Highly Restricted

&

Quality and Safety Certificate / CepTudpmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81781705

_12.11.2024
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHUWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4275C60100

BATCH SIZE /OBbEM NAPTUN
than 25'C/

31.680 Packs/ ynakoBok

Production date: / [lata nsrotoBnenus:
Expiry date: / Cpok rogHOCTH:
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, NOKPLITbIE NNEHOUYHON
060104YKON, Maccon 729 Mr n Kancynbl MACCOW 746 Mr

09.2024 /mecsuy, roa
09.2026 /Mecau, rop

XpaHuTb B CyXOM, HEAOCTYNHOM ANs AETel MeCcTe Npu Temnepartype He Bblwe 25°C

ANALYTICAL DATA TABLETS/
AHANTNTUMECKUE AAHHDBIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATH!

Description / OnucaHue

Appearance / BHewHui Bua

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

OBanbHble, ABOAKOBLINYKNbIE
TabneTku, NOKPbITbIE NAEHOUHON
o6onouko, oT 6enoro Ao NoYTH
6enoro useva

meets the requirements /
cooTBeTCTBYET TPpeboBaHUAM

Physical tests /
UcnbiTanue dunsnuecknx CBOUCTB

Mean weight / CpeaHana Macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

736.1 mg / 736,1 Mr

Individual weight /
WHauBuayanbHaa Macca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Composition / CocraB

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPbITash NNEHOYHON 060NOUKON, COAEPXUT Cneaylolmne BUTaMUHbl U 3NEMEHTLI B CNeA0BbIX

KONuyecTBax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamunH C (AckopbuHoBas KMcnota) 35mg /55 mr B Npeaenax Maccol
(B dopme kanbumna ackopbara)

Nicotinamide / HukoTuHamua 15mg/ 15 mr weighed in /

B npeaenax Maccol

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

4.8mg/ 4,8 mr

weighed in /
B npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /
MaHToTeHoBas kucnoTa (B GopMe Kanbuus
naHToTeHara)

6mg/6mMr

weighed in /
B Npeaenax Maccol

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

BuramuH B6 (nupuaokcuH) (B hopme
NUPUAOKCUHA rMAPOXNopuaa)

1.9mg/1,9wmr

weighed in /
B npeaenax Maccol

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasuH)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax mMaccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamuu Bl (Tuamun) (B opMe TMaMuHa
HWTpaTa)

1.4mg/ 1,4 mr

weighed in /
B npeaenax mMaccol

Folate / ®onat
¢ folic acid / donuesasn kucnota
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 chopme L-metundonart kanbuma)

400 g / Mkr
e 200 pg / Mkr
e« 208 ug / Mkr (equal to
200 pg folic acid) /
(coorBercTrByer 200 MKr
cdhonneson KUCNOTbI)

weighed in / B npeaenax
Maccobl
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Highly Restricted

Quality and Safety Certificate / Ceptudukar kauecresa n 6esonacHocTn

CAT. NO. / KAT. N2
81781705

12.11.2024

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMWBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4275C60100

BATCH SIZE /OBBbEM MAPTUU
than 25'C/

31.680 Packs/ ynakoBok

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

09.2024 /mecsu, roa
09.2026 /mecsu, roa

DD.MM.YYYY/Yucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NAEHOUYHON
060n04KON, Maccoit 729 MI U Kancynbl Maccon 746 mr

XpaHuTbL B CYXOM, HEJOCTYNHOM AJ15 AeTeit MecTe Npu TemnepaType He sbilie 25°C

Iodine (as potassium iodide) /
Noa (B popme kKanus noavaa)

150 pg / 150 mkr

weighed in /

B nNpeaenax Macchbl

Biotin / 6uoTuH

40 pg / 40 mkr

weighed in /

B nNpeaenax Macchbl

Vitamin B12 (cyanocobalamin) /
ButamunH B12 (umaHokobanamMuny)

4.5 ug / 4,5 Mkr

weighed in /

B nNpeaenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Bonee uem mg / kg
TOoKCHYHbIE 3NEeMEHTbI Mr / kr
Lead / CeuHel not more than 5.0 / He Gonee uem 5,0 01/ 0,1
Cadmium/ Kaamuir not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mblwbsk not more than 3.0 / He 6onee yem 3,0 0/0

Mercury/ PtyTb

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

< 0.005/ < 0,005

Pesticides/
NecTuungb!

mg / kg, not more than
Mr / Kr, He 6onee 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 /
AnxnopandeHnnTpuxnopaTaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwviH

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

< 0.001/ < 0,001

Heptachlor/ F'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonornueckue nokasarenm

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 bacillus groups in 0.1g /
BakTepuu rpynnbl KMWweyHoin nanoykn 8 0,1 r

not permitted /
He AONYCKaloTCA

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaeTca

not detected /
He obHapyxeHa

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

not permitted /
He AonycKalTCa

not detected /
He O6Hapy»XeHbl
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Highly Restricted

&

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

12.11.2024
DD.MM.YYYY/"Yucno,mecsu, roa

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

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

0601104KON, Maccoin 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA

4275C60100

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.680 Packs/ ynakoBok

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

09.2024 /mecau, roa
09.2026 /Mecau, roa

XpaHWUTb B CYXOM, HEIOCTYNHOM ANst AETEN MECTE Npu TeMnepaType He Bbiwe 25°C

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

MneceHu (BkNOYas apoxoxu), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJNTUTUYECKUE OAHHDBIE KAMNCYNbI TPEBOBAHUA PE3YINbTATbDI

Description / Onucauue

Appearance /
BHewHuin Bug,

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payYHble Kancynbl
eCcTecTBEHHOro uBeTa,
coaepxXaume CyCneHsuo KpacHoro
useTta

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Physical tests /
UcnbiTaHne puanyecknx cBoUCTs

Mean weight /
CpeaHnaa Macca

capsule mass: 708 - 783 mg /
Macca kancynbi: 708 — 783 mr
filling mass: 510 - 564 mg /
Macca HanosnHeHnus: 510 - 564 mr

774 mg / 774 mr

529 mg / 529 wmr

Individual weight /
NHanemnayanbHan mMacca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cootB. ¢ Eep.®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Coctas

One capsule at least contains the following:

OaHa Kancyna CoaepXuT Kak MUHUMYM cneaytollee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHosas kucnota (ArK)

200-244 mg / mMr

219 mg / 219 mr

Lutein
NoTenH

9-10 mg/ mr

9mg/9mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okncneHuns (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 mr KOH/r 0,0 mMr KOH/r
yucny)

Peroxide number / not more than 10.0 meq O:/kg / 2 med/kg /
MNepexuncHoe yucno He 6onee 10,0 Oz MIks/Kr 2 M3KB/Kr
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Highly Restricted

&

Quality and Safety Certificate / Ceptudukar xauecrsa u 6esonacHocTm

12.11.2024
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81781705
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLIThIE NAEHOUYHOMN

060n0uKoi, Maccoit 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / [laTa usrotosnexus: 09.2024 /mecsu, roa

4275C60100 Expiry date: / Cpok rogHocTu: 09.2026 /mecau, roa

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

than 25C/

31.680 Packs/ ynakoBok XpaHwuTb B CYXOM, HEAOCTYNHOM ANs AeTeR MecTe Npu TeMnepaType He ebiwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
ToKCHUHbIE 31eMeHTbI Mr / kr, He 6onee Mr / kr

than 1. 6 1, 0.0/0,0
Lead / Cemren not more than 1.0 / He 6onee 1,0 /
th . 0.0/0,0
Cadmium/ Kaamwit not more than 0.2 / He 6onee 0,2 /
. 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
- mg / kg , not more than
Pesticides/ Mmr / kr, He 6onee :1rg // Kl:g
Mecruuuabi
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnNTPUXRopaTaH U ero He 6onee 0,1
MeTabonuTb!
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapvH MeHbLue unn pasHo 0,002
| | .002
Heptachlor/ lentaxnop SDUELIEACE T I Y 0.001 /0,001
MeHblwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvnokcuHel (B nepecuete Ha xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble budenunsl He Gonee 3.0 ’ !
. - Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / kr, He 6onee yeM Bq / ke
PaanoaKTUBHOCTL Br / kr

Cesium-137 / Ue3nn-137

not more than 130 / He 6onee 130 20

Strontium-90 / CtpoHumn-90

not more than 100 /He 6onee 100 | O

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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Highly Restricted

&

Quality and Safety Certificate / CepTtndukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccus

~12.11.2024
DD.MM.YYYY/4Yucno,mecsu, rog

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpPbLITbIE NAEHOYHOM

060N10uUKON, MAccon 729 Mr U Kancynbl Maccoi 746 mr

BATCH / CEPUA
4275C60100
BATCH SIZE /OBbEM NMAPTUU

31.680 Packs/ ynaxoBok

Production date: / flata usrotosnexus:
Expiry date: / Cpok roaHocTh:
Store in a dry place, not available for children, under the room temperature not more
than 25C/

XpaHUTb B CYXOM, HEOCTYNHOM ANs AeTeil MecTe Npu TemnepaTtype He Bbiwe 25C

09.2024 /mecau, roa
09.2026 /mecsiu, roa

Microbiological indices/
Mukpobuonornyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfu/g/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /

BakTtepuu rpynnbi KuweyHoin nanovykm B 0,1 r

not permitted /
He gonyckatorcs

not detected /
He obHapyxeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonyckaeTcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHvu3aMsl, B.T.4,
Salmonellas, 8 10 r

not permitted /

He AONYyCKaloTCs

not detected /

He 06HapyXeHbI

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

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecenn, Apoxxu, KOE/r

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

<100 cfu/g/
<100 KOE/r

Date of release / flata Bbinycka

1 3. Nov. 2024

Wi,

DD.MM.YYYY / Yuncno, Mmecsay, roa

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Statement of Conformity

Brand Name:
FEMIBION i

Product Description:
FEMIBION 11 28CT RU
Importing Country:
RU
Strength/Potency:
NOT APPLICABLE

Brand Code:
81781705

Date of Manufacturing:
13 SEP 2024

Lot Quantity:

31,680.00

Marketing Authorization No:
NOT APPLICABLE

Manufacturing Site:

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

Packaging Site:

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

Certification Statement:

Batch Number:
4275C60100

Dosage Form:
combi pack capsule, soft / tablet

Contractor Item No:
81781705

Expiration Date:
SEP 2026

Unit of Measure:

IT

Inspection Lot No:
50003836655

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 08.11.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 08.11.2024

PeG

Package Size:
28

Package Type:

blisters
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