength / activity 1 tablet contains 4 mg of pridinol mesilate (equivalent to 3.02 mg pridinol)
Cuna nil/aKkTHBHICT | Tabnerka MicTHTh 4 Mr mpmauHOITY Me3wnary (wo Bimmosimae 3,02 mr
TIPHIMHONY)
Dosage Form tablet 4 mg
Jlikapebka dhopma TabneTky no 4 Mr
Package size and type 10 tablets in blister, 2 blisters in box
Po3sip ta Ty nakysauss | no 10 taénerox y 6aictepi; no 2 Gaicrepu y nayui
Number of Registration Certificate UA/19477/01/01
Howmep peecTpatt#iHoTo NOCBiAYCHHS No UA/19477/01/01
Batch number; / HoMmep cepii: 240954 Batch size (pes.): / Poamip cepii (wr.): 53863
Manufactaring date: Jata BupobHuuTsa: Expiry date:/ [lata 3akiHueHHs Tepminy MpHAATHOCTL: -
09/2024 09/2029
Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brelina, Sachsen-
Anhalt, 06796, Germany
HaitmenyBasHS Ta MICUE3HAXOKEHHA ATBHAL] 3 BupoGHIuTBA: Mibe TMEX ApimaiimiTress, MrorxeHeplutpacee
15. Bpeua, Cakcounis-Auxanst, 06796, Himeuunia
Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0005
Homep minensit aizsruni 3 BupoGruursa. Ne DE_ST 01_MIA_2023_0005
Certificate GMP. No. DE_ST 01_GMP_2023_0012
Ceprudixar sinnosianocti GMP Ne DE ST 01 GMP 2023 0012

Tests Method Specification Result
HasBa noxasHiika MeToau KOHTPOO Jonyctmi mexi Pesynwrar
Appearance organoleptic white, biplane tablet with one-sided complies
Onue OpraHONeNTHYHO score line and facet

rutocki 3 06ox Bokin Tadbnerky Ginoro pignosigac
KONLOPY 3 PHCKOIO 3 OXHOTO GOKY

Disintegration Ph.Eur¥, 2.9.1 <15 min (H:20, 35°C - 39°C) 41s
Po3nazanns Ph.Euct, 2.9.1 <15 x5 (H20, 35°C - 39°C) 41 ¢
Loss on drying Ph.Eur.* 2.2.32 <50 % 1.8 %
Brpara B Maci npu Ph.Eur.* 2.2.32 <3.0% 1.8%
BICYLLIYBAHHI
Average mass Ph.Eur® 2.9.5 200.0 mg / tablet+£3 % 200.3 mg / tablet
Cepenus Maca Ph.Eur.* 2.9.5 (194.0 ~ 206.0 mg / tablet)
200.0 mr/ tabnerky £3 Yo 200.3 mr/
{194.0 ~ 206.0 Mr / TabneTKy) TabneTy
Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe o~
ey /”M’ S T 'A"%
signature //”"',/"‘M signature
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Uniformity of mass for

singledose preparations
(n=20)

OnuopiauicTs Macu s

1030BAHOTO JIKAPCBKOLO
3acofy (n = 20)

Diameter
Hiaverp

Height
Bucora

Resistance to crushing
Criitkicts Tabnetox Ko
pa3laBIOBAHES
Friability

Crupanicts TabneTok
[dentity

[zenTndicania
Pridinol mesilate
[Tpranmosay Meauaar

Content

KinpKicHe BU3HAYEHHS
Pridinol mesilate
Mpiaudony Mesnnar

Related substances
CynpoBinsi JoMimKH

1,1-DPPM
1,1-mudenmn-3-(N-
ninepiauH)npon-1-ed
METaHCYTh(OHATY
Specified not identified
impurity:
Creundixosani, ve

inenTHiroBani zoMiKM:

Ph.Eur.* 2.9.5
Ph.Eur.*2.9.5

calliper gauge
BHMIpIOBAHHA
WITAHTeAbLHPKY JeM
calliper gauge
BUMIPHOBAHHS
IITaHTeNbLHPKYIEM
Ph.Eur.* 2,9.8
Ph.Eur.* 2.9.8

Ph.Eur.*2.9.7
Ph.Eur.*2.9.7

HPLC (in-house)
BEPX (mryTpitrus
crrentdixanis)

HPLC (in-house)
BEPX (BHyTpiuss
criewdixanis)

HPLC (in-house)
BEPX (Buyrpiss
crieunhirais)

HPLC (in-house)
BEPX (HyTpiwHs
cneuudixais
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> 18 tablets: average mass <=+ 7.5%; complies
<2 tablets: average mass > £ 7.5%

and
=15 %

no tablets: average mass > £ 15%

> 18 rabnetok: cepenss Maca <= 7.5

%;

BinnoBidae

<2 tabneToK: cepenHa Maca > = 7.5 %

Ta<+£15%

KOIHa TaGNeTKI: cepenss Maca > & 15

%

9.0 ~9.2 mm
9.0 ~9.2 MM
2.5-2.7mm
2.5 -2,7 MM
40-60N

40 -60 H
<10 %
<1.0%

Retention time of the main peak of

9.1 mm
9.1 mm

2.5 mm
2.5 MM

55N
55 H

0.3 %
03%

complies

sample complies with the reference

standard

Yac VTpHMYBaHHst OCHOBHOTO ﬂik’y

piarosinae

BUINPOOYBANLEHOTO PO3YHIY BiNOBIlae
Yacy yTPHMYBaHHA OCHOBHOTO iKY

PO3UHHY [OPIBHSHHA

UV spectrum of the sample in the

complies

range of 190 — 400 nm complies with

the reference standard

V@ cnextp BunpodysanbHOro po3unny  BiAnosizae
B Aianasoxi JOBxKHY XBiLti 190 — 400
HM Bianosizae Y& crnekTpy po3uuHy

NOpiBHAHHS

- imp 5 (RRT approx. 1.9)
- aomituka 5 (RRT Ganssko
1.9)

- imp 6 (RRT approx. 2.0)

4.00 mg / tablet £ 5 % 3.95mg
(3.80 — 4.20 mg)

4.00 mr/ tabmetxy + 3 % 3.95mr
(3.80 — 4.20 mr)

<0.1 % <0.1 %
<0.1% <0.1%
<02 % <0.1 %
<0.2% <0.1 %
<02 % <0.1 %

Prepared and checked by: Liudmyla Maistrenko

Approved by: Friedrich Koppe L
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- nomiwra 6 (RRT Gnuzsxo £02% <0.1%
2.0)

Each additional not <02 % <0.1%
identified, not specified <02% <0.1%
impurity

Koxua 1oEaTKOBA HE

inenTudikonana, He

cretniikoBana noMitika

Total sum impurities <09 % <0.1 %
Cyma moMinrox <0.9 % <0.1%
Microbiological quality (Ph. Eur.” 5,1.4, non-aqueous preparations for oral use)

Mixpotionoriana yncrora (Ph.Eur.* 5.1.4, Hepoani nikapeexi 3aco0u i OpafbHOTO 3aCTOCYBAHHA)

TAMC Ph.Eur.* 2.6.12 <10° CFU/g <10 CFU/g
TAMC Ph.Eur.* 2.6,12 < 10*KYOrr <10KYO/r
TYMC Ph.Eur.* 2.6.12 <10* CFU/g <10 CFU/g
TYMC Ph.Eur.* 2.6.12 <10 KYO/r <10KYO/r
E. coli Ph.Eur.* 2.6.13 absentinlg abs.inlg
E. coli Ph.Eur.* 2.6.13 BigcytHicte B 1 1 Bincyraicte Bl
Package

Vnakoska

Batch-deseription
Omue cepii

Deseription of shelf life
Onuc Tepminy 30epiraHHs

Fill quantity
Kisekics npenaparty
B yraKosui
Comments
Kosmenrapi

pPV-Q-001

PV-Q-001

FertigPackV

not applicable

He 3aCTOCOBYECTHCH

the batch-deseription of the
package is complied with the
batch-documentation

Omic cepii Ha ynakoBIl Binnosigae
noxyMenrauil Ha cephio

description of shelf Jife is complied
with the batch-documentation
Ousic Tepminy 30epirauns Bintosisac
noKyMeHTauil Ha cepixo

20 tablets

20 Tabnetok

batch bulk no.
240934

Hedacopana
cepis: 240934
complies
Bianosinac

complies
Bianosifae

* Tested on the first commercial 10 batches and then on each 5th commercial batch or once a year whichever is most frequent.
¢ Brnpo6yBauns npoBoaTHCA Ha fepuinx 10 koMepuiliHux cepisx, nagam — Ha xomdift 5+ cepil wonaliMenne oxus pas Ha ik, 32 Nepiown

3 UMX TOATH.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

[uM 4 3aCBinuYI0, 1UO HABEAEHA BHILE (HGOPMALs € 10CTOBIPHO T2 TouHOW. Lo cepuo npoxyKuiv 6yn0
BI{pOOfIEHO (Bm;oqarotm [aKyBaHHA/MapKyBaHHs) Ta NPOBE/IEHO KOHTPOTIE if AKOCTI Ha BUIE3A3HAYEHIH JiARRULI Y
MOBHIH BUIUOB lIIHO(/H 3 BUMOTraMHU (JMP BCTAHOBICHMNMH MICHCBHM PEeryaaTOpHHM Oprasom, a TaKOK BI,E(HOBU_LHO
70 crieundikaniit, Mo MicTATECS y peecTpaiiiHoMy N0ChE KpalHH-IMITopTepa Ha Mpenapar i AOCTiIKY BaHOTO
nikapeskoro 3acody. [1poTokony BUpOGHHIITBA, TAKYBAHHS Ta aHATTI3IB 6YJ10 MEPErssHyTO Ta BCTAHOBAEHO

pianosianicte GMP

Prepared and checked by: Liudmyla Maistrenko
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Approved by: Friedrich Koppe o
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signature / o
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Date/Name + Sign Quality control (F. 5015&)‘"
Hara/is’a + niznue npeacrasuitka BLIINY KORTPOMO SKOCT

(. Konrte)

s End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko

e

signature .~

signoture

[



http://www.tcpdf.org

