&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6e3onacHocTmn

02.04.2024

DD.MM.YYYY/Uncno,mecsu, roa
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOYHON
060N0YKOM, Maccor 729 Mr u Kancysnel Maccon 746 mr

Russia/ Poccusna

BATCH / CEPUA
4067C60106
BATCH SIZE /OBBEM NAPTUK

Production date: / flara usroroBneHus: 02.2024 /mecsau, rog,
Expiry date: / Cpok roaHocTh: 02.2026 /Mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.824 Packs/ ynakoBok

XpaHWUTb B CyXOM, HeAOCTYNHOM ANA AeTEeh MecTe Npu TemnepaTtype He Bobiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE NAHHBIE TABJIETKH

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3VINbTATbI

Description / Onucauue

Appearance / BHewHW# Bua

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

OsBanbHble, ABOAKOBbLINYKAbIE
TabneTku, NOKpbITHIE NNEHOUHOW
o6onoukon, oT 6enoro 4o NoYTH
6enoro useta

meets the requirements /
coOoTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanne dbusnyeckux CBORCTB

Mean weight / CpeaHasa macca

729.0 mg £ 4 %/ 729,0 Mr = 4 %

735.8 mg/ 735,8 mr

Individual weight /
WHauBnayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B c0OTB. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Coctas

KonuyecTBax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTka, NOKPbITast NNEHOUYHOW 060N0UKOM, COAEPXUT Cneayow e BUTaMUHbI U 3N1EMEHTbI B C1eA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbvHoBasi KUcnoTa) 35mg /55 mr B npeaenax Maccbt
(B dopme Kanbums ackopbara)

Nicotinamide / HukotuHamua 15mg /15 mr LGl L

B Npeaenax Maccobt

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbda-Tokodepona
auerarta)

48 mg/ 4,8 mr

weighed in /
8 Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamun B6 (nnupuaokcuH) (8 opme
NUPUAOKCUHA FMAPOXNopMUAa)

NaHToTEeHoBasA kucnoTa (B hopMe Kanbums 6mg/6mMr

naHToTEHaTa) B npeaenax Macchb!
Vitamin B6 (pyridoxine) (as pyridoxine

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

B npeaenax mMaccob!

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (TuamuH) (8 hopme TMamMuHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B Npeaenax Macch

Folate / ®onart
» folic acid / ponnesas kucnota
e L-methylfolate / L-meTundonart
(as Calcium salt L-methylfolate ) /
(8 dpopme L-MeTundonat Kanbuus)

400 pg / Mkr
e 200 ug/ mMkr
e 208 ug / MKkr (equal to
200 ug folic acid) /
(coorBercreyer 200 mkr
$onneBoi KUCNOTLI)

weighed in / B npeaenax
Maccbl
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N?
81757758

02.04.2024
DD.MM.YYYY/Hucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ DEMUBUOH® 2

Russia/ Poccun

o6onoukoin, Maccor 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUSR
4067C60106
BATCH SIZE /OBbEM MAPTUN

31.824 Packs / ynaxoBok

Production date: / flata uarotosnexus:
Expiry date: / Cpok rogHoCTW:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTeh MecTe Npu TemnepaType He Bblwe 25C

729 mg film coated tablets and 746 mg capsules / TabneTkuy, NOKPbITHIE MAIEHOYHON

02.2024 /mecsau, roa
02.2026 /mecsauy, roa

ButamuH B12 (umaHokobGanamMmn)

4.5 ug / 4,5 Mkr

Iodine (as potassium iodide) / weighed in /

Woa (B dopmMe kanua nogmaa) 150 ug / 150 mkr B nNpeaenax Maccobl
- weighed in /

Biotin / 6uoTnH 40 ug / 40 Mkr B NPENENax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Maccel

mg / kg, not more than

Toxic elements/

Toxic elements ur/ kr, He Gonee yeM mg / kg
TOKCUYHbLIE 31EMENHTDI Mr/ Kr
Lead / CeuHel, not more than 5.0 / He 6onee uem 5,0 0.1/ 0,1
Cadmium/ Kaamuii not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1
Arsenic/ Mblwbak not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PtyTb

not more than 1.0 / He 6onee yem 1,0

< 0.005 / < 0,005

Pesticides/
NecTnumasbl

mg / kg, not more than
Mr / Kr, He 60onee uem

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumKnorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopavdeHnnTpuxnopsTaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwviH

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

< 0.001 /< 0,001

Heptachlor/ Tentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonornyeckue 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 bacilius groups in 0.1g /

BakTepuu rpynnbl KUWEeYHoN nanoykm 8 0,1 r

not permitted /
He AOMYCKaTCA

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHbie MUKPOOPraHM3Mbl, B.T.4.
Salmonellas, B 10 r

not permitted /
He A0NyCKalTCcs

not detected /
He O6HapyXeHbl
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Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

02.04.2024
DD.MM.YYYY/4ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ EMUBUOH® 2

Russia/ Poccun

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

060Nn04KOM, Maccoin 729 Mr u kancynot Maccon 746 mr

BATCH / CEPUA

4067C60106

BATCH SIZE /OBbEM MAPTUU
than 25C/

31.824 Packs/ ynakoBok

Production date: / laTta u3rotosneHus:
Expiry date: / Cpok rogHocCTh:
Store in a dry place, not available for children, under the room temperature not more

02.2024 /mecsu, roa
02.2026 /mecsau, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTeil MecTe Npu Temnepartype He ebiwe 25C

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

Mnecenn (Bknwdas apoxokun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANNTUMECKWUE OAHHDBIE KANCYNb! TPEBOBAHUA PE3YJIbTATDI

Description / OnucaHue

Appearance /
BHewHWH Bua

Oval clear natural capsules
containing a red suspension /
OBanbHbIe NPO3paYHbIe Kancynbl
eCcTecTBEHHOro UBeTa,
coaepxXawmne CycneH3unio KpacHoro
uBeTa

meets the requirements /
COOTBETCTBYET TPe6OBaHMNAM

Physical tests /
UcnbiTanne dusnyeckux cBONCTB

Mean weight /
CpeaHasa macca

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

762 mg / 762 Mr

529 mg / 529 wmr

Individual weight /
UHauBuayansHasa Macca

7.5%, acc. to Ph. Eur. /

+
+ 7.5%, B cOOTB. C EBp.®apm.

meets the requirements /
COOTBETCTBYET TPe6oBaHMAM

Composition / Cocras
One capsule at least contains the following:

OAaHa kancyna CoAepXuUT Kak MUHUMYM cheayiowee:

Docosahexaenoic acid (DHA) /
[Joko3arekcaeHosas kucnota (AMK)

200-244 mg / mr

219 mg/ 219 mr

Lutein
JiotenH

9-10 mg/ mr

10 mg/ 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHus (COOTBETCTBYET KUCIOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uuncny)

Peroxide number / not more than 10.0 meq Oz/kg / | 1 Me/k9/
Nepekucroe 4ucno He 6onee 10,0 Oz MOKB/KI 1 MIKB/Kr
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&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTn

02.04.2024
DD.MM.YYYY/UYucno,mecsuy, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME
81757758
FEMIBION® 2/ ®EMUBEUOH® 2

Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NSIEHOUHOI

060M0UYKON, Maccon 729 MIr 1 Kancysnbl Maccon 746 mr

BATCH / CEPUA Production date: / flaTa n3rotoBneHus: 02.2024 /mecsu, roa

4067C60106 Expiry date: / Cpok roaHocTu: 02.2026 /mecsu, roa

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

than 25C/

31.824 Packs/ ynakosok XpaHWuTb B CYXOM, HEAOCTYNHOM ANA AeTei MecTe Npu TeMnepaType He sebiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUYHBIE 3NEeMeHTbI Mr / kr, He Gonee Mr / kr

. 0.0/0,0
Lead / Canew not more than 1.0 / He 6onee 1,0 /
Cadmium/ Kagmuii not more than 0.2 / He 6onee 0,2 0.0/0,0
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MblwbsK
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
I mg / kg , not more than
Pesticides/ Mr / K, He Gonee mg / kg
MecTuumab! Mr / xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/ 0,0
CyMMa n30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopavndeHnnTpuxnopataH u ero He 6onee 0,1
meTabonuTbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AngapvH MeHble unn paeHo 0,002
| .
Heptachlor/ Fentaxnop SR IGO0 LS 0.001 / 0,001
MeHblwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AMOKCUHDBL (B NepecueTe Ha Xup) MG
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble budeHnnbl ne 6onee 3,0
. - Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / Kr, He 6onee yem Bq / ke
PaanoakruBHOCTb B / kr
Cesium-137 / Ue3ann-137 not more than 130 / He 6onee 130 10
Strontium-90 / CrpoHunin-90 not more than 100 /He 6onee 100 | O
P&G Health Austria GmbH & Co. OG
Hoésslgasse 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 / Ceptudukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N¢
81757758

Russia/ Poccua

BATCH / CEPUA
4067C60106
BATCH SIZE /OBBbEM NAPTUN

02.04.2024
DD.MM.YYYY/Hucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabnetTku, NOKPbITbIE NNEHOUHOM
060N04YKON, Maccoit 729 Mr U Kancysbl Maccon 746 mMr

Production date: / flata narotosneHus: 02.2024 /mecsu, roa
Expiry date: / Cpok roaHocTu: 02.2026 /mecsu, rop,
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.824 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANg AeTel MecTe Npu TemnepaType He Bbiwe 25C

Microbiological indices/
Mukpobuonoruveckue noxkasarenu

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 /
BakTepuu rpynnbl KAWeYHoW nanovkm 8 0,1 r

not permitted /
He A0NyCKalTCs

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaetca

not detected /
He o6HapyxeHa

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

not permitted /

HEe A0NYCKaloTCA

not detected /

He obHapyXeHbl

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

not permitted /
He aonyckaetcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecenun, Apoxoku, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / flaTa Bbinycka

0Z APR 2024

W MR

DD.MM.YYYY / Yucno, mecay, roa

Release office / otaena pa pemeuun

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

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA .
Statement of Conformity

Brand Name:

FEMIBION I

Product Description: Batch Number:
FEMIBION 1 28CT RU 4067C60106

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:

15 FEB 2024 FEB 2026

Lot Quantity: Unit of Measure:
31,824.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038403674

Bulk batches consumed in the reported Batch Code:

Batch No: 0052635426, Manufacturing Date:15.02.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Certification Statement:

I 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 15.03.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 15.03.2024

PeG

Package Size:
28

Package Type:

blisters

Page: 1 of 1




