&

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTn

16.02.2023

DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ PEMWBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITbIE NNEHOYHON
o6onoyKkoil, Maccon 729 Mr U Kancynbl Maccon 746 mr

Production date: / flaTta narotosneHus: 01.2023 /mecsu, roa
Expiry date: / Cpok rogHoCTH: 01.2025 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

Russia/ Poccus

BATCH / CEPUA
3024C60105
BATCH SIZE /OBbEM MAPTUN

than 25C/
31.728 Packs/ ynaxosok

XpaHuTb B CYXOM, HeAOCTYMHOM ANs AeTel MecTe Npy TeMnepaTtype He Bblwe 25°C

ANALYTICAL DATA TABLETS/
AHANNTUYECKUE AAHHBIE TABJTIETKHN

REQUIREMENTS
TPEGOBAHUA

RESULTS
PE3VY/IbTATDHI

Description / OnucaHue

Appearance / BHewHwit Bua

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

OBansHble, ABOAKOBbLINYKNbIE
TabneTkuv, NOKpPbITbIE NAEHOUYHOK
obonoukoi, ot 6enoro Ao NOYTK
6enoro userta

meets the requirements /
COOTBETCTBYET TPeboBaHUAM

Physical tests /
UcnbiTaHve Pusanuecknx cBOMCTB

Mean weight / CpeaHsas macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

736.6 mg/ 736,6 mr

Individual weight /
WHavBuayanbHasa Macca

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

meets the requirements /
COOTBETCTBYET TPe60BAHUSM

Composition / Coctas

Konn4yecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTtka, NOKPbITasi NNEHOYHON 060N0HKOM, COAEPKUT CNEayoLUe BUTAMUHLI U INEMEHTbI B CNeA0BbIX

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

weighed in /

ButaMmuH C (AckopbuHOBas KMcnoTa) 35 mg /55 Mr B Npeaenax Macchbt
(B hopme kanbums ackopbara)
Nicotinamide / HukoTuHamug 15mg/ 15 mMr weighed in /

B npeaenax Maccol

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B8 dopme dl-ansda-Tokodepona
auerara)

48mg/4,8mr

weighed in /
B Npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

NaHTOTEHOBaA knucnota (8 popme Kanbums 6mg/6mMr

NaHToTEHaTa) B nNpeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamMuH B6 (nupuaokcud) (B popme 1.9mg /1,9 mr B Npeaenax Maccol
nNUPUAOKCUHA ruapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
ButamMuH B2(pubodnasut) 1.4mg /1,4 mr B Npeaenax Macchl
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
Butamun B1 (Tnamun) (8 hopme TMaMmHa 14mg/1,4mr weighed in /

B npeaenax maccol

Folate / ®onart
¢ folic acid / donvesan kucnioTa
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B opme L-meTundonat Kkanbums)

400 g / MKkr
e 200 ug / MKkr
e 208 ug / Mkr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mkr
donneBoin KNCNOTLI)

weighed in / B npeaenax
Maccol

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 / Ceprudukar kauecrsa u 6eaonacHocTun

CAT. NO. / KAT. N2
81757758

16.02.2023
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITLIE NAEHOYHON

060/10UKO, Maccoit 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUR
3024C60105
BATCH SIZE /OBBbEM NAPTUK

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

01.2023 /mecsau, roa
01.2025 /mecsu, roa

than 25°'C/
31.728 Packs/ ynakoBok XpaHWTb B CYXOM, HEIOCTYMHOM ANA AeTeit MecTe nNpu TemMnepaType He Bbiwe 25'C

Iodine (as potassium iodide) / weighed in /
Woa (B dopMe kKanua noavaa) VTl B Npeaenax Maccol

- weighed in /
Biotin / 6uoTuUH 40 pg / 40 Mkr B Npesenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamMun B12 (umaHokoGanamuK) 4.5 yg / 4,5 mMkr B npesenax Maccol

Toxic elements/

ToKcuutbie 3/1IEMEHTb]

mg / kg, not more than

Mr/ Kr, He 6onee yem mg / kg

Mr / kr

Lead / CeuHey

not more than 5.0 / He 6onee uem 5,0 | <0.015/< 0,015

Cadmium/ Kagmui

not more than 1.0 / He 6onee uem 1,0 <0.010/ < 0,010

Arsenic/ MbiwbskK

not more than 3.0 / He 6onee yem 3,0 <0.04/<0,04

Mercury/ PTyTb

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

Pesticides/
Necruuuabl

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /

not more than 0.1 /

< 0.005/ < 0,005

CyMMa M30MepoB rekcaxsopumknorekcaHa

He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH U ero
MeTabonutbl

not more than 0.2 /

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

Aldrin/ AnapuH

not permitted (<0,002) /

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

Heptachlor/ Fentaxnop

not permitted (<0,002) /

He aonyckatoTtca (< 0,002) e e

Microbiological indices/
Muxpo6uonornyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakTepun rpynnbl KMIWEeYHoW nanoykn 8 0,1 r

not detected /
He o6HapyxeHbl

not permitted /
He aonyckatorcs

E.coliin 1g/
E.colislr

not permitted /
He aonyckKaeTtcs

not detected /
He o6HapyxeHa

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

not detected /

not permitted /
He oBHapyXeHbl

HE A0NyCKaTCs

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
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHoOCTH

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUS
3024C€60105
BATCH SIZE /OBbEM NAPTUUN

31.728 Packs/ ynaxkosok

16.02.2023
DD.MM.YYYY/Yucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOYHOMN
060104KON, Maccor 729 Mr n Kancynbl Maccoin 746 mr

Production date: / laTta narotoBnenus: 01.2023 /Mecsiy, ropa,

Expiry date: / Cpoxk roaHocTu: 01.2025 /mecsy, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe Npu Temnepartype He ebiwe 25°C

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

MneceHu (BkNoYasn apoxkm), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE AAHHBLIE KANCYb! TPEBOBAHMUA PE3YNbTATDI

Description / Onucanue

Appearance /
BHewHwin BUAa

Oval clear natural capsules
containing a red suspension /
OsanbHble Npo3paYHbIe Kancynbl
€CTeCTBEHHOro UBeTa,
cofiepxalumne CyCneH3uio KpacHoro
uBera

meets the requirements /
COOTBETCTBYET TpebOBaHUAM

Physical tests /

UcnbiTanue dusnyeckux cBoiicTB

Mean weight /
CpenHas macca

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

740 mg / 740 mr

536 mg/ 536 mr

Individual weight /
NHavenayanbHan mMacca

meets the requirements /

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

+
+ 7.5%, B cooTB. C EBp.®apm.

Composition / CoctaB

One capsule at least contains the following:
OaHa Kancyna CoaepXuT Kak MUHUMYM chneayiouiee:

Docosahexaenoic acid (DHA) /

Jloko3arekcaeHosas kucnota (ArK)

200-244 mg / mMr 222.mg / 222 mr

Lutein
JotenH

9-10 mg/ mMr 9mg /9 mr

number) /

Oxidation number (corresponds to acid

not more than 4.0 mg KOH/g / 0.0 mg KOH/g /

Yucno okmcnenus (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Ox/kg / | 4 Mea/ka/
MNepexkncHoe yucno He 6onee 10,0 Oz MIKB/Kr 4 3KB/Kr

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)
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&

Quality and Safety Certificate / Ceptudmkar kauecrsa u 6esonacHocTun

16.02.2023
DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT. N° DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPbITbIE MNEHOUYHOWN
060N10UKOM, Maccoit 729 Mr n kancynbl Maccoi 746 mr

BATCH / CEPUSA Production date: / [lata u3rotoBneHus: 01.2023 /Mecsiu, roa

3024C60105 Expiry date: / Cpok roaHOCT|: 01.2025 /mecsau, roa

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

than 25°C/

31.728 Packs/ ynakoBok XpaHUTb B CyXOM, HEAOCTYNHOM ANA AeTeld MecTe npu TemnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCHUHBIE 31EMEHTDI mr / kr, He 6onee Mr / kr

han 1.0 1 0.0/0,0
Lead / Caurew, not more than / He 6onee 1,0 /
. 2 0.0/0,0
Cadmium/ Kagmuii not more than 0.2 / He 6onee O, /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
LGl Mr / kr, He 6onee :‘9 / kg
NMecruunabl r/wr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEpPOB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopavdeHnnTprUxnopaTan U ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ AnapvH MeHblwe nnu pasHo 0,002
| | .
Heptachlor/ Fentaxnop e 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
OvokcuHbl (B NnepecueTe Ha Xup) )
Polychloric bephenyl / not more than 3.0 / 0.1/01
NonuxnopupoBaHHbie Gudernnbl He 6onee 3,0
. .. Bq / kg, not more than
Radioactivity/ Bq / kg
Bx / kr, He 6onee yeM
PaguoaxkTMBHOCTb / we, Bk / xr
Cesium-137 / Ueaun-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuni-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
www.pg.com 9 UID-Nr. ATU43740706



&

Quality and Safety Certificate / Ceptudunkar kauecrsa n 6eaonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUSA
3024C60105
BATCH SIZE /OBbLEM MAPTUNU

31.728 Packs/ ynakoBok

16.02.2023
DD.MM.YYYY/Yucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbLITbIE MAECHOYHON
060N04KOM, Maccon 729 Mr 1 Kancynbl Maccoi 746 mr

Production date: / Alata n3rotoBneHus: 01.2023 /mecsuy, roa

Expiry date: / Cpok rogHocTh: 01.2025 /mecsu, ron

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTei MecTe npu TeMnepatype He sbiwe 25°C

Microbiological indices/

Mukpobuonorunueckue 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 /
BakTepuv rpynnu KiweyHon nanoyku B 0,1 r

not detected /
He o6HapyeHbl

not permitted /
He AoNnycKaloTca

E.coliin 19/
E.colislr

not detected /
He ob6HapyxeHa

not permitted /
He aonyckaeTtcs

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOPraHU3Mel, B.T.4.

not detected /
not permitted /

He 06HapyXeHbl
He AONyCKalTCA

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

not detected /
He ob6HapyxeHa

not permitted /
He A0onycKaeTcs

Yeast, Moulds cfu/g /
MNnecenn, Apoxoxn, KOE/r

t more than 100 cfu/g /
po,ueq 100 KOE/r

<10 cfu/g/
<10 KOE/r

Date of release / [lata Bbinycka

1 6. Feb. 2023

i

DD.MM.YYYY / Yucno, mecau, roa

Release office / otaena paspelweHns

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

Brand Name:
FEMIBION Il

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
3024C60105

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

02 JAN 2023 JAN 2025

Lot Quantity: Unit of Measure:
31,728.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037755780

Batch No: 0013224306, Manufacturing Date:02.01.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hésslgasse 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

Hésslgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 14.02.2023

This document was signed electronically and is valid without signature.

Printed by: DN4428 Print Date: 14.02.2023

PeG

Package Size:
28

Package Type:
blisters
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