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Quality and Safety Certificate / CepTtndukar kauecrsa n 6esonacHocTn

05.02.2024
DD.MM.YYYY/Mucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE
81757650 FEMIBION® 1 / ®EMUBUOH® 1
Russia/ Poccus 917 mg film coated tablets / Tabnetku, NOKpbITbIE NAEHOYHON 060N0UKOK

Maccon 917 mr

BATCH / CEPUA Production date: / NlaTta nsrotosneHus: 12.2023 / mecsu, roa
4012C60106 Expiry date: / Cpok rogHocTK: 12.2025 /mecau, rog,

BATCH SIZE /OBBEM NAPTUU Store in a dry place, not available for children, under the room temperature
24.864 Packs / ynakoBok not more than 25C/
XpaHUTb B CyXOM HEAOCTYNHOM ANS AeTeil MecTe Nnpu KOMHaTHOW
TemMnepaTtype He Bbiwe 25C

ANALYTICAL DATA TABLETS REQUIREMENTS RESULTS
AHAJTMTUYECKUE AAHHDBIE TABJIETKW TPEBOBAHUA PE3VJIbTATHI

Description / Onucauue

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

OBanbHble, ABOAKOBbIMYKJibie meets the requirements /
Tabnetkn, NOKpPLIThIE NNEHOYHOW cooTBeTcTBYeT TPpeboBaHMaM
060104K0I1, OT 6enoro Ao nNoYTH
6enoro usera

Appearance / BHewHuih Bna

Physical tests /
Ucnbitanue dhusnuecknx ceoncrTs

917.0mg + 4 %

Mean weight / CpeaHsa macca 917.0 Mr £ 4 % 926.5 mg / 926,5 Mr

+ 5%, acc. to Ph. Eur. / meets the requirements /

Individual weight / Unavsnayansnas macca + 5%, B cooTB. C EBp.®apm. CooTBETCTBYET TpeboBaHUAM

Composition / CocTas

One film coated tablet at least contains the following vitamins and trace element:

OpHa TabneTtka, NOKPLITaa NAEHOUYHON 06010UKON, COAEPKUT Cneayiowmue BUTaMMHbl U 3NEeMEHTbl B CNEAOBbIX B
KOnuyecTeBax:

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

ButamMun C (AckopbuHOBas KMCNOTA) 55mg/mr B Npeaenax Macchbl
(B dopme kanbuua ackopbaTa)

weighed in /

Nicotinamide / HukoTuHamug, 12 mg / mr B Npenenax Macch!

Vitamin E (as di-a-tocopherol acetate) / weighed in /
ButamuH E (8 dopme dl-ansda-Tokodepona 48mg/4,8wmr 9

auerata) B Npeaenax Macchbl
Pantothenic acid (as calcium pantothenate) / weighed in /
NauToTeHoBas kucnoTa (8 opme Kanbums 6 mg/ mr
naHToTeHaTa) B npeaenax Maccobl
Vitamin B2 (riboflavin) / weighed in /
Butamud B2(pnbodnasuH) 1.4mg /1,4 mr B Npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/ weighed in /
ButamMuH B6 (nupuaokcuH) (B dopme 1.9mg/1,9mr B Npeaenax Maccobl
NYPUAOKCUHA rmapoxnopuaa)
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Quality and Safety Certificate / CepTucdukar kauecrsa un 6esonacHocTu

CAT. NO. / KAT. N2

81757650
Russia/ Poccus

BATCH / CEPUA
4012C60106

BATCH SIZE /OBbEM NAPTUU
24.864 Packs / ynakoBok

05.02.2024
DD.MM.YYYY/Mucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 1 / GEMUBUOH® 1

917 mg film coated tablets / TabneTku, NOKpPLITbIE NNEHOUHOK 060NOUKOM
maccon 917 mr

Production date: / laTta narotosnenus:
Expiry date: / Cpok rogHocTu:

12.2023 / mecsau, roa
12.2025 /mecsau, roa

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

XpaHutb B CYXOM HEAOCTYNHOM ANA AeTer MecTe NpPu KOMHATHOMK
Temnepatype He Bbiwe 25C

Vitamin B1 (thiamine) / ButamuH Bl (TnamuH)
(as thiamine nitrate) / (8 popme TMaMuHa
HUTpaTa)

1.4mg/mr

weighed in /
8 npeaenax Maccbt

Folate / donar
o folic acid / ponueBas kucnorta
¢ L-methylfolate / L-meTundgonar
(as Calcium salt L-methylfolate ) /
(B ¢opme conm kanbumsa L-metnndonar)

400 Mg / MKr

e 200 pg / MKkr

e 208 ug / mkr (equal to 200
Hg folic acid) / (coorsercrByer
200 Mkr donueBoi KUCNOTHI)

weighed in /
B npeaenax mMacchbl

Iodine (as potassium iodide) / weighed in /

Woa (B dpopmMme kanus noauaa) 150 ug / mkr B nNpeaenax Macchbl
. weighed in /

Biotin / 6uoTuH 40 pg / mkr B npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (unaHokobanamuH)

4.5 ug / 4,5 mxr

B npeaenax Maccol

Toxic elements/ mg / kg, not more than mg / kg
TOKCNUHbBIE 3NEMEHTBI Mr/ kr, He 6onee yeM Mr / xr

Lead / Caurey not more than 5.0 / He 6onee 5,0 0.0/0,0
ot i not more than 1.0 / He 6onee 1,0 0.0/0,0
e T T 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/
Necruuuabl

m kd, not more than
Mr / kr, He 6onee yeM

mq / kag
Mmr / Kr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MEpPOB rekcaxiopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 / < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnNTpUxNopaTaH u ero
MeTabonuThbl

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001 / < 0,001

Heptachlor/ Frentaxnop

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

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

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

BATCH / CEPUA
4012C60106

BATCH SIZE /OBbEM MAPTUU
24.864 Packs / ynakosok

—05.02.2024
DD.MM.YYYY/Uucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTku, NokpbITbie NNEHOYHOW 06010UKOM
mMaccoin 917 mr

Production date: / flata usrotoeneHus:
Expiry date: / Cpok roaHocCTu:

12.2023 / mecsu, roa
12.2025 /mecsu, roa

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

XpaHWUTb B CyXOM HEAOCTYMNHOM Ana AeTeil MecTe Npu KOMHaTHOW
Temneparype He sbiwe 25C

Microbiological indices/

Mukpo6uonoruuyeckue noxkasarenu

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 AonyckaloTea not detected / He
BakTepuu rpynnsl KuweyHow nanoykn 8 0,1 r o6HapyxXeHb!

E.coli in 1g / Kuweunas nanouka B 1 r

not permitted / He aonyckatoTcs

not detected / He 06HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHnusMel, B.T.u.
Salmonellas, B 10 r

not permitted / He aonyckatoTca

not detected /
He OBHapyxeHbl

Moulds (incl.Yeasts) cfu/g /
MNnecexnn (Bknouan aApoxoku), KOE/r

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

<10CFU/g/
<10KO3/r

Date of release / [lata Bbinycka

06. Feb. 2024

O(Qi NS LLQ&MQ«V\/\

DD.MM.YYYY / Yucno, mecsau, roa

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION |

Product Description:
FEMIBION 1 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4012C60106

Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81757650 81757650

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

Lot Quantity: Unit of Measure:
24,864.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038318492

Bulk batches consumed in the reported Batch Code:
Batch No: 0013986470, Manufacturing Date:06.12.2023

Manufacturing Site:

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

Certification Statement:

I 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 30.01.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 30.01.2024

PeG

Package Size:
28

Package Type:

blisters
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