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Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocT

CAT. NO. / KAT. N°
81757758

17.03.2022

DD.MM.YYYY/\ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

2039C60102

BATCH SIZE /OBBbEM NAPTUU
than 25'C/

31.368 Packs / ynakoBok

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

729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbITbIE NAEHOYHOM
ob6onoykoi, Maccon 729 Mr n Kancyne! Maccon 746 mr

12.2021 /mecsuy, roa
12.2023 /mecsy, roa

XpaHuTb B CyXOM, HEAOCTYMHOM AN AeTer MecTe Npy Temnepatype He Boiwe 25C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHbIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VNbTATbI

Description / Onucanue

Appearance / BHewHwvii Bua

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

OBanbHbIe, ABOSIKOBLINYKAbIE
Tabnetku, NOKpbITbIE NNEHOYHOM
obonoukoit, ot 6enoro o NouTH
6enoro useta

meets the requirements /
COOTBETCTBYET TPeboBaHUAM

Physical tests /
UcnbiTanue dnsnueckux cBoNCTs

Mean weight / CpeaHas Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

728.4 mg / 728,4 Mr

Individual weight /
NnausuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTB. ¢ EBp. ®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

KonuyecrTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa Tabnerka, NOKpbITas NNEHOYHOM 060NOUKOI, COAEPXUT Cneaylolme BUTaMUHb! U SNIEMEHTLI B CNIEA0BbLIX

Vitamin C (Ascorbic acid) (as calcium

naHToTeHaTta)

ascorbate) / weighed in /
Butamun C (AckopbuHoBas Kucnora) 35mg /55 mr B Npeaenax Macchbl
(8 chopMe Kanbuusa ackopbaTta)

. . weighed in /
Nicotinamide / HukoTuHammna 1Smg/ 15 mr B NPEAenax Macch!
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
Butamun E (B opme dl-anbda-Tokodepona 48mg/4,8mr 8 nge.qenax MacEE)
auertara) P
Pantothenic acid (as calcium pantothenate) / . .
NaHToTeHOBas kucnoTa (B opMe Kanbumua 6mg/6wmMr weighed in /

B8 Npeaenax Maccobl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcuH) (8 dopme
NUPUAOKCUHA rMAPOXNOpUAA)

1.9mg/1,9wmr

weighed in /
B Npeaenax Macchbl

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasun)

14mg/1,4wmr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun B1 (Tnamun) (B popme TMaMuHa
HuTpara)

1.4mg/1,4wmr

weighed in /
B Npeaenax Macchbl

Folate / ®onart
e folic acid / ¢ponuesas kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonaT Kanbuma)

400 g / MKkr
e 200 ug / Mkr
o 208 pg / MKr (equal to
200 ug folic acid) /
(cooreercreyer 200 MKkr
cdonnenoi KNCNOTLI)

weighed in / B npeaenax
Macchbl

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
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&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6esonacHocrTun

17.03.2022
DD.MM.YYYY/Mucno,Mecsu, roa

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITbIE NNEHOYHOMN
060104KON, MACCOW 729 MIr 1 Kancynbl Maccon 746 mr

Russia/ Poccusa

BATCH / CEPUA
2039C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / [laTta w3rotoBnenua: 12.2021 /mecsu, roa

Expiry date: / Cpok rogHocTn: 12.2023 /mecsu, roa

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

31.368 Packs / ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeil MecTe npy TeMnepaTtype He Boiwe 25C

Iodine (as potassium iodide) / weighed in /

Nopa (8 popme kanusa noanaa) 150 pg / 150 mkr B Npeaenax Macchbl
- weighed in /

Biotin / 6MoTUH 40 g / 40 Mkr B NpEenax Maccel

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (unmanokobanamuH) 4.5 g / 4,5 MKr B Npeaenax Maccsl

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ Kkr, He 6onee uem

ToKcHuHble 3NeMEeHTbI / e Mr / kr

Lead / Ceuney not more than 5.0 / He 6onee yvem 50 | 0.1/0,1

Cadmium/ Kaamni not more than 1.0 / He 6onee uem 1,0 01/01

Arsenic/ Mblwbak

not more than 3.0 / He 6onee yem 3,0 0

Mercury/ PTyTb not more than 1.0 / He 6onee yem 1,0 < 0.005/ < 0,005
Pesticides/ mg / kg, not more than mg / kg
Necruuymaby Mr / xr, He 6onee yem Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEepOB reKCax/opLUNKIIOreKcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandeHunTpuxnopaTaH 1 ero
MEeTabonuthbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapvH

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

< 0.001 /< 0,001

Heptachlor/ Mentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonorunyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl KAWEYHOW nanovku 8 0,1 r

not permitted /
He AOoNYCKaKwTCa

not detected /
He obHapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He AonyCKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOPraHU3Mbl, B.T.u.
Salmonellas, B 10 r

not permitted /
He aonyckaloTca

not detected /
He o6HapyXeHbl

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

www.pg.com
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&

Quality and Safety Certificate / CepTrudmnkar xauecrsa n 6ezonacHocTm

17.03.2022
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. Ne DESIGNATION/ HAUMEHOBAHMUE

81757758
FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbiE NNEHOYHOA
060104KON, Maccoit 729 Mr u Kancynel Maccor 746 mMr

BATCH / CEPUA Production date: / [lata nsrotosneHus: 12.2021 /mecsu, roa

2039C60102 Expiry date: / Cpok rogHocTH: 12.2023 /mecsu, roa

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

than 25C/

31.368 Packs / ynakoBok XpaHuTb B CYXOM, HEQOCTYNHOM ANs AeTel MecTe Npu TeMnepatype He Boiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10CFU/g /
Mnecexu (BKN0Yas Aporokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAMMNTUYECKNE AAHHDLIE KANCY/bl TPEBOBAHMA PE3Y/IbTATbI

Description / Onucanue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHWi Bna OBanbHble NPO3paYHbIe Kancynb meets the requirements /
€CTeCTBEHHOro LBeTa, COOTBETCTBYET TpeboBaHUAM
coaepxXawme CycneH3unio KpacHoro
useTta

Physical tests /

UcnbiTanue dbusnuecknx CBOUCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynsel: 708 - 783 mr
CpeaHas macca filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

731 mg/ 731 Mr

532 mg /532 Mr

Individual weight / R
WHavBMaYanbHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, 8 cooTB. ¢ EBp.®apm. COOTBETCTBYET TPeboBaHUAM

Compositi Cocra
One capsule at least contains the following:
OpaHa Kancyna coAepXuT Kak MMHUMYM cneayiollee:

Docosahexaenoic acid (DHA) / B 220 mg / 220 mr
[loko3arekcaeHosas kucnota (ArK) 200-244 mg / mr
Lutein
NioTtenH 9-10 mg/ Mr 9.mg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
UYuCNo OKMCHEHUN (COOTBETCTBYET KUCNOTHOMY | He 6onee ueM 4,0 mr KOH/r 0,0 Mr KOH/r
yueny)
Peroxide number / not more than 10.0 meq O2/kg / 1 meqg/kg /
NepekucHoe yncno He 6onee 10,0 Oz MIKkB/KI 1 MIkB/Kr
P&G Health Austria GmbH & Co. OG
Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Geselischaft (OG)
Telefon +43 (0)4762 51 51-0 Sitz der Geselischaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 3 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / Ceptudukar kauecrsa u 6esonacHocTu

17.03.2022
DD.MM.YYYY/UYucno,mecau, roa

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITble NNEHOYHON
060noukoii, Maccoin 729 Mr u Kancysbl Macco 746 mr

Russia/ Poccuna

BATCH / CEPUA
2039C60102
BATCH SIZE /OBEbEM NAPTUU

Production date: / flata uarotoBneHus: 12.2021 /mecsu, roa

Expiry date: / Cpok rogHocTu: 12.2023 /mecsu, roa

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

31.368 Packs / ynakosok XpaHuUTbL B CyXOM, HEQOCTYNHOM AJ1A AeTe MecTe Npu TeMnepaType He Bblwe 25C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3EMEHTbI Mr / kr, He Gonee Mr / xr

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

. 0. ’
Cadmium/ Kagmuit not more than 0.2 / He 6onee 0,2 0/0,0

. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mblwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
s mg / kg , not more than
Pesticides/ Mr / Kr, He Gonee mg// kg
Mecrnunabl Mr / xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopumknorekcaxa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopaneHUNTPUXNOPITaH U ero He 6onee 0,1
MetabonuTbl
less than or equal to 0.002
] : / 0.001 /0,001

Aldrin/ AnapuH MeHble unu pasHo 0,002

less than or equal to 0.002 /

Heptachlor/ F'enTaxnop 0.001 / 0,001
MeHbile unu pasHo 0,002

Diossina (calculation into fat) / not more than 2 / 2

AnokcuHbl (B nepecyerte Ha Xup) He 6onee 2

Polychloric bephenyl / not more than 3.0 / 0.1/0,1

NonuxnopuposaHHblie 6ugeHunbt He 6onee 3,0

. ] Bq / kg, not more than

Radioactivity/ Bq / kg
Bk / kr, He 6onee yeM

PaavoaxTusHoOCTb /o Bk / kr

Cesium-137 / Ue3nit-137 not more than 130 / He 6onee 130 < 10

Strontium-90 / CTpoHumit-90 not more than 100 /He 6onee 100 | < 0.9

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
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6eonacHoCTM

17.03.2022
DD.MM.YYYY/"ucno,mecau, rog

CAT. NO. / KAT. Ne
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAEHOYHOW
060M104KOI, MACCor 729 Mr U Kancynbl Maccon 746 mMr

Russia/ Poccua

BATCH / CEPUSA
2039C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / flata n3rotoenexHns: 12.2021 /mecsu, roa

Expiry date: / Cpok roaHocTu: 12.2023 /mecau, roa

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

31.368 Packs / ynakoBok XpaHUTb B CYXOM, HEAOCTYNHOM ANs AeTeil MecTe npu TemnepaTtype He Bbiwe 25°C

Microbiological indices/
Mukpobuonoruueckue noxasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10* cfu/g /

He 6onee 5 x 10* KOE/r

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakrepuu rpynnbl kuweyHown nanodku 8 0,1 r

not permitted /
He AonycKaloTca

not detected /
He oBHapyxeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He aonyckaeTtcsa

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPTraHu3Mbl, B.T. 4.
Salmonellas, 8 10 r

not permitted /

He AoNyCKalTCAa

not detected /

He OBHapyXeHb!

S.aureus, in1,0g9/
S.aureuss 1,0r

not permitted /
He aonyckaercs

not detected /
He o6HapyxeHa

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

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

< 10 cfu/g/

< 10 KOE/r

Date of release / flata sbinycka

{7, marz 2022 i

DD.MM.YYYY / Yucno, mecsy, rog Mag. Katrin Gruber
Release office / ora¢na paspeweHnsa

P&G Health Austria GmbH & Co. OG
Hdosslgasse 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 Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a
UID-Nr. ATU43740706
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il
Product Description:

FEMIBION 11 28CT RU
Importing Country:

Statement of Conformity

Batch Number:
2039C60102

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 DEC 2021 DEC 2023

Lot Quantity: Unit of Measure:
31,368.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040037177262

Batch No: 0008928563, Manufacturing Date:13.12.2021

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:

| 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. Katrin Gruber (DN4228) / Qualified Person 15.03.2022

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 15.03.2022

PeG

Package Size:
28

Package Type:

blisters
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