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Quality and Safety Certificate / CepTudunkart kauecrsa n 6esonacHOCTH

CAT. NO. / KAT. N2
81757758

24.02.2023
DD.MM.YYYY/Hucno,mMecau, rog

DESIGNATION/ HAWUMEHOBAHMWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

3020€60100

BATCH SIZE /OBbEM NAPTUU
than 25°C/

31.756 Packs/ ynakoBokK

Production date: / lata u3rotoBnenus:
Expiry date: / Cpox rogHocTuh:
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, NOKpbITbie NAEHOYHON
obono4ykon, Maccon 729 Mr u Kancynbt Maccon 746 mr

12.2022 /mecsu, roa
12.2024 /mecau, roa

XpaHUTb B CYXOM, HEAOCTYNHOM ANS AeTein MecTe Npu TeMnepaType He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUMECKUE AAHHbDIE TABNETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATbI

Description / Onucanue

Appearance / BHewHwWin BuA

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

OBanbHbie, ABOSKOBLINYKAbIE
Tabnetky, NOKPbITbie NNEHOYHON
060onoukon, ot 6€n0ro Ao NOYUTH
6enoro useta

meets the requirements /
cooteeTcTByeT Tpe6oBaHVUAM

Physical tests /
UcnbiTanue dnanuecknx cCBOUCTe

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 7290 Mr £ 4 %

732.7mg /[ 732,7 mr

Individual weight /
WUHanBuayanbHaa Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 cooTB. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPLITas NNEHOUHON 060NOUKON, COAEPKUT CNeayiowne BUTAMUHbI U 3N1EMEHTbI B CNEA0BbLIX

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

weighed in /

Butamud C (AckopbuHoBas kucnora) 55mg / 35 mr B Npeaenax mMacchbl
(8 opme kanbums ackopbarta)
Nicotinamide / HukoTtunamua 15mg/ 15 mr weighed in /

B npegenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dpopme dl-ansda-Tokodepona
auerarta)

4.8mg/ 4,8 Mmr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamun B6 (nupmnaokcu) (8 popme
NUPUAOKCUHA r’MAPOXIOPUAA)

NaHToTeHOBas kucnota (8 ¢opme KanbuUa 6mg/6wmr

naHToTeHaTa) B Npeaenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochioride) / 1.9mg /1,9 Mr weighed in /

B npeaenax Maccbl

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasuH)

1.4mg/1,4mr

weighed in /
B Npejenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tvamuu) (B popme TMaMmHa
HuTpara)

1.4mg/1,4mr

weighed in /
8 npeaenax Maccobl

Folate / ®onat
o folic acid / donvesas kucnoTa
« L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTuncdonat Kanbuus)

400 ug / mMxr
e 200 pg / mxr
¢ 208 ug / Mkr (equal to
200 ug folic acid) /
(coorBercrayer 200 mxr
P onneBoi KNCNOTbI)

weighed in / B npeaenax
Maccel
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

24.02.2023
DD.MM.YYYY/Yucno,mecau, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHWE

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIe NAEHOYHON
o60n0o4uKkoi, Maccor 729 Mr v Kancynel Maccon 746 mr

BATCH / CEPUSA Production date: / QaTta usrotosneHus: 12.2022 /mecsu, roa
3020C60100 Expiry date: / Cpok rogHoCTU: 12.2024 /mecau, roa
BATCH SIZE /OBbEM NAPTUWN Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.756 Packs/ ynakosok XpaHuTe B CyXOM, HEAOCTYNHOM ANnA AeTe MecTe npu TeMmnepaType He Bblwe 25C
Iodine (as potassium iodide) / weighed in /
oa (B popmMe Kanus woanaa) 150 ug / 150 mMKkr B Npeaenax Macchbl
. weighed in /
Biotin / 6MOTUH 40 ug / 40 Mkr B npefenax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
Butamuy B12 (umnaHokoGanaMuH) 4.5 ug / 4,5 mMxr 8 NpeAenax Macchl

Toxic elements/

ToKCUUYHbBIE 31EMEHTbI

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

mg / kg
Mr / kr

l.ead / CeuHey

not more than 5.0 / He 6onee yeMm 5,0 0.1/ 01

Cadmium/ Kaamui

not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1

Arsenic/ MblWwbsak

not more than 3.0 / He 6onee yem 3,0 0.0/ 00

Mercury/ PTyTb

not more than 1.0 / He 6onee uem 1,0 < 0.005/ < 0,005

Pesticides/
NecTuuunabl

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

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopuvknorekcaHa

not more than 0.1 /

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopandeHnnTpuxnopataH 1 ero
MeTabonutb!

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpuH

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

< 0.001/ < 0,001

Heptachlor/ Frentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonoruveckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than S x 10* cfu/g / < 10 CFU/g /
He 6onee yem 5 x 10* KOE/r < 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepuu rpynnbl KnweyHon nanoyku B 0,1 r

not permitted /
He gonyckalTca

not detected /
He O6HapyXeHb!

E.coliin 1g /
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

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

not permitted /
He aonyckaloTcs

not detected /
He oBHapy»xeHbl
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N°
81757758

24.02.2023
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ ®PEMUBNOH® 2

Russia/ Poccun

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

060104KOM, MACCOMN 729 Mr 1 Kancynbl Maccoin 746 mr

BATCH / CEPUA
3020€60100
BATCH SIZE /OBbEM NAPTUU

31.756 Packs/ ynakoBok

Production date: / lata usrorosnexHus:
Expiry date: / Cpox rogHoCTH:

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

XpaHuTb B CyXOM, HEAOCTYMHOM ANA AeTel MecTe Npu TeMnepaTtype He sbiwe 25°C

12.2022 /mecsu, roa
12.2024 /mecsy, roa

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / 15 CFU/g /

MNneceHn (Brnovan Apoxxu), KOE/T He 6onee 100 KOE/r 15 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUNTUYECKUE AAHHDBIE KANCYNb! TPEBOBAHMA PE3Y/IbTATbDI

Description / Onucanue

Appearance /
BHewHwni1 BUA

Oval clear natural capsules
containing a red suspension /
OsanbHble Npo3payHble Kancynbt
€CTeCTBEHHOro LBseTa,
coaepxauime CyCneH3uo KpacHoro
uBeTa

meets the requirements /
cooTBeTCTBYET TpeboBaHuaM

Physical tests /
UcnbiTaHue dusanyecknx cBoUCTe

Mean weight /
CpeaHas macca

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

740 mg / 740 mr

533 mg/ 533 wmr

Individual weight /
WuauBuayanbHasa Macca

5%, acc. to Ph. Eur. /

+7.
+ 7.5%, B cooTB. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHWUAM

Composition / Cocras

One capsule at least contains the following:

OaHa kancyna coaepXuT Kak MUHUMYM cneaylowee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHosas kucnota (ANK)

200-244 mg / mr

220 mg / 220 mr

Lutein
JiotenH

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 /

YNCNo OKMCNEHUs (COOTBETCTBYET KUCIOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / | 4 Me4/ka/
NepekucHoe uncno He 6onee 10,0 O, MIKB/KI 4 MIKB/KT

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 / CepTudmnkar kauecrsa n 6esonacHocTn

24.02.2023
DD.MM.YYYY/Uucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMUE
81757758
FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE NAEHOUHON
060/104KOM, Maccon 729 Mr 1 Kancynb! Maccon 746 mMr

BATCH / CEPUSA Production date: / Qata narorosneHus: 12.2022 /mecsu, roa

3020C60100 Expiry date: / Cpok rogHocCTu: 12.2024 /mecsu, roa

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

than 25C/

31.756 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYMHOM ANS AeTel MecTe npu Temnepartype He Boiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUUHbBIE 3NEMENTDI mr / kr, He 6onee Mr / kr

han 1. 6 0.0/0,0
Lead / Conmew not more than 1.0 / He 6onee 1,0 /
h . 0.0/0,0
Cadmium/ Kaamwit not more than 0.2 / He 6onee 0,2 /
. 0.0/0,
A not more than 1.0 / He 6onee 1,0 /0,0
Mercury/ PTyTb not more than 0.3/ ve 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mrg / Kl:g
MecruumAabl M
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa U30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnNTpUxnopaTaH n ero He 6onee 0,1
MeTabonutol
less than or equal to 0.002 /
) 0.001 /0,001
Aldrin/ AngpuH MeHblue unu pasxo 0,002
| .002
Heptachlor/ Fentaxnop S GG N (b 0.001 /0,001
MeHblwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
[AVoKCUHDbI (B nepecuyeTe Ha Xup) )
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopuposaHHbie 6rudeHnnsl He 6onee 3,0
. . Bqg / kg, not more than
Radioactivity/
Radioactivi Bk / kr, He 6onee uem Bq / kg
PaanoakTUBHOCTb Bk / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHUMin-90 not more than 100 /He 6onee 100 | O
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
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTugukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
3020C€60100
BATCH SIZE /OBBEM NAPTUN

31.756 Packs/ ynakoBok

24.02.2023
DD.MM.YYYY/ucno,mecau, rog
DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITLIE NNEHOYHOW
060M104KO#i, Maccolr 729 Mr n Kancynbl Maccon 746 mr

Production date: / [laTa usrotoBneHus: 12.2022 /mecsy, ron

Expiry date: / Cpok rogHOCTU: 12.2024 /Mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANSA AeTel MecTe Npu TeMnepaType He Bblwe 25°C

Microbiological indices/

Mukpo6uonoruueckue noxasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<40 cfu/g/
<40 KOE/r

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

not permitted /
He AoNyCKatoTCa

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He ponyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHU3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /

He AONnyCKalTCA

not detected /

He 06HapyXeHbl

S.aureus, in 1,09/
S.aureuss 1,0r

not permitted /
He AONyCKaeTcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecern, Apoxokm, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / [lara Bbinycka

27, Feb. 2023

Alensy uﬂ( O i

DD.MM.YYYY / Yucno, mecauy, roa
\/

Release office / otaena paspewennn

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 Gesellschaft: 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

PeG

Statement of Conformity

Brand Name:
FEMIBION Il

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Batch Number: Package Size:

3020C60100 28
Dosage Form: Package Type:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

20 DEC 2022 DEC 2024

Lot Quantity: Unit of Measure:
31,756.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040037777117

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:

| 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:

Bulk batch: 0013224304

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 23.02.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 23.02.2023

blisters
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