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Quality and Safety Certificate / Ceprudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757650
Russia/ Poccusa

BATCH / CEPUA
4015C60102

BATCH SIZE /OBbEM NAPTUU
24.480 Packs / ynakoBok

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

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHME
FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTkn, NOKpbITbIE NNEHOYHONW 060N0YKOR
macco# 917 mr

07.02.2024

12.2023 / mecsau, roa
12.2025 /mecsu, roa

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

XpaHuTb B CYXOM HEAOCTYNHOM ANA AeTeir MecTe Npyu KOMHATHOMW
TeMnepaTtype He Bblwe 25'C

ANALYTICAL DATA TABLETS
AHANMUTUYECKUNE AAHHDBIE TABNTETKU

REQUIREMENTS
TPEEOBAHUA

RESULTS
PE3YJIBTATBI

Description / Onucanue

Appearance / BHewHWih Bua

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

OsanbHble, ABOAKOBbLINYKAbIE
TabneTkyn, NOKPbLITLIE NAEHOYHON
060n104KOi, OT 6€n0ro A0 NouTH
6enoro useta

meets the requirements /
cooTBeTcYByeT TpeboBaHUAM

Physical tests /
UcnbitaHue puznvyecknx CBOKCTB

Mean weight / CpeaHss macca

917.0mg + 4 %
917.0Mr £ 4%

940.6 mg / 940,6 mr

Individual weight / UhanBmnayanbHas mMacca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 cooTs. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Composition / CocTas

Konunyecreax:

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbITas NNEHOYHOW 06ONOUKON, COAEPXUT Ceaylowne BUTaMUHbL! ¥ 3N1EMEHTLI B CNEAO0BLIX B

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

weighed in /

ButamuH C (AckopbuHosas Kucnota) 35 mg / mr B Npegenax Macchl
(B hopme kaneuus ackopbara)
Nicotinamide / HukoTnHamua 12 mg/ mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (8 dpopme dl-anbda-Tokodepona
aueraTa)

4.8mg/ 4,8 mr

weighed in /
B Npeaenax mMacchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTEeHOBas KucnoTa (B hopme Kanbums
naHToTeHara)

6 mg / Mr

weighed in /
B npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamMun B2(pnbodnasuH)

1.4mg/1,4mr

weighed in /
B npeaenax Macchl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/

weighed in /

ButamMuH B6 (nupuaokcun) (B8 dopmMe 1.9mg/1,9wmr 8 Npeaenax Macchbl
NUPUAOKCUHA rApoxXNopuaa)
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Quality and Safety Certificate / CepTtudukar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757650
Russia/ Poccus

BATCH / CEPUA
4015C60102

BATCH SIZE /OBbEM NAPTUN
24.480 Packs / ynakoBsok

Production date: / QaTa u3rotosneHus:
Expiry date: / Cpok rogHoCTH:

DD.MM.YYYY/Mucno,mecsau, roa

DESIGNATION/ HAUMEHOBAHUE
FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTku, NOKpbITbIEe NNEHOHYHON 060/104KOM
mMaccow 917 mr

07.02.2024

12.2023 / mecsu, rog
12.2025 /mecsu, ron,

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

XpaHuTb B CyXOM HeAOCTYNHOM ANna AeTel MecTe NPU KOMHATHOMN
TeMmnepaType He Bblwe 25'C

Vitamin B1 (thiamine) / ButamuH Bl (TnammH)

weighed in /

o folic acid / ponuesas kucnorta

e L-methyifolate / L-meTtundonar

(as Calcium salt L-methylfolate ) /

(8 ¢opme conu kanbums L-metundonar)

e 200 pg / Mkr

e 208 pg/ Mkr (equal to 200
Hg folic acid) / (coorBercTBYeET
200 Mkr ¢dponnueBon KUCNOTbI)

(as thiamine nitrate) / (B ¢dopme TnaMnHa 1.4 mg/ mr
HWTpaTa) B Npeaenax Macchb
Folate / donat 400 ug / MKr

weighed in /
B Npeaenax Macchb!

ButamMuH B12 (umaHokobanaMuH)

4.5 ug / 4,5 mMkr

Iodine (as potassium iodide) / weighed in /

Noa (B hopme kanus noamnaa) 150 pg / Mkr B npegenax Macchbl
i weighed in /

Biotin / 6MoTHH 40 ug / Mkr B Npeaenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B Npeaenax Maccol

Toxic elements/

TOKCUYUHBbIE 3NEMEHTbI

mg / kg, not more than
Mr/ kr, He 6onee ueM

mg / kg
Mr / kr

Lead / CsuHeuy

not more than 5.0 / He 6onee 5,0

< 0.015/ < 0,015

Cadmium/ Kaamui

not more than 1.0 / He 6onee 1,0

< 0.010/ < 0,010

Arsenic/ Mblwbak

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/
Necrnunanbl

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

mgqg / kg
Mr / kr

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 /
AnxnopandeHUNTPUXNOP3TaH u ero
MeTabonuTbl

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapwvH

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

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

not permitted (<0,002) / He

aonyckawTtcsa (< 0,002)

< 0.001/ < 0,001
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Quality and Safety Certificate / Ceptudpunkar kauecrsa n 6esonacHocTu

07.02.2024
DD.MM.YYYY/4ucno,mecsau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMUMEHOBAHMUE
81757650 FEMIBION® 1 / ®EMUBUOH® 1
Russia/ Poccun 917 mg film coated tablets / TabneTkn, NOKPbLITLIE NNEHOUHON 06ONOUKOIA

mMaccon 917 mr

BATCH / CEPUA Production date: / Aara uarotoBnenus:
4015C60102 Expiry date: / Cpok rogHocTu:;

12.2023/ Mecsau, roa
12.2025 /mecsu, roa

BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature
24.480 Packs / ynakoBok not more than 25'C/
XpaHuTb B CyXOM HEAOCTYNHOM ANS AeTei MecTe NPYU KOMHATHOM
Temnepartype He sblwe 25C

Microbiological indices/
Mukpobuonoruueckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10° cfu /g / <10CFU/g/
KMA®AHM KOE/r He 6onee 5 x 10° KOE / r <10KO3/r
Bacteria of colon bacillus gr?ups in0.1g/ not permitted / He AONYCKAKOTEA not detected / He
BakTepuu rpynnbt kMwewHon nanoyku 8 0,1 r o6HapyXeHbl

E.coli in 1g / KuweyuHas nanoukas 1 r

not permitted / He aonyckawoTca

not detected / He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, B 10 r

not permitted / He aonyckaloTca

not detected /
He O6HapyXeHbl

Moulds (incl.Yeasts) cfu/g /
MNneceHn (BkNtovasn apoxxn), KOE/r

not more than 100 cfu/ g/
He 6onee 100 KOE/ r

<10CFU/g/
<10KO3/r

Date of release / flata Bbinycka
08. Feb. 2024 0(61 n(&& uQJ\N\Q\U\V\

DD.MM.YYYY / Yucno, mecau, roga Release office / oTaena paspeweHns
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I
Product Description:

FEMIBION | 28CT RU
Importing Country:

Statement of Conformity

Batch Number:
4015C60102

Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor [tem No:
81757650 81757650

Date of Manufacturing: Expiration Date:
05 DEC 2023 DEC 2025

Lot Quantity: Unit of Measure:
24,480.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038318491

Bulk batches consumed in the reported Batch Code:
Batch No: 0013986469, Manufacturing Date:05.12.2023

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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 31.01.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 31.01.2024

PeG

Package Size:
28

Package Type:

blisters
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