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Quality and Safety Certificate / Ceptudunkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N?
81781704
Russia/ Poccusa

BATCH / CEPUA
4220€60106

BATCH SIZE /OBbHEM NMAPTUN
24.768 Packs / ynakoBok

Production date: / laTa narotosneHus:
Expiry date: / Cpok rogHoOCTW:

27.08.2024

DD.MM.YYYY/"ucno,mecau, rog

DESIGNATION/ HAMMEHOBAHME
FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTtku, NOKpbITHIE NNEHOUYHOKW 060N0UKON
Maccon 917 mr

07.2024 / mecau, roa
07.2026 /mecsau, roa

Store in a dry place, not available for children, under the room temperature
not more than 25'C/

XpaHWUTb B CYXOM HeAOCTYNHOM ANA AeTei MecTe Npyu KOMHaTHOWM
Temneparype He Bbitwe 25C

P121216'ANALYTICAL DATA TABLETS
AHANNTUYECKUE AAHHBIE TABJTETKW

REQUIREMENTS
TPEBOBAHUR

RESULTS
PE3YJIbTATBI

Description / OnucaHue

Appearance / BHewHu# sua

White to off-white,oval,biconvex
film coated tablet /

OsanbHbie, ABOSKOBbLINYK/ible
TabneTkn, NOKPLITbIE NNEHOYHON
060n04Kon, OT 6€noro A0 NoUTH
6enoro useta

meets the requirements /
cooTBeTCTBYET TPE60BaHUAM

Physical tests /
UcnbiTauue hbnanuecknx CBOUCTB

Mean weight / CpeaHsana macca

917.0mg =4 %
917.0Mr £ 4 %

933.6 mg / 933,6 mMr

Individual weight / UHanBnayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. C EBp.®apm.

meets the requirements /
cooTeeTcTayeT Tpe6oBaHUAM

Composition / Cocrtas

Konunyecreax:

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPbLITAn NAEHOYHON 060NOYKON, COAEPXUT Cneayiolmne BUTaMUHbl 1 SNEMEHTLI B CNIEA0BbLIX B

Vitamin C (Ascorbic acid) (as calcium
ascorbate) /

weighed in /

Butamud C (AckopbuHoBas Kucnora) 55 mg / mr B Npeaenax Maccel
(8 dopme Kanbumus ackopbara)
Nicotinamide / HukotuHamug 12mg/ mr Ol Uy

B Npeaenax Maccol

Vitamin E (as dl-a-tocophero! acetate) /
ButamuH E (B popme dl-anvda-Tokodepona
auerara)

4.8mg/ 4,8 Mmr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
NaHTOTEHOBAsA KUCOTa (8 oOpMe Kanbuus
naHTOTEeHaTa)

6 mg/ mr

weighed in /
B npeaenax Maccol

Vitamin B2 (riboflavin) /
BuramuH B2(pnbodnasun)

1.4mg/ 1,4 mr

weighed in /
B Nnpeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/

ButamMuH B6 (NUpuaokcun) (8 hopme
NUPUAOKCUHAE rMapoxXnopvaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Macchb
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Quality and Safety Certificate / CepTndukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81781704
Russia/ Poccuna

BATCH / CEPUA
4220C60106

BATCH SIZE /OBBEM NAPTUM
24.768 Packs / ynakoBok

Production date: / Aata u3rotoBnenus:
Expiry date: / Cpok roaHocTu:

DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHUE
FEMIBION® 1/ ®EMUBHUOH® 1

917 mg film coated tablets / TabneTku, NOKpbITbIE RNEHOUYHON 060NOUKON
Maccon 917 mr

27.08.2024

07.2024 / mecau, roa
07.2026 /mecau, roa

Store in a dry place, not available for children, under the room temperature
not more than 25C/

XpaHuTb B CyxOM HEAOCTYNMHOM ANA AeTeN MecTe NP KOMHaTHOW
TemMnepatype He Bbiwe 25C

Vitamin B1 (thiamine) / ButamuH B1 (TnamuH)

weighed in /

« folic acid / ¢onuesas kucnora

o L-methylfolate / L-meTunconar

(as Calcium salt L-methylfolate ) /

(B popmMe conu kanbumsa L-metundonat)

o 200 pg / mMkr

e 208 g/ mkr (equal to 200
ug folic acid) / (cooTBercTBYET
200 mkr ¢donneBon KUCNOTbE)

(as thiamine nitrate) / (B dbopme TMamMuHa 1.4mg/ mr
HuTpaTa) B npeaenax Maccobl
Folate / dhonat 400 ug / Mkr

weighed in /
B npeaenax Macchbl

ButamuH B12 (unaHokobanamuH)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

WNopa (8 ¢popme Kanusa noanaa) 130 yg / mkr B Npeaenax Macchbl
A weighed in /

Biotin / 6uoTKH 40 ug / MKr B NpeAenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchl

Toxic elements/ mg / kg, not more than mg / kg

TOKCUUYHbBIE 2IEMENTBI Mr/ Kr, He 6onee YeM Mr / kr
t .

R e not more than 5.0 / He 6onee 5,0 0.1/0,1

Cadmium/ Kaamnia

not more than 1.0 / He 6onee 1,0

< 0.010/ < 0,010

Arsenic/ Mbiwsak

not more than 3.0 / He 6onee 3,0

<0.04/ < 0,04

Mercury/ PtyTb

not more than 1.0 / He 6onee 1,0

< 0.005 / < 0,005

Pesticides/
Necruuyunabi

m kg, not more than
Mr / kr, He 6onee yem

maq / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MepoB rekcaxnopumnknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHUNTpUxnNopaTaH u ero
MeTabonuTbl

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ Anapun

not permitted (<0,002) /
He aonyckaetcsa (< 0,002)

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

not permitted (<0,002) / He
aonyckawTcsa (< 0,002)

< 0.001 / < 0,001
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

27.08.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHWUE
81781704 FEMIBION® 1 / ®EMUBUNOH™ 1
Russia/ Poccus 917 mg film coated tablets / TabneTtkn, NOKpbITEIE NAEHOUHON 060N10UKON

maccoit 917 mMr

BATCH / CEPMUA Production date: / Qlata narotosnexus: 07.2024 / mecsiuy, roa
4220C60106 Expiry date: / Cpok rogHocTu: 07.2026 /mecsu, roa

BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature
24.768 Packs / ynakoBok not more than 25°'C/
XpaHuTb B CyXOM HEAOCTYMHOM Ans AeTer MecTe Npu KOMHATHOM
TeMnepaTtype He sblwe 25C

Microbiological indices/
Mukpo6uonornyeckmne nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10% cfu /g / <10CFU/g/
He Gonee 5 x 10* KOE / r <10KO3/r

Bacteria of colon bacillus groups in 0.1g /

BakTepun rpynnbl KNWeYHOW nanoykm B 0,1 r

not detected / He

not permitted / He agonyckatoTcs OBHapYKeHb!

E.coliin 1g / KuweyHas nanouka s 1 r

not permitted / He aonyckaloTca potcetecier Guc oORapyaca

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaroreHHble MUKPOOPraHW3Msbl, B.T.u.
Salmonellas, 8 10 r

not detected /

not permitted / He gonyckaioTtca He 0BHapyXeHb!

Moulds (incl.Yeasts) cfu/g /

MNneceHwn (Bknyas apoxxn), KOE/r

not more than 100 cfu/ g/ <10CFU/g/
He 6onee 100 KOE / r <10KO3/r

Date of release / [laTta Bbinycka

r

03. Sep. 2024 AN Ez@/\/( Q4

DD.MM.YYYY / Yucno, mecsau, roa t}gse office / otaend paspewenns
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:

FEMIBION |

Product Description: Batch Number:
FEMIBION | 28CT RU 4220C60106

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81781704 81781704

Date of Manufacturing: Expiration Date:
02 JUL 2024 JUL 2026

Lot Quantity: Unit of Measure:
24,768.00 T

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038628084

Bulk batches consumed in the reported Batch Code:

Batch No: 0065577060, Manufacturing Date:02.07.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031
Certification Statement:

| hereby certify that the manufacturing and packaging of the above mentioned batch of food
supplement complies with the approved master batch instruction for this product. | hereby confirm
that the product has been manufactured and tested according to the European requirements for
food supplements.

Comments:

n/a

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 25.08.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 25.08.2024

PeG

Package Size:
28

Package Type:

blisters
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