&

Quality and Safety Certificate / Ceptnpunkar kauecrsa n 6esonacHOCTH

CAT. NO. / KAT. N2
81757758

—22.09.2022 =
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

BATCH / CEPUA

2187C60105

BATCH SIZE /OEbEM NAPTUU
than 25'C/

31.892 Packs / ynakosox

Production date: / [laTta nsroroeneHus:
Expiry date: / Cpok rogHocTuU:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITbIE NNEHOYHON
060104KOM, Maccoi 729 Mr n Kancynsl Maccoi 746 mr

04.2022 /mecsu, roa,
04.2024 /mecs, roa

XpaHUTb 8 CYXOM, HEAOCTYMHOM ANA AETel MecTe npy TemnepaType He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE OAHHDBIE TABNETKHU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJ/IbTATHI

Description / Onucanue

Appearance / BHewHWi sna

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

OsBanbHble, ABOAKOBbLINYK/bIE
TabneTku, NOKpbITLIE NAEHOYHON
o6onoukoi, ot 6enoro o NoOYTH
6enoro useta

meets the requirements /
cootsercreyeT TpeboBaHnAM

Physical tests /
UcnbiTanne dhnanueckux cCBOKCTB

Mean weight / CpeagHsas mMacca

729.0 mg £ 4 %/ 729,0 Mr + 4 %

737.5mg/ 737,5 mMr

Individual weight /
NHamnBuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPeboBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTka, NoKpbITas NAeHOYHOW 060NOUKON, COAEPXUT CNeayiolue BUTaMUHbI U SNEeMEHTb! B CNea0BbIX

KONMUYECTBax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas KMcnoTta) 55 mg / 55 mr 8 Npeaenax Maccobl
(B popme kanbuus ackopbara)

Nicotinamide / HukoTuHamua 15mg/ 15 mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B popme di-anba-Tokodepona
aueraTa)

48mg/ 4,8 mMr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBas kucnota (B8 popme KanbuUUA
naHToTeHaTa)

6mg/6mMr

weighed in /
B npeaenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcuH) (B popme
NUPUAOKCUHA FMAPOXNOopKUAA)

19mg/1,9mr

weighed in /
B npeaenax mMaccol

Vitamin B2 (riboflavin) /
Burtamnu B2(pnbodnasuH)

i4mg/1,4mr

weighed in /
B npeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun B1 (TMamuH) (B popme TMAMUHA
HUTparTa)

1.4mg/1,4wmr

weighed in /
B nNpeaenax Maccol

Folate / ®onat
¢ folic acid / dponuesas kucnora
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B popme L-MeTundonaTt kanbums)

400 ug / Mkr
e 200 g/ Mkr
e 208 pg / MKr (equal to
200 pg folic acid) /
{(coorsercreyer 200 MKkr
cdonneBoi KNCNOTbE)

weighed in / B npeaenax
Macchl
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&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

27.09.2022
DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccusna

060n04KON, Maccoi 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA
2187C60105
BATCH SIZE /OBBEM NAPTUN

31.892 Packs / ynakosok

Production date: / [laTta w3rotosneHus:
Expiry date: / Cpok roaHoCTI:

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

XpaHUTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe nNpu TemnepaType He Bbiwe 25°C

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOM

04.2022 /mecsau, roa
04.2024 /mecsu, roa

ButamMunH B12 (umaHoxko6anaMuH)

4.5 ug / 4,5 mMkr

Iodine (as potassium iodide) / weighed in /

Woa (B hopmMe kanua noauaa) e B npeaenax Maccobt
L. weighed in /

Biotin / 6noTHH 40 pg / 40 mkr B Npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeagenax Macchbl

mg / kg, not more than

Yoxic elements/

Toxic elements Y oo mg / kg
TOKCUUHbIE 3NEeMEHTbI Mr/ kr
Lead / CeuHeu not more than 5.0 / He 6onee uem 5,0 |0.1/0,1
Cadmium/ Kaagmuit not more than 1.0 / He 6onee yeM 1,0 0.2/0,2
Arsenic/ Mblwbsak not more than 3.0 / He 6onee 4em 3,0 0

Mercury/ PTyTb

not more than 1.0 / He 6onee 4em 1,0

< 0.005/ < 0,005

Pesticides/
NecTnuuabi

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxopumnknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpruxnopaTaH n ero
MeTabonurbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapunH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10* cfu/g /
He 6onee yeM 5 x 10* KOE/r

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /

Bakrepuu rpynnbl KWWe4YHou nanoyku 8 0,1 r

not permitted /
He AoNycKakTca

not detected /
He 06HapyXeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He AonyckaeTca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHble MUKPOOPraHU3Mel, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AOMYCKaTCA

not detected /
He o6HapyXeHbl
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocCcTn

CAT. NO. / KAT. N2
81757758

27.09.2022
DD.MM.YYYY/Yucno,mecay, rog

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUENOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITHIE MNIEHOYHON

060104KOI, Maccoin 729 Mr U Kancynbl Maccon 746 mr

BATCH / CEPUA

2187C60105

BATCH SIZE /OBBbEM NAPTUU
than 25'C/

31.892 Packs/ ynakoBoOkK

Production date: / laTta u3rotoBneHus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

04.2022 /mecsuy, rog,
04.2024 /mMecsy, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTei MecTe Npu TemnepaType He sbiwe 25°C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFu/g/

Nnecexu (BkNloYan apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANUTUYECKUE OAHHDLIE KANCYNbI TPEBOBAHUA PE3YNbTATHI

Description / OnucaHue

Appearance /
BHewHW By

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHble Kancynbl
€CTECTBEHHOrO LiBETa,
coaepXalwme CycneH3n KpacHoro
uBera

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Physical tests /
UcnbiTanne dnanvuecknx cBONCTB

Mean weight /
CpeaHas Macca

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 — 783 mr
filling mass: 510 - 564 mg /
Macca HanonHenus: 510 - 564 mr

747 mg / 747 mr

533 mg /533 mr

Individual weight /
NuanenayanbHan mMacca

7.5%, acc. to Ph. Eur. /
7.

+
+ 7.5%, B cooTB. C EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

One capsule at least contains the following:

OaHa Kancyna CoAepXXuUT Kak MUHUMYM cneayiouliee:

Docosahexaenoic acid (DHA) /
[okosarekcaeHoBas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
JioTeunH

9-10 mg/ mMr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YUCNO OKUCTIEHUS (COOTBETCTBYET KUCIOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mMr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meq/kg /
MepekncHoe Yncno He 6onee 10,0 O2 MDkB/KIr 2 MOKB/Kr

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudukar kauecrsa nu 6esonacHocTu

27.09.2022
DD.MM.YYYY/Uucno,Mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHME

81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITHIE FNEHOUHOM
060N04KOI, Maccoi 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPMA Production date: / [laTa n3rotoBneHus: 04.2022 /mecsau, roa
2187C60105 Expiry date: / Cpok roaHoCTH: 04.2024 /mecau, roa
BATCH SIZE /OBbEM NAPTUN Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.892 Packs / ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTer MecTe Npu TemMnepaTtype He Bbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3NEMEHTbI Mr / kr, He 6onee Mr / kr

t . , 0.0/0,0
Lead / Camtels not more than 1.0 / He 6onee 1,0 /

. 0.0/0,0
(e T AT not more than 0.2 / He 6onee 0,2 /

. 0.0/0,0
Arsenic/ Mbilbsik not more than 1.0 / He 6onee 1,0 /

Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0

mg / kg , not more than

Pesticides/ Mr / kr, He 6onee :1'_9 // K':_Q
MecTtuynabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa N30MepoB rekcaxsopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnunTpuxnopaTaH n ero He 6onee 0,1
MeTabonuTbl

less than or equal to 0.002 /

0.001 /0,001

Aldrin/ Anapun MeHble unu pasxo 0,002

Heptachlor/ Mentaxnop LUt TGl 22y 0.001 / 0,001

MeHbwe unn pasHo 0,002

Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecyeTe Ha Xup) NG5
Polychloric bephenyl / not more than 3.0 / 0.0/0,0

NonuxnopuposBaHHbie 6udeHnunbl He 6onee 3,0

: = e Bq / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee uem
PaanoaKTMBHOCTb / wry Bi / kr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuit-90 not more than 100 /He 6onee 100 | 1

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / Ceptudmkar kauecrea u 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2187C60105
BATCH SIZE /OBBEM NMAPTUU

31.892 Packs / ynakosok

27.09.2022
DD.MM.YYYY/4ucno,mecsuy, rog
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITblE NIEHOYHON
060N104KOM, Maccorn 729 Mr n Kancynbl Maccon 746 mr

Production date: / laTa u3rotoBneHus: 04.2022 /Mecsu, roa

Expiry date: / Cpok roaHocTu: 04.2024 /mecau, roa

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

XpaHUTb B CYXOM, HEAOCTYNHOM ANS AeTei MecTe Npu TeMnepaTtype He sbiwe 25C

Microbiological indices/

Mukpo6uonornueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 104 cfu/g /
He 6onee 5 x 10* KOE/r

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepun rpynnbl Knwe4Hon nanoyku 8 0,1 r

not permitted /
He AonyckatoTca

not detected /
He obHapyXeHbl

E.coliin 1g /
E.coiBlr

not permitted /
He gonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOPraHW3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /

He A0NyCKaoTca

not detected /

He 0bHapyXeHbl

S.aureus,in1,0g/
S.aureus81,0r

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecenn, Apoxokun, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / flaTa Bbinycka

DD.MM.YYYY / Yucno, mecsau, roa

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

Telefax +43 (0)4762 51 51-440

WWW.pg.com

Dr. Barbara Unterlerchner
Release office / otaena paspewenns
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il

Product Description:
FEMIBION Il 28CT RU

Statement of Conformity

Batch Number:
2187C60105

Importing Country: Dosage Form:

RU combi pack capsule, soft / tablet
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

08 APR 2022 APR 2024

Lot Quantity: Unit of Measure:
31,892.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037408733

Bulk batches consumed in the reported Batch Code:
Batch No: 0011329153, Manufacturing Date:08.04.2022

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

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria

Manufacturing authorization number: 480021

GDP certificate humber 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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  26.09.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 26.09.2022

PeG

Package Size:
28

Package Type:

blisters
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