&

Quality and Safety Certificate / CepTudpmnkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

08.07.2022

DD.MM.YYYY/HYucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2

Russia/ Poccuna

BATCH / CEPUA

2145C60100

BATCH SIZE /OBbLEM NAPTUU
than 25C/

31.914 Packs / ynakoBoOK

Production date: / flata uarotosneHus:
Expiry date: / Cpok rogHoCT|:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITHIE NNEHOYHON
060N104YKOMA, MAacCcon 729 MIr U Kancynbl Maccon 746 Mr

04.2022 /mecau, roa
04.2024 /mecsau, roa

XpaHuUTb B CyXOM, HEAOCTYNHOM ANA AETEN MecTe npu Temneparype He Bblwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUMECKUE OAHHBIE TABNIETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATDH!

Description / OnucaHue

Appearance / BHewHWA BUA

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

OBanbHble, ABOAKOBLINYK/bIE
TabneTku, NOKPbITbIE NNEHOYHON
obonoukon, ot 6enoro Ao NouTn
6enoro useta

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Physical tests /
UcnbiTanue pusnyeckux cBoitcTs

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr = 4 %

738.7 mg / 738,7 mr

Individual weight /
NHanBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTB. C EBp. ®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konunyectsax:.

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTtka, NOKPbLITas NNEHOYHON O60NOUKOW, COAEPXUT CneaylolMe BUTaMUHbI U NEMEHTLI B CNeAO0BbIX

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

weighed in /

ButamuH C (AckopbuHoBas kucnota) 35 mg /55 mMr B npeaenax Macchl
(8 hopMe kanbums ackopbara)
Nicotinamide / HukoTuHamua 15mg/ 15 mMr weighed in /

B npegenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dopme dl-anbda-Tokodepona
auerara)

48mg/ 4,8 Mr

weighed in /
B npeaenax Maccbl

Pantothenic acid (as calcium pantothenate) /

weighed in /

BuramuH B2(pubodnasuH)

NanToTeHoBas kucnota (B opMe Kanbuuns 6mg/6mMr

aHTOTeHaTa) B npeaenax Maccbt
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (B opme 1.9mg /1,9 mr B npeaenax Macchl
NUPUAOKCHHA TMMAPOXA0pPKUAA)

Vitamin B2 (riboflavin) / 1.4mg/ 1,4 mMr weighed in /

B Npegenax Macchbt

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (TnamuH) (B popme TMaMUHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B npeaenax Macchi

Folate / ®onart
¢ folic acid / donnesas kucnota
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopmMe L-meTnndonaTt Kanbuma)

400 ug / mMkr
e 200 ug/ mkr
o 208 pg / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
onneBoi KUCNOTbI)

weighed in / B npeaenax
Maccel

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

Page 1 of 5

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



&

Quality and Safety Certificate / CepTucdpmkar kauecrsa n 6e3onacHoCTH

08.07.2022
DD.MM.YYYY/4ucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ PEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITbIE NNEHOUYHON
060N0UYKONM, MacCcon 729 Mr un Kancysnbl Maccon 746 mMr

Production date: / flaTa w3rotoBneHus: 04.2022 /Mecsu, roa

Expiry date: / Cpok rogHocTu: 04.2024 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANg AeTel MecTe nNpw TemnepaTtype He Bbline 25°C

Russia/ Poccuna

BATCH / CEPUA
2145C60100
BATCH SIZE /OBbEM NAPTUW

31.914 Packs / ynakosok

Iodine (as potassium iodide) / weighed in /

Woxa (B chopme kanus moavaa) e B npeaenax mMacchl
- weighed in /

Biotin / 6uoTuH 40 ug / 40 Mkr B NDEAERAX MACCH

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (unaHoko6anamuH) 4.3 g / 4,5 mkr B Npeaenax Macchbl

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ Kr, He 6onee yem

ToKCUYHbLIE 3NIeMEHTbI /i Mr / kr

Lead / CeuHeun, not more than 5.0 / He 6onee vem 5,0 [ 0.1/0,1

Cadmium/ Kaamuii not more than 1.0 / He 6onee yemM 1,0 0.1/0,1

Arsenic/ MbitbsiK not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTh not more than 1.0 / He 6onee veM 1,0 < 0.005/ < 0,005

Pesticides/ mg / kg, not more than mg / kg
MecTuuunabl Mr / Kr, He Gonee uem Mr / kr

Sum of isomers of hexachlorocyclohexane /

not more than 0.1 /

< 0.005 /< 0,005

CyMMa “30Mepos rekcaxnopumknorekcaHa He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandeHunTpuxnopataH n ero
MeTabonuTtbl

not more than 0.2 /

< 0.005 /< 0,005
He 6onee 0,2

not permitted (<0,002) /

He aonyckaetca (< 0,002) < 0.001 /< 0,001

Aldrin/ AngpuH

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

Heptachlor/ Frentaxnop < 0.001 /< 0,001

Microbiological indices/

Mukpobuonoruueckue nokasarenv

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/q /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
Baxkrtepuu rpynnsl KMWeyHon nanoykv 8 0,1 r

not permitted /
He AonycKalTcs

not detected /
He O6HapyXeHb!

E.coliin 1g /
E.colislr

not permitted /
He ponyckaetcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbie MUKPOOPraHU3MbI, B.T.Y.
Salmonellas, B 10 r

not detected /

not permitted /
P He o6HapyXeHbl

HEe AoNnyCKaloTCca
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&

Quality and Safety Certificate / CepTudmnkar kauecrea v 6esonacHocTn

08.07.2022
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE NAEHOUYHOM
060104KOI, Maccor 729 Mr n Kancynbl Maccon 746 mMr

Russia/ Poccusa

BATCH / CEPUA
2145C60100
BATCH SIZE /OBbEM NAPTUN

Production date: / flata u3rotoBneHus: 04.2022 /Mecau, roa

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

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

31.914 Packs / ynakosok

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeil Mecte Npu TeMnepatype He Bbiwe 25C

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

Nnecenn (BrNoYas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHATIUTUMECKUE AAHHDIE KANCYb! TPEBOBAHUA PE3YNbTATDI

Description / Onucanue

Appearance /
BHewHWn sua

Oval clear natural capsules
containing a red suspension /
OBanbHblE NPO3paYHbIe Kancynbl
eCTecTBEeHHOro ugera,
coaepxalymMe CyCrneH3u KpacHoro
uBeta

meets the requirements /
COOTBETCTBYET TpeGoBaHUAM

Physical tests /
UcnbiTanue pusanuecknx cBONCTB

Mean weight /
CpepnHsas Macca

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

747 mg / 747 mr

533 mg/ 533 mr

Individual weight /
NHamBuayanbHasa macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B co0TB. C EBp.®apm.

meets the requirements /
CooTBeTCTBYET TpeboBaHUAM

Composition / Coctas
One capsule at least contains the following:

OfHa Karncyna COAEPXMUT Kak MUHUMYM crieayioluee:

Docosahexaenoic acid (DHA) /
Jloko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
Norenn

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YUCNO OKUCNEHUN (COOTBETCTBYET KUC/IOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz2/kg / 2 meq/kg /
Nepekncroe Yncno He 6onee 10,0 O2 MIKB/KI 2 MOkB/Kr

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

Quality and Safety Certificate / CepTudrmkar kauecrsa n 6esonacHocT

08.07.2022
DD.MM.YYYY/Yucno,mecsiu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccusn 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE MASHOYHON
060104KOi, MACCon 729 Mr 1 Kancynbl Maccon 746 mMr

BATCH / CEPUA Production date: / Aata narotosneHus: 04.2022 /mecsu, roa

2145C60100 Expiry date: / Cpok rogHOCTK: 04.2024 /mecsau, roa

BATCH SIZE /OBbEM MNAPTUA Store in a dry place, not available for children, under the room temperature not more

than 25C/

31.914 Packs / ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM ANs AeTen MecTe nNpu TemnepaTtype He sbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbBIE DNEMEHTHI Mr / «r, He 6onee Mr / kr

han 1. 1 0.0/0,0
Lead / Cammew not more than 1.0 / He 6onee 1,0 /
h 2 2 0.0/0,0
Cadmium/ Kaamwii not more than 0.2 / He 6onee 0, /
han 1. 0.0/0,0
Arsenic/ Mbiwbsik not more than 1.0 / He 6onee 1,0 /
Mercury/ PtyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
i mg / kg , not more than
Pesticides/ Mr / xr, He 6onee :'rg / K':_g
Mecrtuuuabt
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa n3oMepos rekcaxnopumkiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHNNTPUXNOPITaH U ero He 6onee 0,1
MeTabonutb!
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapvH MeHbwe unu pasHo 0,002
I th | to 0.002
Heptachlor/ Frentaxnop ess than or equal to / 0.001/ 0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B Nepecyete Ha Xup) TG
Polychloric bephenyl / not more than 3.0/ 0.1/01
NonuxnopwposaHHbie GudeHnnbl ST L) ’ 4
. - Bq / kg, not more than
Radioactivity/
Radioactivi Bk / xr, He 6onee uem Bq / kg
PaguoakTusBHoOCTb Bk / wr

Cesium-137 / Lleawn-137

not more than 130 / He 6onee 130 10

Strontium-90 / CrpoHuuii-90

not more than 100 /He 6onee 100 1

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

WWww.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTucdmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81757758

Russia/ Poccusa

BATCH / CEPMA
2145C60100
BATCH SIZE /OBbEM NAPTUU

31.914 Packs / ynakoBok

08.07.2022
DD.MM.YYYY/Yucno,mecsiu, roa

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITLIE NAIEHOYHOW
060104KOM, MAccor 729 Mr M Kancynbl Maccon 746 mr

Production date: / lata n3rotosnenus: 04.2022 /mecsu, roa

Expiry date: / Cpok rogHocTu: 04.2024 /mecsiuy, roa

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

XpaHWTb B CyXOM, HEAOCTYNHOM ANs AeTel MecTe nNpu TemnepaTtype He Bbiwe 25°C

Microbiological indices/
Mukpobuonoruyeckme nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than S 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 KMwe4Hon nanoukn 8 0,1 r

not permitted /
He AONyCKalTCs

not detected /
He obHapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He o6HapyeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHbie MUKPOOPraHU3MbI, B.T.Y.
Salmonellas, 8 10 r

not permitted /

HE AONYCKAaOTCA

not detected /

He obHapyXeHbl

S.aureus, in1,0g/
S.aureusB 1,0r

not permitted /
He Aonyckaercs

not detected /
He o6HapyxeHa

Yeast, Moulds cfu/g /
Nnecenn, Apoxokn, KOE/r

more,thanf 100 cfu/g /
6pned 100/ KOE/r

< 10 cfu/g/
< 10 KOE/r

Date of rebease / AaTta Bbinycka

8. Juli 2022

M

DD.MM.YYYY / Yucno, mecau, ron

Mag. DI Thomas Unteregger
Release office / otaena paspeweHusn

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2145C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

13 APR 2022 APR 2024

Lot Quantity: Unit of Measure:
31,914.00 T

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037338897

Batch No: 0010417120, Manufacturing Date:13.04.2022

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

Hoésslgasse 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:

| 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  06.07.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 06.07.2022

PeG

Package Size:
28

Package Type:
blisters
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