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CERTIFICATE OF ANALYSIS

CEPTU®DIKAT AHAJII3Y

mik;cs 3

Product name: Summavit materna

Haiiserysanns npoaykuit: C VMABIT® MaTepHa

Article-code/Koa apThryny:

V100724 23207001

Strength / activity combination product

Cyaa ail/akTHBEHICTD i koubiHoBaHKIT MPOAYKT

Form of release " soft capsule

hopya BHAYCKY Rancyau MaK

Package size and type 10 capsules in blister, 3 blisters in box

Posaip Ta THIT NAKYBAHN

o 10 kancyna y Gaicrepi: no 3 daicrepn ¥ navui

Batch number: / Homep cepii: 231006 - Batch size (pes.): /

Jip cepii (WT.): 16694

EPRERES |

Manufacturing date: Jlata supoGnuursa:

1042023 | 1072025

| Expiry date: Jata JAKIHUEHHS TEPMIHY TIPHAATHOCTI

Sachsen-Anhalt, 06796, Germany

Mionxerepurpacce 135, bpena, Cakconis-AnNaibT. 06796, Hisiewsina
Number of manufacturing authorisation. No. DE_ST_01_MIA_2023_0003
Hoatep Aiuensii AlbHUUI 3 BHPOSHNLTEA. Ne DE_ST 01_MIA_2023_0005
Certificate GMP. No. DE_ST_01_GMP_2023_0012

Ceprudixar gianosianocti GMP NeDE ST 01 GMP_2023 0012

Method Specification
MeToan KONTPOAIL JlonyeTia Mew

Test
Haipd NORA3HIKE

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,

Haiiserypans Ta MicUeIHaX0DKeHHA ALABHUUT 3 BHPOOHULTEA: MiBe [MOX ApuHaiistiTrein,

Result

Pesyabrar

Appearance!! visual test rose/pink oblong soft capsules

Onic!"! BiBYAALHO GAizo podesi 10BrACT KANCY AN N AK
Odour" Ph.Eur.2.3.4, organoleptic no rancid
Janax'! Ph.Eur 2.3.4, opranonentitano  He nporipranil
Filling quantity” weighing 836 my = 924 mg
KiapgicTs nanosHeHus ' 3BAKY BAHHSL 836 M-~ 924 mr
Disintegration Ph.Eur.2.9.1 <30 min
Posznanamea’! Ph.Eur 2.9.1 <30 x8

Peroxide value" Ph.Lur.2.5.5 < 10

Mepertiche yncan’ Ph.Eur2:5.5 <10
Identity/Assay

Inenmiirauia. Kiapxicne

BH3HAYEHHA

Folic acid®
(honicea kncaoTa!

Done by SGS Institut
Fresenius

0.4 mg/capsule
(80-160%)

complies
BiAMORIAC
complies
Bianosizac
870 mg/
370 M1
complies
Bianesitac
]

0

0.39 mg/eapsule

| Prepared and checked by: Livdmyla Maistrenko by: Fricdrich Koppe
i signature ﬁy;f;‘;il‘-~f = | signature %

~ Country of manufacturing: Germany

- Jlepacasa-sipoduu: [liseuunna ‘
Importing country: Ukraine -
Jlepwapa-inmnoptep: Ykpaina
Ident-No / Lieurndixadiiinuii nosep:
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Vitamin Bl
Bitasin Bl
Vitamin B2
Bitamin B2
Yitamin Bo
Bitasin B6
Vitamin B12
Bitamin B12
Vitamin D3%
Biravin D37

3podnennii SGS Institut
Fresenius

Certificate of manufacturer
Cepripikar BupolHHEKD
Certificate of manufacturer
Ceprndiikar BnpodHiKa
Certificate of manufacturer
Ceprudikar supobuika
Certificate of manufacturer
Cepriidikar sipoduika
Done by SGS Institut
Fresenius

3podacuuii SGS Institut
Fresenius

0.4 sr/kancyay

{80-160%)

1.10 mg/eapsule
.10 srkanes iy
1.40 mg/eapsule
140 srRancy 1y
.40 mg/capsule
140 sirfkaneyny
0.0035 mg/capsule

0.0035 mr/Rancyny
0.02 mg/capsule
(80-220%%)

0.02 M gancya
(80-220%)

0,39 M kancyay

complics
BIANOBIAME
complies
BLANOBIAAC
complies
BIATI0B1IAC
complies
Bianosixae

(.04 mg/capsule

0.04 sr Rancyay

Vitamin E Certificate of manufacturer 12 mg/eapsule complies
Bitamin £ Ceprudirar sipodHuka 12 arfgancyay Bianosiiac
Caleium Certificate of manufacturer 120 mg/capsule complies
Kaneuin Ceprndpirar supolnika 120 sr/kanceyy Bi:ANOBI A€
lodine Certificate of manufacturer 0.1 mg/eapsule complies
floa Cepruirar BupodHiKa 0.1 vmrikancyay BiAMNOBIAE
DHA Certilicate of manufacturer 220 mg/capsule complies
JIrK Ceprihikar supoGHuKa 220 mr/rancyay BIANOBI 1A
EPA Certificate of manufacturer 30 mg/capsule complies
EMMK Cepriirar upodniika 30 vir'kancyay sianosiae

Ph.Eur, 2.6.12,2.0.13
Ph.Eur. 2.6.12. 2.6.13

tested on bateh
230301

Microbial purity®
Mikpodionoritiua

Ph.Eur. 5.4 Non-agueous
preparations for oral use:

yuerora” Ph.Eur. 5.1.4 Hepoaui Aikapeoki
300001 275 OPAABHOTO JACTOCY BAHHSA  MPOTCCTORAHD Hi
cepii 230301
Package
ViarosKa

PV-Q-001 batch bulk no.

231006/

Batch-description
Onne cepil

the batch-description of the
package is complied with the
bateh-documentation

Onuc cepil Ha yrakosui sianosizac Hedracosana cepis:

J0OKYMeHTAWIT HA Cepito 2310006
Deseription of shelf life PV-Q-001 description of shelf life is complied 2025
Onue Tepatiny with the bateh-documentation
abepiranig Oune Tepsiny 30epiraina siAnosiaae 10r2025
ROKYMeNTalil Ha cepit
Fill quantity FertigPackV 10 capsules in blister, 3 blisters in complics

KinokicTb npenapaty box
8 YMaxoBui no 10 kancya v Gaictepi, no 3
GaicTepi v nayLi

BiAnOpilae

not applicable
HE 3aCTOCOBY €160

Comments
Komentapt

5 The tests are carried out for every bateh

U Brpoly wi NPOBOTITHCH L KOIEHIT cepil

U The tests are carried out for every 3th bateh, at least once a year.

3 [iipody BasHA NPOBOIATLER 1A KoK 3411 cepii IoHAMeIIIE NN P s PiK.
N The tests are carvied out once per year

3 Biposs BalHA OPOBOIETRCH OIHILPAS f Pik

[ hereby certify that the above information is authentic and accurate. This bateh of produet has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full

[Prepared and checked by: Liudmyla Maistrenko [ “Approved by: Friedrichﬁpe/ _
i _.»""- A i 7

| signature | signature
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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

TLuat 51 3aCBIAMVIOL 10 HABEEHA BHILE iHDOPMALEA € A0CTOBIpHOK Ta TouHowo, Lo cepiio npoay Kl §yvao
BHPOOACHO (BKAIOUAIONH MAKYBAHH/MAPKY BAHHA) TA NPOBEACHO KOHTPO/L 1T AKOCTI HA BHILE3A3HACHIH
AlAbHUUL Y NOBHI BiAnogiAHoCTl 3 susiorayin GMP. BCTAHOBASHINI ALCHERHN PErNASTOPHUNL OPFaHON, i TAKOM
BIANOBIAHG A0 cneundiratiil, o MicTaTees ¥ peecTpattiiiHoMyY 10cke al0 TOProsiil aiuensii KpaiHH-BUPOOHIKE
abo KpalHu-1MIOpTEpa, AKUIO NPOIAYKUIK IMAOPTOBAHO, ab0 v A0cke cneusirauiil Ha npenapar 117
AOCALKYBAHOMO JliKapesroro 3acody. MpoTokonn sHpodHHUTEE, NAKYBaHHS Ta ananisie §y10 neperasHyTo Ta
BCTAHOBACHO BianosiaHicTs GMP

06. DEZ. 2023 /%'Z/ _

‘Name + Sign Quality contrel (l-‘%e)
Jarw/ist’s = nianie Ynoanoasmsena ocoba 3 sxocti(®. Konne)

------------------------------- End of Master Sheet e

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe?

i 2,
§ signature ,%é’

signature
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