&

Quality and Safety Certificate / Ceptudunkar kauecrsa n 6esonacHocTn

. 22.05.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE
81757650 FEMIBION® 1 / ®EMUBUOH® 1
Russia/ Poccuna 917 mg film coated tablets / TabneTkun, NOKPbITLHIE NAEHOUHOW 060N0UKON

maccom 917 mr

BATCH / CEPUA Production date: / flata usrotosneHus: 04.2024 / mecsu, roa
4115C60107 Expiry date: / Cpok roaHocTn: 04.2026 /mecsu, roa

BATCH SIZE /OBbEM NAPTUK Store in a dry place, not available for children, under the room temperature
24.786 Packs / ynakoBoK not more than 25C/
XpaHWUTb B CYXOM HEAOCTYNHOM ANs AeTel MecTe NpuU KOMHATHOMN
Temneparype He Bblwe 25C

ANALYTICAL DATA TABLETS REQUIREMENTS RESULTS
AHANTUTUYECKUE NAHHDIE TABNNETKU TPEBOBAHUA PE3YJIbTATBI

Description / Onucaxnue

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

OsBanbHble, ABOAKOBLINYKbIE meets the requirements /
TabneTkn, NOKPbITbIE NAEHOYHOM COOTBETCTBYET TPeboBaHUAM
obonoukoi, oT 6enoro Ao NoYTU
6enoro usera

Appearance / BHewHuin Bua

Physical tests
Ucnbitanue dbusnueckux cBOMUCcTe

917.0 mg £ 4 %

Mean weight / CpeagHsas macca 917.0 Mr £ 4 % 927.1 mg/ 927,1 mr

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

Individual weight / UiavenayansHas macca + 5%, B cooTB. ¢ EBp.®apM. cooTseTcTByeT TpeboBaHusaM

Composition / Coctas

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

OaHa TabneTtka, NOKPbLITan NNEHOYHON 060N0UKON, COAEPKUT Cneayiowme BUTaMUHbI U 3NEMEHTLI B CNeO0BLIX B
Konuyecrsax:

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / 55 mg / mr weighed in /
Butamuu C (AckopbuHoBas Kucnota) 9 B npegenax Maccol
(B dopme Kanbums ackopbara)

L . weighed in /
Nicotinamide / HukoTuHamua 12 mg / mr B ApeAenax Macchl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
ButamuH E (B dopme dl-anvda-Tokodepona 48 mg/ 4,8 mMr 8 nge.qenax MacCh!
auerara)

Pantothenic acid (as calcium pantothenate) / weighed in /
NaHTOoTEHOBaA k1UcnoTa (8 opMe Kanbuua 6 mg/ mr 9
HaHToTEHaTa) B Npeaenax Maccobl
Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pubodnasud) 1.4mg /1,4 mr B Npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride)/ weighed in /
BuramnH B6 (nupuaokcun) (B popme 1.9mg/ 1,9 mr B Npeaenax Maccbl
NUPUAOKCMHA rMapoXnIopuaa)
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Quality and Safety Certificate / CepTudpmkar xauecrsa n 6esonacHocTun

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

BATCH / CEPUA
4115C60107

BATCH SIZE /OBbEM NAPTUU
24.786 Packs / ynakoBok

Production date: / flata narotosnexHunn:
Expiry date: / Cpok rogHoCTu:

DD.MM.YYYY/HYucno,mecsau, roa

DESIGNATION/ HAUMEHOBAHME
FEMIBION® 1 / ®EMUBUOH® 1

917 mg film coated tablets / TabneTkun, NOKpbITbIE NNEHOYHON 060N0YKON
Mmaccoi 917 mr

22.05.2024

04.2024 / mecau, roa
04.2026 /mecsau, roa

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

XpaHuTb B CYXOM HEAOCTYNHOM AN AeTel MecTe Npyu KOMHATHOM
TemMnepatype He Bbiwe 25C

Vitamin B1 (thiamine) / Butamun Bl (Tmamun)

weighed in /

¢ folic acid / donneBan kucnota

¢ L-methylfolate / L-meTundponar

(as Calcium salt L-methylfolate ) /

(8 dopMe conu kanbuusn L-mMeTundonar)

e 200 pg / MKkr

e 208 pg / mkr (equal to 200
ug folic acid) / (coorsercrByer
200 MKr dponneBoin KMCNOTbI)

(as thiamine nitrate) / (8 ¢popme TMaMunHa 1.4mg/mr
HuUTpaTa) B nNpeaenax Macchbl
Folate / donar 400 Hg / MKr

weighed in /
B npeaenax Macchbl

ButamMnn B12 (umaHoko6anaMuH)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

WNoa (8 dopmMe kanusa woaunaa) 150 pg / mkr B npeaenax Macchbl
. weighed in /

Biotin / 6UoTHH 40 ug / MKr B Npefienax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Maccbl

Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHDBIE 3NEMENHTbI Mr/ kr, He 6onee uem Mr / xr
Lead / Ceuney not more than 5.0 / He 6onee 5,0 0.0/ 0,0

Cadmium/ Kaamui

not more than 1.0 / He 6onee 1,0

< 0.010/ < 0.010

Arsenic/ Mbiuwbsk

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/
NecTuunasi

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

mq / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane/
CyMMa M30MepoB rekcaxnopunknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH 1 ero
metabonuTel

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ l'entaxnop

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

< 0.001/ < 0,001
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Quality and Safety Certificate / Ceptudmkar kauecresa n 6esonacHocTm

22.05.2024
DD.MM.YYYY/HYucno,mecau, roa
CAT. NO. / KAT. N? DESIGNATION/ HAMUMEHOBAHWE
81757650 FEMIBION® 1 / ®EMUBUOH" 1
Russia/ Poccusa 917 mg film coated tablets / Tabnetku, NOKPbLITbIE NAEHOUYHOW OOONOUKON

Maccon 917 mr

BATCH / CEPUA Production date: / flara uarorosnexHus: 04.2024 / mecau, rog
4115C60107 Expiry date: / Cpok roaHoctu: 04.2026 /mecsu, roa

BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature
24.786 Packs / ynakoBok not more than 25C/
XpaHuTb B CYXOM HEAOCTYNHOM ANA AeTeil MecTe NpyM KOMHATHOR
TemnepaType He Bbiwe 25°C

Microbiological indices/

Mukpob6uonornueckue noxkasavenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10% cfu /g / SCFU/g/
He 6onee 5 x 10* KOE / r 5KO3/r

Bacteria of colon bacillus groups in 0.1g /

BakTepuu rpynnbl KuweyHon nanoukn 8 0,1 r

not detected / He

not permitted / He aonyckatoTca O6HapYKEHb!

E.coli in 1g / KuweyHas nanouka e 1 r

not permitted / He gonyckarTcs not detected / He o6rapyxena

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHM3Mbt, B.T.4.
Salmonellas, B 10 r

not detected /

not permitted / He aonyckatoTca He 0BHapYXeHb!

Moulds (incl.Yeasts) cfu/g /
Mnecenn (Bkno4as apoxxu), KOE/r

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

Date of release / [lata Bbinycka

2 2 MAY 2024

L.

DD.MM.YYYY / Yucno, mecau, rog Release office / ornena/pa;deweuml
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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:
RU

Strength/Potency:
NOT APPLICABLE

Brand Code:
81757650

Date of Manufacturing:

Statement of Conformity

Batch Number:
4115C60107

Dosage Form:
film coated tablets

Contractor Item No:
81757650

Expiration Date:

14 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
24,786.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038471005

Bulk batches consumed in the reported Batch Code:
Batch No: 0065394769, Manufacturing Date:14.04.2024

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
Ho6RlIgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 15.05.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 15.05.2024

PeG

Package Size:
28

Package Type:

blisters
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