m ?e
JEPXJIKCITYXXBA
JIEPJKABHA CJIYVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npocnekt Banepis Jlo6anoecekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kon €ZIPTIOY 37078774

BUCHOBOK
npo AKicTHL BBe3eHOro B Ykpainy jJikapebkoro 3acoby

06.08.2021 Ne 32601/21/10

MATHEPOT®

(uafiMenyBanus AikapcebXOro 3acoby 3riaHo 3 peecTpaifHiM NOCBINYCHHAM)
Tabaerkn no 500 mr Ne 20 (10x2) y Gaicrepax

(opma BHITyCKY, 103YBaiNS, BHI NAKYBAHHA NiKapcLkoro 3acoly)

Homep peecrpauitinoro nocsinuenns UA/4062/01/01 crpox aif peectpauiiinoro nocsizuenns 24.06.2021

Cepis nixapcskoro 3acoby Ne 21C0S57 KinskicTs BBe3eHOrO nikapeskoro 3acoby 19674
Bupobunk Mayepmann Apunaiimurens KI', Himegunna
(uafiMenysanns supobunka nikapcsxoro 3acoby, kpalna NOXOIKEHHA)
Baeseno B Vkpainy Cniasue ykpaiHchbKo-ecToOHChKE NignpHeMeTso y opmi ToBapucTsa
3 oGMexenolo pianosinaasnicro "Onrima-@apm, JIT/", inenr. koa:
21642228

(ualimenysanns Ta xoa 3a €/IPIIOY 1opuantnol ocobn abo npissuute, im'a, no Garsrosi diziurol
ocolu - nianpresus, 1 Miciie NPOAHBAHNA Ta peccTpauifinuit HoMep o0nixoBol KAapTRH NIATHHER
noaarkis aGo cepis Ta HOMEp nacnopra)

TMpotokon sisyansuoro xourpomo sia 06.08.2021 Ne 1984/1.

3a pesynbTataMi JACPKABHONO KOHTPOMO BCTAHOBNEHO, MmO Jjikapchkuit 3aci6 sseseno B Ykpainy 3
BHMOT 3AKOHO/JaBCTBA HI0/10 3a0e3neueHns

ocTi nikapceKuX 3acobis.

Onexciit COJIOZIPAM

(nianuc) (inivianm Ta npizsmie)
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Mayepmann-Apunaiiviress KI
82343 Iboriur Himeuunna

Ceptudikat nigTBepAKEHHA BUPOBHULUTBA MEAUYHUX NPOAYKTHI
Bianosiaae [onosHenHio | 4o AoAaTKy 16 sumor Esponeiicbkoro Cotosy HBN aupekTusi

l.a | Hasea npoayKty Maruepor®, Tabaerkn no 500 mr Ne 20
. (10x 2)B Gaicrepax
1.b | Cwuna gji / AkrusHicTb Marwito opoTaty gurigpaty 500 mr
l.c | Nikapcbka dpopma Tabaerka
1.d | Ynakoska 20 rabaerox (2 6aictepu no 10 tabnerox )
1.6 | BupoBnuya cragin BupobHuuTeo NoBHicTIO
2. Cepifi KIHUEBOro NPOAYKTY 21C057
p, KpaiHa, aka imnopTtye Ykpaixa
4.2 | Hassa i anpeca BHPOBHUUOTO YUBCTKY Mayepmann Apunaiimarens KIC
Cenpix-Knote-IlITpace 2
82343 [Muokinr
(niuensia DE BY 04 MIA 2016 0052)
4.b | TexuiuHuM pernameHT Npo AKICTL 3 Boopsar ®apma I'm6X i Ko, KT’

Kannpepmrpace 7, 71034 Brobainren
3 rpyaHa 2015

5. NiaTeepaMeHHs

Llun s nigTeepaxyio, WO HaBeeHa inthopmalin € aBTEHTUYHOIO Ta TOMHOIO. Lis cepin npoaykty Byna surotoeneHa,

B TOMY YMCNI YNaKoBKa/MapKyBaHHA Ta KOHTPOMb AKOCTI Ha BULLE3ranansnx BUpOBHWUMX caiTax y noBHiA signcBiAHOCTI
10 Burorn HBM micuesoro perynaTopHOro opraHy Ta cneyudikauii, 3a3Haqesi K 403BoNi kpaivr-iMnoprepa abo daviny
cneuudbikauii npoayxTy Anst ACCNiMKyBaHCro nikapcskoro aacoby. 3anuck napTinHoT 0Bpobku, yriakosku Ta aHanisy
Bynu nepernsHyTi Ta BUaHani TakMmu BignosigHo ao HBN

6. Mpu3siue i nocaaa ocobu, Aka

[Op. Exkxapa XoddmaHH
BMAana A03BiN Ha cepTudirat cepil

Nianvc ynosrosaxeHoi ocobu, Aka - Mignuc -
svgana Ao3sin Ha aaHy cepito
8. | Aara nignucy 20/04/21 ( an/mm/pix )
#ilt_CoK_Ykp.aoK Bepcia 2

N
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Maycpmann-Apumnaiimurean KI
82343 [bokiur Himeuunna

Ha3sa npoaykTy flata BupoGHuuTBa 03/2021 _____
Marnepor®, Tadaerkn no S00 mr Ne 20 fata 04/2021
(10x 2)B GaicTepax KomnABKTaUI
Homep cepii | 21c057 MpwuaatHwii 40 02/2026
Kinbkictb, po3mip | TMN ynakosok 19704 ynakosoK (KapToHHa HOopobKa 2 THCTPYHUE
no MmeauudHOMY 3acTocysaHHio )i 20 Tabaetkamu
( 2 6nicrepu no 10 TabneTok )
Kpaida - imnoptep YKpaiHa
PeecTpauifiuuit Homep UA/4062/01/01 (10 24.06.2021)
MepBuHHa ynaKkoBsKa Bnictep m IHWwi
MATEPIAN  ..oveennnns |
BTOPUHHA yNaKosKa KaproHHa kopobka m |HW1HA matepian _ .........
IHWUIA nakysBancHUMA maTtepian Inctpykuia m  Bykzer O IHwwi
marepian ........
|aeHTHOIKALIA YNaKOBKU | Y sianosiaHocTi i3 Pesynerat: laeHTnveH
| 3aTBEPAMEHMM MaKETOM MAKETY
Taxm Hi o
BupoBbHuuuia Aptukyn Ne cepii6anka 3amosneHHa Ne
Ne 131146701 21C057 4500063017
Ne Homep B peecpi A3- nomep Banka 3pasku:
214 64190 11( svpobHux ) +4-
(3amoBHUK) YAKOBOK 3 20
tabnetkamu (2 6Bnicrepu no
10 Tabnerox)

Pe3ynbTaTv NpOBeAeHHA aHanisis: Byab nacka, 3sepraitTeca 40 BknageHoro Ceprudikaty AHaniay.

AHanITHYHKIA Homep KOHTPOoNIo, 6eT4 GOopMYNa,3BaXYBaHHA | pesynbTaTi B NpoUeci BupoBHMUTBa:
Byab nacka, y pasi notpebu, 3annTyiiTe peavasTat

Komenrapni: H/a

4 BiaxuneHs 3apeectposaHo He Byno.

A0 Npoueaypu.

Y npoueci BUpoBHULTEE, YNAKOBKK Ta KOHTPOAIO:

[J BiaxuneHb 3apeecTpoBaro He Byno, AKI MOKYTb BN/IMHYTH Ha BUNYCK cepil.
BCi BiAXMAGHHA, AKI MOXYTb BNAWBATW Ha BUNYCK cepii 3apeecTpoBaHi i cxsasneHi BiANOBIAHO

HactynHi BigxuneHHa Byaun 3apeecTpoBaHi: H/a

H/a - He 3aCTOCOBYETLCA

[MTsokinr, Jata
- Nignwc -
- Nignuc -
AH3NITUK

#H_CoK_Yxp.nox

20 kBiTHA 2021 20 kBiTHA 2021
- Nianuc - - Nianuc -
Bepun bpunk [Np. Ekxapa XopdmanH
HayanbHuK HauanbHuK
enpobHuyTea AENapTameHTy

AKOCTI

. Fag .
- .y
-’ e

3

Bepcin 2
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f‘,‘f_oafrm,w_m_ Ceprudikar akocri Crop.1/1
06_dopm.aon E
MayepManH- Marnepor®, Tabaerkn no 500 mr Ne 20 | Bupobnero ana
Apunaiinitens K[ | (40x 2)'3 GaicTepax Bropsar @apwa
82343 Ipoxinr, Buobainren
Himeuunna ! [Nata snpobHuuTBa
' Cepin Na: 21C05T (micaus/pik) 03/2021
Tecr napametpy / Metoa Cneundikauis Pesynbtart
Onuc 6ini, nnocki Tabnetkm 3 Bini, nnocki Tabnerku 3
Bi3yanbHWi HacKo Ta PUCKOIO dackoio Ta pyUcKolo
3 0OHi€l CTOPOHU 3 OAHIET CTOPOHU
fiamerp (o n = 10) wranreHuMpkyns | 12,9~ 13,2 MM 13,2 MM
OpHOpIAHICTL Macu 18 Tabn.<+ 5% 20 320<+5%
€spon.®apm:*  2.9.5. 2 tabn. <x 10% 0320
INC(e n=20) BiA cepeaHboi Macy +5% a0+ 10%
| Cepeana maca (IMC. g n=20) 704,4 + 21,1 Mr 704, 1M1
PosnapanHa (@n=286) <15 xs. 8 xB.
€spon.Papm:”  2.9.1.
Teepoaicts (o n=10) 80-1S50N 96N
€spon.®apm:® 298 X MaKc 99 N
x min 92 N
PosumHenna €spon.@apm:®  2.9.3. | Q=75%Ha npotasi30 xennuu 100 % (n=6)
Mmetoa BEPX , nonacti X min 98 %
lpeHTudiKaLia mardio Mo3wt1BHa Mo3uTUBHA
€spon.dapm:*:  23.1. (ocaa y Burnsai
narHilo amoHio docdaty )
|aeHTudiKauin opoTaty Bianoeigae gianosinae
meroa BEPX (4ac yrpMmaHHA OCHOBHOTO MiKY

CTaHAAPTHOrO po34MHy BiAnosiaae
yacy yTpUMyBaHHA BUNPOGYBaHOMO

pO3uKHY)
KinbKucHe BU3HaYEeHHA 95 -105% 99 % HeKIapHpoB.
MarHiloopoTaTy AUriApaTy AGKNAPOBAHOTO 3HAUEHHSA, 497,0mr

€spon.®apm;*  2.5.11
KOMNAEKCOMETPIYHE THUTPYB3HHA;
po3paxosyeTber BignosigHo Ao DAC, (475 — 525 mr/rabnerky
moHorpadia MarHesiym
oporar auriapat

wo signosinae

KinbKucHe BU3HAYeHHA 95 - 105 % pexnaposaHoro 99 % OCKIapHpPOB.
MarHito OpoTaTy Aurigpary 3HauYeHHs, wo Biagnosigae 494,2mr
Oporat Meton BEPX 475 — 525 Mr/Tabnerky
CynyTHi peYoBuHM ( J"IIM.HT atfannueHHn 0,05%)
meToa BEPX Hesigomi okpemo: He BU3HAYAETLCS
maxc.0.5%
Hesiaomi cymapHo: He Bu3HavaeTbeA
maxc. 1,0%
Hara Tecty  09/04/21 MpoAyKT NPOTECTOBaHUM BIANOBIAHO 3 TECTOBMMM iHCTpYKUiAmMM |
MpepcrasneHa - Nignwe - BianoBigHMMW BUMOramu -

Jara 20/04/2021 fonosa K

f
Tect Ha MiKkpoBionoriuHy uucrToTy { Espon.®apm.* 2.6.12/13) NpOBOANTHY PHG
PesynbTaTu: cepTUdIKaT OKPEMO .
Cneuudikauii: Espon.®apm.* 5.1.4 sianosiaHo A0 noTouHOl sepcil
* MotouHa sepcia




Nc!.; Mauermann-Arzneimittel® KG

82343 Pocking, GERMANY

CONFIRMATION OF THE PARTIAL MANUFACTURING OF MEDICINAL PRODUCTS

ACCORDING TO APPENDIX | TO ANNEX 16 OF THE EU-GMP-GUIDE

1a. Name of product

Magnerot®, tablets 500 mg N 20 (10x2) in blisters

1b. Strength/Potency

Magnesiumorotate-dihydrate 500 mg

1c. Dosage form

tablet

1d. Package size

20 tablets (2 blister with 10 tablets)

1e. Manufacturing stage

Complete manufacturing

2. Batch number of finished product

21C057

3. Destination country / countries

UKR

4a. Name and address of the site
carrying out the partial
manufacturing

Mauermann Arzneimittel KG

Heinrich-Knote-Str. 2
82343 Pdcking (license DE_BY_04_MIA_2016_0052)

4b. Reference to the Technical Quality
Agreement with

Wérwag Pharma GmbH & Co. KG
Calwer StraRe 7

71034 Béblingen

from December 2015

5. Confirmation statement:

{ hereby certify that the above information is authentic and accurate. This batch of product has been manufaztured,
including packagingflabelling and qualily control at the above mentioned site(s) in full compliance with the GVP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of tre importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP

6. Name of the Qualified Dr. Eckhard Hoffmann
Person certifying the batch [ Eva Koch

[[] Dr. Klaus Bartel

1 Bernd Brink

7. Signature of the Qualified
Person certifying the batch

—

W~

8. Date of signature

20/04/21 (dd/immiyy)

Ses EU_UKR deoy,

Page1/2
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Nq!.." Mauermann-Arzneimittel® KG

82343 Pocking, GERMANY

Further Information: Abstract from batch processing and packaging records

Name of product | Magnerot®, tablets 500 mg Date of manufacture | 03/2021
N 20 (10x2) in blisters

( ) Date of completion 04/2021

Batch Number 21C057 Expiry date 02/2026

19704 packages (folded box with ﬁ_ali-igt_in'formaF‘;n leaflet) and
20 tablets (2 blister with 10 tablets)

UKR

Amount, size and type of packages

Importing country

MA number UAI4062/01/01 till 24.06.2021

Primary packaging material Blister [X] Other material ...

Secondary packaging material Folding box X Other material

Other packaging material PIL Booklet [] Other material [J

According to templates,

Identity of the package Result: Identity corresponds to templates

confirmed in the yes no[J
packaging record
Manufacturer Article-No. | Bulk batch-No. Order-No.
13/146/01 21C057 4500063017
Register-No. AZ-Number Bulk Reference samples:
214 64190 11 {manufacturer) + 4 (customer) packages with

20 tablets (2 blister with 10 tablets)

Results of analysis: Please refer to the attached Certificate of Analysis

Analytical control number, batch formula, weighing records and results of in-process controls:
Please refer to the batch manufacturing and batch packaging records

Comments:

deviation procedure

During manufacturing, packaging and control:

B4 No deviations have been registered.

(] No deviations have been registered that may influence the release of the batch. All deviations that may
influence the release of the batch have been reviewed and approved in accordance with an established

The following deviations have been registered:

n.a. not applicable

Pocking, Date

Unterschrify
signalure

Pridfer
Tester

Cofl FU_UKR duocy

2 Ohril 2001 ¢ 2 fi il 2024
2 il 2001 ¢ 230 2028
/2’ MW-Z_ Dr.E .hg{}%‘ﬁﬁ-nn

Bernd Brink
Le.ung der Harsielung
Head of the Produchion Dopardment

Page2/2
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Leilung der Quaitaiskonticiie
the Quatily Conliol Department




<21C057_Con_megnercl_UA_06_form.docx>

Certificate of Analysis

Page 1 von 1

MAUERMANN- Magnerot®, tablets 500 mg manufactured for
ARZNEIMITTEL KG N 20 (10x2) in blisters Wérwag Pharma
82343 Pdcking Béblingen
Germany Batch No. 21C057 Date of production (mmiyyyy):

0372021

Test parameter / Method Specification Result
Appearance white, biplane tablet with facet and white, biplane tablet with facet
visual break mark on one side and break mark on one side
Diameter (@ of n = 10)
sliding calliper 12.9-13.2mm 13.2 mm
Average mass
weighing (IPC; @ of n = 20) 704.4+ 21.1mg 704.1mg

Uniformity of mass
Ph.Eur.* 2.8.5 (IPC; n=20)

181tbl. <+ 5%
2tbl. s £ 10% of average mass

200f20: s £ 5%
0 of 20; ¢ 5% to £10%

Resistance to crushing

96 N

ence solulon)

Ph.Eur.* 2.9.8 (@ of n=10) 80- 150N xmax 99N xmin 92 N
Disintegration _ ,

Ph.Eur.* 2.8.1 (n=6) <15 min 8 min
In-vitro-dissolution 100 % (n=6)
Ph.Eur.* 2.9.3 (paddie, HPLC) Q = 75 % within 30 minutes xmin 98 %
Identity Magnesium positive

Ph.Eur.* 2.3.1 (precipitation as magnesium emmonium phosphate) positive
Identity Orotate complies

HPLC (same retention time for maln peak of sample and refer- complies

Content Magnesium orotate dihydrate
Ph.Eur.* 2,5.11, complexametric litration;

95 - 105 % of the declaration

399 % of decl.

calculated acc. to DAC monograph Magne- 475.0 - 525.0 mg / tablet 497.0 mg
sium orotale dihydrate
Content Magnesium orolate dihydrate
Orotate HPL?';Q 05 - 105 % of the declaration Qis.f;%fg}egcl‘
475.0 - 525.0 mg / tablet ’
Purity Unknown impurities, single: max. 0.5 % n.d.
Related substances HPLC y
impurities, total max. 1.0 % n.d.
{detection lmi 0.05%)
Date of testing 09/04/21 The product is tested according to test instructions and meets the re-
f'k quirements. o
performed by .7\ : Ry 2t ..
o 0 feew ‘-L/‘f( % LS. ) g {"{/’ﬂ"\
daty

(head of quality control)

Results: separate certificate.
Specification: Ph.Eur.* 5.1.4.

* Current version
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