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CERTIFICATE OF ANALYSIS

$N CEPTH®IKAT AHAJII3Y
mibe GmbH
Aszreimntie?
Product name: Summavit materna Country of manufacturing: Germany
HatimenyBanHa npoaykuii: Cymasit MaTepHa Jepxasa-supobunk: Himenunua

Importing country: Ukraine
Jlepkasa-iMnoprep: Ykpaida

Article-code/Koa apTuxyny:

Ident-No / |aenTvdikauiinuii Homep:

V100724 20715481

Strength / activity " combination product

Cuna aii/akTuBRICTE xoMOiHOBaHKH NpoayKT

Dosage Form soft capsule

Jlikapcbka (opma Kancynu M aKi

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

Posmip Ta Tvn nakysaunst | o 10 kancysn y 6nicrepi: no 3 Gaictepu y navii

Batch number / Homep cepii: 201002 Batch size (pcs.) / Posmip cepii (wt.): 27605
Manufacturing date / Jlata upobuuursa: Expiry date / Jlata 3aKiHvuess TepMiHy NpUAaTHOCTI!
10/2020 10/2022

Name and location manufacturing site: mibe GmbH Arzneimittel, Muenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany
HaiimeHyBanHs Ta MicLe3HAXOLKEHHA AiNbHMIL 3 BupoGHuiTsa: Mibe I'M6X Apunaiimirtens.
Mionxenepirrpacce 15. Bperia, CakcoHis-Anxanst. 06796. Himewuuna
Number of manufacturing authorisation. No. DE_ST_01_MIA_2020_0010
Howep niuensii ginenuui 3 BapoGuuursa. Ne DE_ST_01_MIA_2020_0010
- Certificate GMP. No. DE_ST_01_GMP_2020_0023
Ceprudixar pinnosianocti GMP Ne DE_ST 01 GMP_2020_ 0023

Test Method Specification Result
Hazssa noxazHixa MeToan KoHTpOmO DonycTimi Mexi PesyneTar
Appearance”’ visual test rose/pink oblong soft capsules complies
Omic" BI3YalbHO 6nino poxesi gosracTi Kancyns m'sxi  sianosizac
Odour" Ph.Eur.2.3.4, organoleptic no rancid complies
Janax"' Ph.Eur 2.3.4, opraHonentHyno He nporiprinii Bianosizac
Filling quantlty” weighing 836 mg — 924 mg 881 mg/
KinbKicTh nanosHenns"' IBAKYBARHA 836 mr— 924 mr 881 mr
Disintegration" Ph.Eur.2.9.1 <30 min complies
Posnananus" Ph.Eur 2.9.1 <30xs sinnosizac
Peroxide value" Ph.Eur.2.5.5 <10 0,0
Tepexuche yicno" Ph.Eur 2.5.5 <10 0.0
Tdentity/Assay

Izentudivanis/ KiapxicHe
BH3HAYEHHA

Folic acid” . Done by SGS Institut 0.4 mg/capsule 0}4’? mgi capsule . 5
®oniesa Kicnota Fresenius (80-160%) 047 mr/xameyay; - <
{ Prepared and checked by: Liudmyla Maistrenko Approved by: Jana KoRowicz .
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3potnennit SGS Institut 0.4 mr/kancyny
Fresenius (80-160%)
Vitamin Bl Certificate of manufacturer  1.10 mg/capsule complies
Bitamin Bl Ceptudikar supobHuxa 1.10 mr/kancyny BiANOBIAAE
Vitamin B2 Certificate of manufacturer  1.40 mg/capsule complies
Biramin B2 Ceprudikar BHpoGHHKa 1.40 mr/kancyny rinnosinac
Vitamin B6 Certificate of manufacturer  1.40 mg/capsule complies
Biramin B6 Ceprudixar supobHanka 1.40 Mr/kancyny BiAmiosifac
Yitamin B12 Certificate of manufacturer  0.0035 mg/capsule complies
Bitamin B12 Ceprudirxar supobHuka 0.0035 mr/kancyny Binnosigae
Vitamin D3? Done by SGS Institut 0.02 mg/capsule 0,0175 mg/capsule
Bitamin D3” Fresenius (80-220%) 0.0175 mr/kancysty
3potnennit SGS Institut 0.02 mr/kancy.ny
Fresenius (80-220%)
Vitamin E Certificate of manufacturer 12 mg/capsule complies
Birtamin E Ceptidikar BipobHitka 12 mr/kancyny BiAnoBinae
Calcium Certificate of manufacturer 120 mg/capsule complies
Kanbuift Ceprudirat supobHika 120 Mr/kancysy Bianosinae
lodine Certificate of manufacturer 0.1 mg/capsule complies
Hon CeprugikaT BupoGHiKa 0.1 Mr/kancyny pianosinac
DHA Certificate of manufacturer 220 mg/capsule complies
AT'K Cepridikar spobHIKa 220 mr/kancyny BiaTIOBinAE
EPA Certificate of manufacturer 30 mg/capsule complies
ETNK Cepmiidikar Bupobrika 30 mr/kancyny Bianopizae
Microbial purity” Ph.Eur. 2.6.12, 2.6.13 Ph.Eur. 5.1.4 Non-aqueous tested on batch
Mixpobionoriuna Ph.Eur. 2.6.12, 2.6.13 preparations for oral use: 200101
4HCTOTA Ph.Eur. 5.1.4 Heroaui nikapceki NPOTECTOBAHO HA
33coby 2AS OpanbHOTO 3acTOCYBaHHA  cepii 200101
Package
Vnaxoska
Batch-description the batch-description of the batch buik no.
Oniic cepii package is complied with the 201002/
batch-documentation Hedacopasa cepin:
Onic cepil Ha ynaxoBUi BiANOBiAac 201002
JIOKVMEHTALIT Ha cepito
Description of shelf life description of shelf life is complied  10/2022
Orie TepMiny with the batch-documentation complies
3Gepiranns Oniic TepMiny 36epirasna signosinzac 1072022
AOKyMeHTALlil Ha cepilo sianoginae
Fill quantity FertigPackV 10 capsules in blister, 3 blistersin  complies
Kinnkicts npenapary box Bianosinae
B YNaKoBui no 10 kancyn y Gricrepi. no 3
Gnicrepn ¥ navwi
Comments not applicable
KomeHnrapi HE 3aCTOCOBYETECA

I The tests are carried out for every batch

" BunpoGyBanna NPOBOAATECR HA KOXHI Cepii
% The tests are carried out for every 3th batch, at least once a year.

’Bnnpoﬁ\ BAHHA NPOBOASTHCA Ha KOXEIH 3-R cepil WoHaliMeHile 01HH pas Ha pik.
"'The tests are carried out once per year

% Binpo6ypaHus NPOBOARTECA O1HH Pa3 Ha pix

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and qualtty*con roi at 5 ‘
the above mentioned site in full compliance with the GMP requirements of the local Regnlatorv AuthonQ %

Prepared and checked by: Liudmyla Maistrenko

Approved by: Jana KolRowicz

signature

signature

-
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and with the release specifications included in the Marketing Authorization of the importing country and
given by the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Mu nigTeepmiyemo.

WO 118 cepis npenapaty Gyna BUTOTOBIEHA i NPOFiLNA KOHTPONb YNAKOBKY Ta KOHTPO/L AKOCTI HA
BMLIE3rafaHOMY TIANPHEMCTBI 3 NOBHUM IOTpUMaNHAM BuMor HBIL. npea’ssnesux MicueBMMH PEryNATOPHHMH
opraHamu Bnaxy. Cneundikauil BUNycKy npenapaty BkiioyeHi Ao Peectpaiiinoro NoCBigYCHHA KpaiHi-
iMOopTepa i HanaHi 3aMOBHHKOM. KOHTPOIIL 32 IPOLECOM YNAKOBKH BiANOBiNa€ BUMOTaM.

3miTi 3 06pOGKH. YNAKOBKH i aHani3iB cepii Gynu nepernsuHyTi i BU3HAHI TAKMMMU. WO BIATIOBLAAIOTE NPUHLKNAM

HBIT.
01, 0E2 700 /@/

MName + Sign Quality control (F. k. i
Nara/iv’a + nianue YnosnosakeHa ocoda 3 axocTi(®. Konne)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenka Approved by: lana KoBowicz

x&’
signature -- signature & Fp
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