JAEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMJX Y KHIBCHKIN OBJIACTI

npos. Ceitanunoi Hanif, 3, m.Knis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOro B Y KpaiHy JiKapchKoro 3acody

05.03.2024 Ne 9782/24/1011

MUIBI'AMA®
(nalimeHyBaHHs AikapChKoro 3acoby 3rifHO 3 peccTpauiftHuM rocsigue M)
TabJIeTKH, BKPUTI 060,10HK010, 110 15 TabneTok y Gaicrepi, no 4 Gaicrepyn y kapTouniii
KopoOui

((popma BUITYCKY, HO3YBAHHS, BUI TIAKYBAHHS J1KAPCHKOTO 3acoby)

Howmep peecrpauiftioro nocsinuenns UA/8049/01/01 crpox nit peectpauiiinoro nocsiguenns 01.01.2099
Cepia nixapcekoro 3acoby Ne M23C740 Kinekicts BBesenoro nikapcskoro 3aco6y 6772

Bupobuux MayepmanH-Apunaiimurens KI©, Hiveuunna
(HaliMenyBaHus BupoGHKKa NliKapcLKkoro 3acoby, kpaina MOXO/DKCHHS)

Bseseno B Ykpainy Tosapucro 3 06mexenoro BianosinanbuicTio "KPEATHB I'PYII
KOMIITAHI", ineur. xoa: 37365734

(naifmenypauus ta xoa 32 €APTIOY iopuauyHoi 0co6u 260 npi3BuIE, iM's, 110 GaTLKOBi (PizuuHOT
ocobu - minnpuemus, 1i Micue NpoKUBaHHS Ta peecTpalliitmii HoMep 06MiKOBOT KapTKU MIATHHKA
nojarkis abo cepis Ta HOMep macriopTa)

Mporokon Bisyanshoro kourpomo six 01.03.2024 Ne 0375/3.

3a  pesymbTaTamM AEPKABHOTO  KOHTPONHO BCTAHOBJICHO, IO fikapChkuii 3aci6 BBeseHo B VYkpaiuy 3

AOTPUMAHHSM BUMOr 3aKOHOABCTBA OO 3a6€3NIeYeHHs AKOCTI TIKAPCHKHX 3ac00iB.
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2 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 Milgamma®, coated tablets N 60 (15 x 4 )in blisters
1b. Strength/Potency Benfotiamine 100 mg Pyridoxine hydrochloride 100 mg
1c. Dosage form coated tablet

1d. Package size 60 coated tablets (4 blister with 15 coated tablets)

1e. Manufacturing stage Complete manufacturing

2. Batch number of finished product M23C740

3. Destination country / countries UKR
4a. Name and address of the site Mauermann Arzneimittel KG
carrying out the partial Heinrich-Knote-Str. 2
manufacturing 82343 Pocking (license DE_BY_04_MIA_2016_0052)

Wérwag Pharma GmbH & Co. KG
4b. Reference to the Technical Quality | Flugfeld-Allee 24,

Agreement with 71034 Boblingen, Germany
From December 2020

5. Confirmation statement;

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(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation of the 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
(] Bernd Brink

7. Signature of the Qualified

/)
Person certifying the batch | ﬁ C/L~

8. Date of signature 07/06/23 (ddimmiyy)




Mauermann-Arzneimittel® KG

82343 Pocking, GERMANY

Eurther Information: Abstract from batch processing and packaging records

Name of product Milgamma®, coated tablets Date of manufacture 03/2023
N 60 (15 x 4)in blisters Date of completion 25/05/2023
Batch Number M23C740 Expiry date 02/2028
Amount, size and type of packages 6781 packages (folded box with patient information leaflet) and
60 coated tablets (4 blister with 15 coated tablets)
importing country UKR
MA number UA/8049/01/01
Primary packaging material Blister D Other material ..o
Secondary packaging material Folding box B3 Other material ..o
Other packaging material PIL. Booklet [] Other material [] ...
{dentity of the package According to templates, Result: Identity corresponds to templates
confirmed in the yes no [
packaging record
Manufacturer Article-No. Bulk batch-No. . QOrder-No.
' 13]181]2 M23C740 4500069423
Register-No. AZ-Number Bulk Reference samples: "
399 69330 13 (manufacturer) + 2 (customer) packages with
60 coated tablets (4 blister with 15 coated 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:

During manufacturing, packaging and control:

[X] 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

deviation procedure

The following deviations have been registered:

n.a. notapplicable

Packing, Date

iy ?;/";z]};né W23

(A s
hard Hoffmann

/

Unterschrift/ br n‘—c{l

signature [Zﬁ . g
{

Prifer Sachkundige Person
Tester Qualified Person
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Certificate of Analysis

Page 1 of 2

MAUERMANN-
ARZNEIMITTEL KG

Milgamma®, coated tablets
N 60 (15 x 4)in blisters

manufactured for
Wérwag Pharma

82343 Pocking Boblingen

Germany Batch No. M23C740 Date of production (mmyyyy)
03/2023

WTest pa;émeter / method Specification Result

Appearance white coated tablets with smaoth

visual surface appearance complies
Diameter (2 of n = 10) 3
sliding calliper 121 ~12.58 mm .3 mm
Height (5 of n = 10)

sliding calliper 6.2-6.6mm 6.4 mm
Average mass

(tablet cores) weighing 450 mg £ 22.5 mg (+ 5%) 451 mg

Uniformity of mass
(tablet cores)n Ph.Eur.* 2.9.5 (IPC)

181thl £+ 5%
21bl £ 3 10% of average mass

complies to Ph.Eur*2.9.5

Resistance to crushing i 7SN
(tablet cores)" Ph.Eur * 2.9.8 (1PC) 70-100 N xmax 80 N
(& of n = 10) xmin 70 N
Friability 0.1 %
(tablet cores) Ph.Eur.* 2.9.7 (IPC) max. 0.5 % '
Average mass of coated tablets? 758.3
weighing (n = 20) (IPC) 760.12 £56.3 mg (+ 7.5%) -3 Mg
Water content of coated tablets 27 %
Ph.Eur.* 2.5.12 KF titration 20-40% e
Disintegration (coated tablets) ) ‘
Ph.Eur.*2.9.1 <60 min 6 min
Identity Titanium dioxide (E171) orange-red colour reaction with ,
Ph.Eur. * monograph Titanium diox- | hydrogen peroxide 30% R complies

ide, test B »

ldentity Benfotiamine same retention time for main peak of

HPLC, in-house sample and reference solution complies
Identity Pyridoxine hydrochloride same retention time for main peak of '

HPLC, in-house sample and reference solution complies

Content Benfotiamine
HPLC, in-house

85 - 105 % of the declaration
= 95.0 -~ 105.0 mg/ coated tablet

101 % of decl.
100.6 mg

Content Pyridoxine hydrochioride
HPLC, in-house

95 - 105 % of the declaration
=95.0 - 105.0 mg/ coated tablet

101 % of decl.
101.1 mg




<M23C740_CoA_mit100_UKR_06_form.doox> Certificate of Analysis Page 2 of 2
MAUERMANN- Milgamma®, coated tablets manufactured for
ARZNEIMITTEL KG N 60 (15 x 4)in blisters Waorwag Pharma
82343 Pdcking Boblingen
Germany Batch No. M23C740 | Date of production (mm/yyyy)
| 03/2023
\ Test parameter / method Specification Result
rPu rity related substances of
Benfotiamine HPLC, in-house
Known impurities:
Thiamine hydrochloride max. 0.5 % not detectable
Thiamine monophosphate max. 0.5 % 0.2 %
Benzoic acid max. 0.5 % not detectable
Unknown impurities single max. 0.5 % <0.1 %
Unknown impurities total max. 1.5 % not detectable
Total impurities max. 3.0 % 02%
Purity related substances of
Pyridoxine hydrochloride
HPLC, in-house!
Known impurities:
Pyridoxal HCI max. 0.5 % not detectable
Unknown impurities single max. 0.5 % not detectable
Unknown impurities total max. 1.0 % not detectable
Total impurities max. 1.5 % not detectable
Purity Residual solvent ethanol
< 5000 ppm 519 ppm

GC, in-house

Microbiological Purity
Ph.Eur.* 2.6.12 and 2.6.13

TAMC: max 10® CFU/1g
TYMC: max. 102 CFU/1g
Absence of Escherichia coli

see separate cerificate®

in-vitro dissolution
HPLC, in-house

Benfotiamine = 80 % after 60 min.
Pyridoxine HCl 2 80 % after 60 min.

98 %
101 %

Date of testing 02/06/23

The product is tested according to test instructions and meets the

o requirements. )
performed by AL et o
(sign) LG TG L //( //w“% ...........
date s(head of quality control)
G Eorne LRI J

1 Done as IPC

a Test performed randomized on every 5" batch (for microbiclogical purity see separate certificate}

* Current version




Mayepmann-Apunaiivurens KT B
82343 Mbokinr Himewuuna

Cepmudixar niateepareHHs BUPOBHULITBA MEANYHMX NPOAYKTHI
Bianosigae JonosHenHio | o A04atky 16 sumor €sponeiicbkoro Cotosy HBI gupekTusi

la | Hassa POAYKTY Minbrama®, Tagiericn, BKPHTI
000.101K010 Ne60 (15 x4 ) B GuricTepax
L.b | Cuna aii / AktusHicts Bendoriaminy 100 mr
Mipngokeuny rigpoxnopuay 100 mr
l.c | Nikapcoka dopma Tabnerka, sBkputa 060N0HKOI
1.d | Ynakoska 60 rabnevok, BxpUTHX 06010HKOIO
{4 6nicrepu no 15 Tabnerok)
le Bupobruua cragia BupobHuuTeo noewicrio
2. Cepina kivuesoro npPoAyKTy M23C740
3 KpaiHa, aka imnoptye Ykpaiva
4.2 | Hassaiagpeca BUpoBHMuOro y4acTky Mayepmaun Apunaitmarens KI
Fenpix-Knore-1lTpace 2
82343 Ibokinr
( nivensia DE BY 04 MIA 2016 0052)
4D | " TexHiuHuii pernamenT npo AKicTs 3 Bropear ®apma I'm6X i Ko. KT
Omordenn-Ane 24, 71034 Brobniuren, Hivewunua
3 rpyansa 2020

5. NigreepaskeHHs

Llnm st migrseprokyio, mio nasenena IH(OPMALLS € ABTEHTHYHOI Ta TOUHOIO. Llst cepis nponyxry
Oysia BUrOTOBIICHA, B TOMY 4uCHi YIAKOBKA/MAPKYBAMHSE TA KOHTPOb SKOCTI Ha BHILE3raanunx
BUPOOHMYUX calitax y roBuii Biauosianoceri 1o Bumorn HBIT micuesoro PEIYISITOPHOIO OpraHy
Ta crennpixail, 3asnaucui K 10380 Kkpainp-imnoprepa aGo daitny cnewudixanii npoxyxry s
AOCIIUKYRAHOTO JHKAPCHKOTO 3acody. 3ammen cepiinol 06poGi, YIAKOBKH Ta ananizy 6yau
HCPEMIAHYTL Ta BUZHART TAKHMM BiNOBLAHO o FIBIT.

6. Npussiwe i nocana 0cobu, AKa
BUAana [o3Bin Ha cepTudikar cepii Ap.Ekxapa XodmaHH
7. Mignuc ynosHosameHoi ocobu, axa - Mg -

BUAaNa A03BiA Ha faHy cepilo

8. | data nignucy 07/06/23  ( an/mm/pik)




Mayepmana-ApuHaimuTeb KI'
82343 IIpoxinr Himewyunna

Ha3sa NpoAYKTY Minorama®, ragacricn, pRpuTi | fara supobuuurea | 03/2023
000JIOHK 010 [laTa 3asepileHHs 25/05/2023
Ne60 (15 x 4) B GaicTepax

Homep cepil M23C740 MpuaatHui A0 02/2028

6781 YNaKoBOK (KapToHHa kopobka 3 IHCTPYKLIEH
1O MEAUUHOMY 33CTOCYBaHHIO ) |

60 rabreToK, BKRUTHX 0BONOHKO

(4 6nicrepu no 15 TabneTok)

KinbKicTb, pO3MIp | TU YNaKoBOK

KpaiHa - imnopTen YKpaia

PeecTpauiiinvii Homep UA/8049/01/01

MepBuHHa ynakosxa bricrep m IHwui

_ matepian  .....o...
BTOPWMHHA YIaKoBKa KaptonHa kopobka  m [HWWA maTepian ...
F,ﬂ,pyrmﬁ naKyBabHuiA matepian lHCTpyKuin W Bykier o lHwwi
martepian ........
{peHTUdiKauis YNakoBKU ‘ Y BignosigHocTi i3 PesynpTar: laeHTUdeH
3aTEEPAMKEHVNM MAKeTOM MaKeTy .
Takm Hitl

BupoGHUUMA APTURYA No  cepii banka 3amoseHHA N2

No 13/181/2 M23C740 4500069423

No Homep 8 peecTpi A3- Homep Banka 3pasku:

399 69330 13 ( BMpObHWK } +2
(3amosHuUK) yriaxosok 3 60
TabieTKaMy, AKi BRPUTI
obonoxkoto ( 4 Baictepy no
15 TaBieToK, AKi BRpUTI
06010HKOI0 )
PesynbTaTi NpoBefeHHA aHanisis: bygb nacxa, 3pepTaiitect 40 BKASAEHOTO CepTtudikaty AHanisy.

Cepia LbOro NPOAYKTY byna supobnera Bianosigxo 40 crieuudikalli, WO MICTUTHCA B peecrpaujitHomy

pocke abo niuensii kpainn-supobHmka abo KpaiHu-imnopTepa.

KomeHTapi: H/a

Y npoueci supobHMLTEa, yNakoBKn Ta KOHTPOJIIO:

{4 BigxuneHb 3apeecTpoBano He 6yno.
[ BiaxunedHb 3ape€CTpOBaHO HE 6yN0, AKI MOXYTb BNAUHYTA Ha gunyck cepii.
oT BCi BIAXMAEHHA, AKI MOXKYTH gRAMBATH HA BUNYCK cepil 3apeECTPOBaHi | cxganeHi BignosiaHo

CcO A0 Npouenypu

ﬁ‘{aCTVﬂHi Binxunerns dyau 3apeecTpoBaHi: H/a

H/a — He 3aCTOCOBYETLCA

HBO'KlHI“, Hara 07 uepaHs 2023
- Mignuc - - Nignue - - Mignvc -
Exkxaps XodmaHH
AHanITUK A PA ¢
HauanbHUK
AenapTameHTy

KOHTPONIO AKOCTE |



Mayepman-,
ApunaiimuTtens K-

82343 IIbokinr, Himeuuyna

Ceptudikar axocri

Crop.1/2

|

Minbrama®, TabJIeTKH, BKpHTI

06010HK 010
Ne60 (15 x 4) B Gicrepax

Cepisa Ne M23C740

Bupobaeno ang
Beopsar ®apma
broGuinren

Hara supobHuyrea
(micaus/pix)  03/2023

Metop

Hiamerp

Cneundirauis

’ Pesynbrar

Bini Tabnetry, BRPpUTI 060s10HKO0,

3 agrow noBepxHeo

Onuc Bianosinae

WTaHTeHLMPKY L (9 13 n=10) 12,1 MM ~ 12,5 um 12,3 mm
Bucora
WTaHreHUMPKY L (9 na n=10) 6,2 MM — 6,6 MM 6,4 mm
laewrndikayin Ha xpomatorpami BunpobysaHoro
BEPX, INC o PO3UMHY,0TPUMAHOT npu sianosinae
a) E?Hd’om’a"’””{’ KINbKICHOMY BU3HaYeHHI, Yacy Bianosinae
Mipudokcuny zidpoxaopudy YTPUMYBAHHSA OCHOBHUX MiKia
bendotiaminy i MiPUAOKCUHY
rigpoxnopuay nosunmi 3biratuca 3
Hacom yTprmyBaHHA nikis
Bendotiaminy | nipuaoKeunHy
XNnopuay Ha xpomartorpami PO3YUHY
Cco 6eHd>oriaMiHy i MiPUAOKCUHY
xnopuay
6) Adioxcud mumawy HePBOHO-NoMapaHyesa beakuis 3 Bianosigae
(E171) €apon.dapm, nepexkuncom soaHwo 30% R
MoHorpadis Aiokena turany
Tect B
Cepepna maca
- Tabnemeka 6e3 o6onomxy’ 450 Mr £22.5 mr (+ 5 %) 451 mr

3BaXKyBaHHS

OgHopighicTe macy
- Tabnemxa 6e3 060101k
€spon.®apm. 2.9.51n¢)

Teepaicrs

- Tabnemxa 6e3 o6onomKy
€apon.dapm. 2.9.8(Inc)
(® 3n=10)

18 Tabretok < + 5 %
2 tabnetkn < + 10 %
Bif cepesiHbol Mmacu

Bigrosiaae €spon.dapm.
295

75N
80 N
70N

X Makce,
X MiH,

Bunpo6ysanna na CTUPAHICTL
- Tabnemrka 6e3 obonorry?

Makc 0,5 %

[9)
€spon.®apm. 2.9, 7(iMNC) 1%
Cepegua maca
- Tabnemka 3 o60a0HKoK 750,12 mr £ 56,3 mr (=£7,5%) 758,3 mr
3BarkyBaHHA (n=20) (INc)
Espon.dapm. 2.95

Bmict Boau no Ko 2,0-4,0% 2,7%

- Tabnemxka 3 060n0HKOK

€spon.dapm. 2517 Ko

TNTPYBaHHA




Po3nafaHHa < B0 xBunuH
_ Tabnemka 3 060NOHKOKO
egpon.Papm. 291

Po3unHeHHn
BEPX, Espon.®apMm. 2.9.3,

2.2.29 iH-xayc

- BeHcporniaminy

- Nipudokcudy 2i6poxnop

KinbKicHe BU3HAYEHHA

BEPX , iH-xayc

- Benchomiaminy

Q9 %

> 80 % Ha npoTasi 60 xBUAVH

uoy > 80 % wHa npoTsAsi 60 xpUAKH

95 — 105 % 8iga 3aaBAEHOl
KinbKoCTI =

95,0105 Mr/TabneTry foKpuTY
0BONOHKOO

95 — 105 % 8iA 33ABAEHOI
KinvrocTi =

950 -105 Mr/TabReTky NOKPUTY
0BONCHKOW

101 % sip 3aABNEHOTO
100,6 mr

- Hipuaoxcuay eid_poxno_puay 101 % Big 38ABNEHOTO

1011 mr

CynyTHi peuoBKHn
ons BendoTiaminy:
BEPX , iH-Xayc
ip,emmd;ikoaaHi [OMitKK

- Tiamin  HC},

- TiamiHy moHodocdar ;

- HeH30MHa KMCAOTa |

- OKpemi He
ineHTUdikoBaHi JOMIIRA
- Cyma OKpemux He
ineHTMPIROBAHUX
AOMILLIOK ;

- CyMa BCiX LOMILLOK

He sy3Ha4aETbCA
0,2%
He BWU3HAYAETHCA

maxc. 0,5 %
makc.0,5 %
makc.0.5 %

makce. 0,5 % <0,1%
He BU3HAYAETHCA

02%

makc. 1,5 %
maxc. 3,0 %

pan lipnaoKeuHy
rigpoxnopuay:

BEPX , in-xayc
ineHTUdiKosaHi AOMILIKK
- finpugoxkcan HC;

- oKpemi He
jpeHTndiKoBaHi JOMILLKY
- CyMa OKpemux He
jaeHTUdIKOBAHUX
LOMILLOK ;

- cyrv\a BCIX AOMILUOK

make. 0,5 % He BU3HAUAETLLA

MaKce.0,5 % He BU3HAYaETbCA

maKrce. 1,0 % He Bn3Ha4aeTbCA

makc.1,5 % He BU3HAYAETLCA

3aAUILKOBUIA PO3UNHHUK

WC. , ik -xayc 519 ppm
- Emanon < 5000 ppm B
Mikpobionoriuxa 4nucToTa TAMC: makc 103 KYO/1 1 Hia 2

espon.®apm. 2.6.12, 2613~ TYMC: makc 102 KYO/1 1
E.coli BiacyTHif
Nata TecTyBaHHA 02/06/23 MpoayKT npOTeCTOBaHMM BiANOBIAHO 3 TECTOBMMA HCTPYRUIAMM |

MpepcTasneHa - MMignwnc - BianoBiAHUMM BUMOTaMN
07/06/2023 -Mignne - Op.Exxapa Xobdmak
[arta (ynogHOBaXeHa 0coBa KOHTPOMO AKOCTI)

- 3pobnero Ak INC

% gignosigHo A0 pitouoi sepcil
a) tecT Ha MIKPOBIONOTIHHY YMCTOTY nposoaVTLCA Ha KOMKHIM 5-i71 cepil
(auBHCh AODATHOBWN cepTvdiraT)



