&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHoCTH

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®PEMUBNOH® 2

Russia/ Poccun

14.06.2022
DD.MM.YYYY/ucno,mecau, roa

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

060n04KON, Maccon 729 Mr n Kancynbl Maccoi 746 mr

BATCH / CEPUA

2065C60100

BATCH SIZE /OBbEM NAPTUMU
than 25'C/

31.944 Packs / ynakosok

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

02.2022 /mecsu, roa
02.2024 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYNHOM A8 AeTel MecTe Npu Temnepatype He sbiwe 25°C

ANALYTICAL DATA TABLETS/
AHATTUTUYECKUE AAHHbIE TABNETKA

REQUIREMENTS
TPEBOBAHMUA

RESULTS
PE3YNbLTATDbI

Description / OnucaHune

Appearance / BHewHrui Bna

White to off-white, oval, biconvex

film coated tablet /

OBarbHble, ABOSIKOBLINYKNbIE
TabneTtku, NOKPLITbIE NAEHOUYHOMN
060n0uKON, OT 6€noro Ao NOUTH

6enoro usera

meets the requirements /
cooTBeTCcTeYeT Tpe6oBaHUAM

Physical tests /
UcnbiTaHue PuanyecKnx cBOMCTB

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

735.9mg/ 735,9 mr

Individual weight /
NHamMBuayanbHaa Macca

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

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Composition / Coctas

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTtka, NOKpLITan NNEHOYHOK 060N0YKON, COAEPXKMUT CEAYIOWME BUTaMUHbI U SNEMEHTbI B CNEAOBbIX

KOnmMyecTeax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamunH C (AckopbuHOBas KWUCNOTa) 35 mg /55 mr B Npepenax Maccsol
(B dhopMe kanbums ackopbara)

Nicotinamide / HukoTnHamug 15mg/ 15 mr weighed in /

B npeaenax Macceo!

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dpopme dl-aneda-Tokodepona
auerara)

4.8mg/ 4,8 Mr

weighed in /
B npeaenax Maccb!

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

NanToTeHoBasa kucnota (8 opme Kanbuua 6mg/6wmMr

naHToTeHaTa) B npegenax mMaccsl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamMuH B6 (nupugokcun) (B popme 1.9mg /1,9 mr B Npeaenax Maccol
NUPUAOKCUHA FMAPOXNopMAa)

Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pnbodnasuH) 14mg/ 14w B Npeaenax Macchol
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
Butamuu Bl (Twamun) (8 dopme TnaMmHa 1.4mg/1,4mr weighed in /

B Npeaenax Maccol

Folate / ®onat
o folic acid / donunesas kucnota
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 popme L-MeTundonaTt Kanbums)

400 pg / Mkr

200 ug / mkr

o 208 ug / MKr (equal to
200 ug folic acid) /
(cooTBercreyer 200 MKr
donueBoit KUCNOTbI)

weighed in / B npeaenax
Macchl

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

Page 1 of 5

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




&

Quality and Safety Certificate / CepTtugpukar kauecrsa n 6e3o0nacHocTu

CAT. NO. / KAT. N¢
81757758

14.06.2022

DD.MM.YYYY/Uucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccusn

o60no4Koi, Maccoit 729 Mr n Kancynbt Maccoit 746 mr

BATCH / CEPUA
2065C60100
BATCH SIZE /OBbEM NAPTUU

31.944 Packs / ynakosok

Production date: / AaTta nsrotoBnenus:
Expiry date: / Cpok roaHocTu:

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

XpaHUTb B CYXOM, HEAOCTYNMHOM ANA AeTei MecTe Npu TemnepaType He sbilwe 25C

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE NNEHOYHON

02.2022 /mMecsy, roa
02.2024 /mecsu, roa,

ButamuH B12 (unaHokobanamvH)

4.5 ug / 4,5 mMkr

Iodine (as potassium iodide) / weighed in /

foa (8 dopme kanus noamaa) VUL B npeaenax Macchbl
o weighed in /

Biotin / 6MoTHH 40 pug / 40 mxr B Npenenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Macchbl

mg / kg, not more than

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

TOKCUUHbIE 3IEMEHTb! / xr, Mr / kr

Lead / CeuHey not more than 5.0 / He 6oneeuem 5,0 | 0.1/0,1

Cadmium/ Kaamuit not more than 1.0 / He 6onee 4em 1,0 0.1/0,1

Arsenic/ Mbiwbsak not more than 3.0 / He 6onee uyem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
NecTuuuasl

mg / kg, not more than
Mr / kr, He Gonee ueMm

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

Dichlorodiphenyitrichloroethane and its
metabolites /
AnxnopandeHnnTpUxnopaTaH u ero
MetabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapwH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruueckue nokasarenm

QMAFARM 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 KUWe4Hon nanoykn 8 0,1 r

not permitted /
He aonyckawTtcs

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He gonyckaeTtcs

not detected /
He o6Hapy»eHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHbIe MUKPOOPraHU3Mbl, B.T.\.
Salmonellas, 8 10 r

not permitted /
He ponyckalTca

not detected /
He o6HapyXeHbl
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Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

14.06.2022

DD.MM.YYYY/Yucno,mecsu, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE NJIEHOYHON

060n04KOI1, Maccoi 729 Mr v Kancynbel Maccon 746 mr

BATCH / CEPUA

2065C60100

BATCH SIZE /OBbEM NAPTUN
than 25°C/

31.944 Packs / ynakoBokK

Production date: / Oata narorosnenuvs:
Expiry date: / Cpok rogHocTuh:
Store in a dry place, not available for children, under the room temperature not more

02.2022 /mecsy, roa
02.2024 /mecsiu, roa

XpaHuTb B CYXOM, HEIOCTYMHOM ANs AeTei MecTe Npu TeMnepaType He Bbiwe 25C

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

MneceHun (BkNoYas Apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE AAHHbLIE KANCYbl TPEBOBAHMA PE3YNbTATHI

Description / Onucanue

Appearance /
BHewHui By

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHbIe Kancynobl
€CTeCTBEHHOro useta,
coaepxalme CyCcneHsunio KpacHoro
uBeTa

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Physical tests /
UcnbiTanue dusnvecknx cBOUCTs

Mean weight /
CpepHsaqa macca

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

716 mg / 716 mMr

533 mg /533 mr

Individual weight /
NHauBuayanbHas Macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, 8 cooTB. ¢ Esp.®apm.

meets the requirements /
cooTeeTCTBYET Tpe6oBaHUAM

Composition / Cocras
One capsule at least contains the following:

OAaHa Kancyna coaepXuT Kak MUHUMYM cneayollee:

Docosahexaenoic acid (DHA) /
Loko3arexcaeHoBas kucnota (ArK)

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 /

YKUCNo OKUCHEHNS (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yncny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepekncHoe ynucno He 6onee 10,0 Oz MIkB/KI 1 M3kB/Kr
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

14.06.2022
DD.MM.YYYY/Yucno,mecau, roa

CAT. NO. / KAT. N? DESIGNATION/ HAMUMEHOBAHME

81757758
FEMIBION® 2/ YEMUBUOH® 2

Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTtkn, NOKpbITLIE NAEHOYHOR
060N04YKOI, MAccoi 729 Mr U Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / laTta u3rotosnexsus: 02.2022 /mecsy, roa

2065C60100 Expiry date: / Cpok rogHocTu: 02.2024 /mecsau, roa

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

than 25C/

31.944 Packs / ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TemnepaType He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3EeMeHTbI Mr / kr, He 6onee Mr / «r

. 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kagmuit not more than 0.2 / He 6onee 0,2 /
. 0.0/0,
Arsenic/ Mbibsk not more than 1.0 / He 6onee 1,0 /0,0
Mercury/ Ptyte not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / kr, He 6onee :rg / Kl:g
MNecTruymabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa UM30MepoB rekcaxsopuuknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHUnTpuxnopaTaH u ero He 6onee 0,1
MeTabonuThbI
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ Anaput MeHblue unu pasHo 0,002
I h .
Heptachlor/ Fentaxnop S IR T e UL 23 0.001 / 0,001
MeHble unun pasHo 0,002
Diossina (calculation into fat) / not more than 2/ 0
[voKkcuHbl (B nepecyeTe Ha Xup) ey
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHbie GudeHunnb: He Gonee 3,0
. = Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / kr, He 6onee uem Bq / kg
PaguoakTMBHOCTb Bk / kr
Cesium-137 / Ue3unii-137 not more than 130 / He 6onee 130 10
Strontium-90 / CtpoHuuii-90 not more than 100 /He 6onee 100 | 1
P&G Health Austria GmbH & Co. OG
Hosslgasse 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 / CepTuduxkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N?
81757758

Russia/ Poccun

BATCH / CEPUA
2065C60100
BATCH SIZE /OBbEM NAPTUK

31.944 Packs / ynakoBok

14.06.2022
DD.MM.YYYY/Yucno,mecau, ron

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITLIE NNEHOYHON
060N04KOM, Maccoit 729 Mr n Kancynol Maccoi 746 mr

Production date: / [lata nsrotoBneHus: 02.2022 /mecsu, roa

Expiry date: / Cpok rogHoCTuh: 02.2024 /mecsu, roa

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

XpaHuTb B CyXOM, HEAOCTYMNHOM ANA AeTel MecTe npu TemnepaTtype He sblwe 25'C

Microbiological indices/
Mukpo6uonorunueckue NoOKasarTenm

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 rpynnb! Kuwe4yHou nanoykn 8 0,1 r

not permitted /
He AonycKalTea

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonyckaerca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHbie MUKPOOPraH13mbl, B.T.Y.
Salmonellas, B 10 r

not permitted /

He AONYyCKaloTCA

not detected /

He o6HapyXeHsl

S.aureus, in1,0g/
S.aureuss81,0r

not permitted /
He Agonyckaercsa

not detected /
He obHapyXeHa

Yeast, Moulds cfu/g /

< 10 cfu/g/

Nnecenn, Apoxoxkn, KOE/r

Izgt more than 100 cfu/g /

6pneg 190 KOE/r < 10 KOE/r

Date oq rq:ejﬁlhf QBE BbINyCKa /

J :

DD.MM.YYYY / Yucno, Mmecau, rog

Mag. DI Thomas Unteregger
Release office / oTaena paspeweHun

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 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2065C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

14 FEB 2022 FEB 2024

Lot Quantity: Unit of Measure:
31,944.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037223515

Batch No: 0009795453, Manufacturing Date:14.02.2022

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

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:
Mag. DI Thomas Unteregger (DN4518) / Qualified  13.06.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 13.06.2022

PeG

Package Size:
28

Package Type:
blisters
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