&

Quality and Safety Certificate / CepTtudpmnkar kauecrsa n 6esonacHocTun

13.12.2022
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHMUE
81757650 FEMIBION® 1/ ®EMUBUOH® 1
Russia/ Poccus 917 mg film coated tablets / Tabnetku, NOKpbITbIE NNEHOYHOW 06010HKON

Maccon 917 mr

BATCH / CEPUA Production date: / aTta narotoBneHusn: 08.2022 / mecsau, roa
2322C€60103 Expiry date: / Cpok rogHocTu: 08.2024 /mecsu, roa

BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature
24.413 Packs / ynakoBok not more than 25C/
XpaHuTb B CYXOM HeAOCTYNHOM ANA AeTel MecTe Npu KOMHATHOM
TeMnepaTtype He Bbiwe 25C

ANALYTICAL DATA TABLETS REQUIREMENTS RESULTS
AHAJIUTUHECKHUE AAHHDLIE TABJIETKW TPEBOBAHUA PE3VJIbTATHI

Description / OnucaHue

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

OsanbHble, ABOSKOBLINYKNbiE meets the requirements /
TabneTku, NOKpLITbIE NNEHOUYHON cooTBeTCcTByeT TpebosaHUsaM
060n0uKoi, OT 6enoro 40 NoYTH
6enoro useta

Appearance / BHewHuii Bua

Physical tests /
UcnbiTaHue dnsnyeckux cCBoUCTe

917.0 mg £ 4 %

Mean weight / CpeaHas macca 017.0Mr £ 4 % 937.6 mg/ 937,6 mr

+ 5%, acc. to Ph. Eur. / meets the requirements /
+ 5%, B cooTB. c EBp.®apm. COOTBETCTBYET TpeboBaHUAM

Individual weight / UHanenayanbHas Macca

Composition / CocTas

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

OpaHa TabneTka, NOKpbiTas NAEHOYHOW 060MOUKON, COAEPXMUT Creayrolme BUTaMUHbl U NEMEHTEI B CNeaoBbiX B
KOonu4ecTeax:

Vitamin C (Ascorbic acid) (as calcium
ascorbate) / 55 mg / Mr weighed in /

ButamuH C (AckopbuHoBas KUCnoTa) B Npeaenax Maccbl
(B hopmMe kanbumsa ackopbarta)

weighed in /

Nicotinamide / HukotuHamua 12 mg / mr B Apenenax Macch!

Vitamin E (as dl-a-tocopherol acetate) /

weighed in /
ButamuH E (B popme dl-anva-Tokodepona 4.8mg/ 4,8 mr
auerara) B Npeaenax mMaccsl
Pantothenic acid (as calcium pantothenate) / weighed in /
ManToTeHoBas kucnota (8 dhopMme Kanbuus 6 mg / Mr B Npenenax Macch
naHToTeHaTa) P
Vitamin B2 (riboflavin) / weighed in /
ButamMuH B2(pubognasuH) 1.4mg /1,4 mr 8 Npeaenax Maccbl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/ weighed in /

Butamun B6 (nupuaokcud) (8 dopme 1.9mg /1,9 mr

NUPUAOKCHMHA rnapoxaopuaa)

B npeaenax Maccbl
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Quality and Safety Certificate / Ceptugpukar kavecrsa n 6esonacHocTu

13.12.2022
DD.MM.YYYY/4Yucno,mecau, rog

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTkun, NOKpPbITbIE MIEHOYHOW 060NOUKON
maccoi 917 mr

BATCH / CEPUA
2322C60103

Production date: / flaTta usrotosneHus:
Expiry date: / Cpok rogHocTH:

08.2022 / mecsau, roa
08.2024 /mecsu, roa

BATCH SIZE /OBbEM NAPTUN
24.413 Packs / ynakoBok

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

XpaHnTb B CYXOM HEAOCTYNHOM ANS AeTel MecTe Npu KOMHAaTHON
TemnepaType He Bbiwe 25C

Vitamin B1 (thiamine) / Butamun Bl (Tnamun) weighed in /

(as thiamine nitrate) / (B dopme TMamMuHa 1.4 mg/ mr
HUTpaTa) B npeaenax Macchbl
Folate / ¢onat 400 Mg / MKr

o folic acid / donuesas kucnota e 200 ug / mkr

¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methyifolate ) /
(8 dopme conu kanbumus L-metundonar)

e 208 ug / Mkr (equal to 200
Hg folic acid) / (coorBercreyer
200 Mkr ¢ponnesoit KUCNOTbI)

weighed in /
B Npeaenax Maccbl

ButamMnH B12 (unaHokob6anamumH)

4.5 yug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

Woa (B dopme kanus nogvaa) 150 pg / mkr B Npeaenax Macchl
- weighed in /

Biotin / 6uotuH 40 pg / mMkr B Npenenax Maccu

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchbt

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

ToKcnUHbIE 3NEMEHTbI Mr/ kr, He 6onee uem Mr / kr
t than 5.0 6 0

Lead / Ceurey not more than / He 6onee 5, 0.0/0,0

Cadmium/ Kaamuit

not more than 1.0/

He Gonee 1,0 < 0.01/<0,01

Arsenic/ MblWwbaAK

not more than 3.0/

He Gonee 3,0 | _ 4 005/ < 0,005

Mercury/ PTyTb

not more than 1.0/

He 6onee 1,0 | _ 4 005/ < 0,005

Pesticides/
NecTnunasl

m kg, not more than mgqg / kg
mr / kr, He 6onee yeM Mmr / kr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MepoB rekcaxnopumknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTtaH u ero
MeTabonurhbl

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001/ < 0,001
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Quality and Safety Certificate / CepTucdmkar kauecresa n 6esonacHocTun

CAT. NO. / KAT. N?
81757650
Russia/ Poccus

BATCH / CEPUSR
2322€60103

BATCH SIZE /OBbEM MNAPTUU
24.413 Packs / ynakoBok

13.12.2022
DD.MM.YYYY/4ucno,mecsu, rog

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTkun, NOKPLITEIE NNEHOYHON 060NOUKOMN
maccon 917 mr

Production date: / lata usrotoenexnuns:
Expiry date: / Cpok roaHOCTu:

08.2022 / mecsiy, rog,
08.2024 /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 AETei MeCTe fpy KOMHaTHOM
Temnepatype He sbiwe 25C

Microbiological indices/

Mukpobuonornueckue nokasarenu

QMAFANM cfu/g / not more than 5 x 10% cfu /g / <10CFU/g/

KMA®AHM KOE/r He 6onee S x 10* KOE / r <10KO3/r

Bacteria of colon bacillus groups in 0.1g / . not detected / He
not permitted / He ponyckaloTca

Bakrepuu rpynnsl KWWEYHOU nanovkn 8 0,1 1 . 4 o6HapyXeHb!

E.coli in 1g / KnweuHas nanoyka s 1 r

not permitted / He gonyckatoTca

not detected / He obrHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHn3Mmbl, B.T.u.
Salmonellas, 8 10 r

not permitted / He aonyckaioTcs

not detected /
He O6HapYXeHb!

Moulds (incl.Yeasts) cfu/g /
Nnecexn (sBrniovas apoxoku), KOE/r

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

<10CFU/g/
<10KO3/r

Date of release / [lata Bbinycka

1 4 Dez. 2022

]

DD.MM.YYYY / HYucno, mecau, roa

Mag. DI Thomas Unteregger

Release office / oTaena paspeweHuns

P&G Health Austria GmbH & Co. OG
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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 2322C60103

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Iltem No:
81757650 81757650

Date of Manufacturing: Expiration Date:
02 AUG 2022 AUG 2024

Lot Quantity: Unit of Measure:
24,413.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037623320

Bulk batches consumed in the reported Batch Code:
Batch No: 0011439340, Manufacturing Date;02.08.2022

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 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. t 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 13.12.2022

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 13.12.2022

PeG

Package Size:
28

Package Type:

blisters
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