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Quality and Safety Certificate / Ceprudpmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccuna

BATCH / CEPUA
1335C60104

DESIGNATION/ HAMMEHOBAHUWE

FEMIBION® 2/ ®EMUBUNOH® 2

21.12.2021
DD.MM.YYYY/Hucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITLIE MNEHOYHON
060104KON, MaCCoik 729 Mr 1 Kancynsl Maccon 746 mr

Production date: / Qlata usrotoBnexHus:

Expiry date: / Cpok roaHocTu:

10.2021 /mecsiy, roa
10.2023 /mecau, rog

BATCH SIZE /OBbEM NAPTUU
than 25'C/
31.824 Packs / ynakoBoOk

Store in a dry place, not available for children, under the room temperature not more

XpaHuTb B CyXOM, HEAOCTYMHOM ANA AeTei MecTe Npu TeMnepaType He sbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANIMTUYECKUE AAHHDBIE TABNIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/IbTATb!

T

Description / OnucaHue

Appearance / BHewHui sua

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

OBanbHble, ABOSIKOBLINYK/bIE
TabneTku, NOKPbITbie NNEHOUYHOMN
o6onoykoin, oT 6enoro A0 NOYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPeboBaHMAM

Physical tests /
Ucnbitanue dusanuecKnx cBOKUCTB

Mean weight / CpeaHsas mMacca

729.0 mg £ 4 %/ 7290 Mr £ 4 %

730.9 mg / 730,9 Mr

Individual weight /
UnamnBnayanbHaa Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. ¢ Eap. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Compaosition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPLITaa NNEHOYHOW 06ONOUKON, COAEPXUT Cneaylowne BUTaMUHbBI U INEMEHTL! B C/IEAOBLIX

naHToTeHarta)

Konu4yecreax: :
Vitamin C (Ascorbic acid) (as calcium
ascorbate) / 55 mg/mr weighed in /
ButamuH C (ACKOp6MHOBAA KNCMOTa) B npeaenax Maccol
(B dpopme kanbumnsa ackopbata)
Nicotinamide / HukotuHamna 15 mg/mr weighed in /

B nNpeaenax Maccbl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
aBz::g; E (8 dopme dl-anbda-Tokodepona 4.8 mg/4,8 mr B Npeaenax Maccel
Pantothenic acid (as calcium pantothenate) / . .
MaHTOTEHOBAsA KUcnoTa (B hopme Kanbuua 6 mg/mr weighed in /

B Npeaenax Macchb!

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (B popme
NUPUAOKCUHA rMapPOXNopuAa)

1.9mg/ 1,9 mr

weighed in /
B npeaenax Macch!

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/ 1,4 mr

weighed in /
B Npegenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Twamud) (B dopme TMaMuHa
HUTpaTa)

1.4 mg/ 1,4 mr

weighed in /
B Npeaenax Macchl

Folate / ®onar
o folic acid / donueBasa kucnota
¢ L-methylfolate / L-meTundponar
(as Calcium salt L-methylfolate ) /
(B dpopme L-MeTundonat kanbuus)

400 ug / MKkr
e 200 ug / Mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
donneBoit KHCNOTDbI)

weighed in / B npeaenax
Maccol
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

21.12.2021

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHME

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITHIE NIEHOUYHON

060104KON, Maccoi 729 Mr U Kancynbl Maccon 746 mr

DD.MM.YYYY/Yuncno,mecsu, roa

BATCH / CEPUA Production date: / flaTa usrotosneHus: 10.2021 /mecsay, roa
1335C60104 Expiry date: / Cpok roagHOCTU: 10.2023 /mecau, roa
BATCH SIZE /OBbEM NAPTUN 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 ANA AeTeln MecTe Npu TemnepaType He Bbilwe 25°C
Iodine (as potassium iodide) / weighed in /
Woa (B dopme kanus noauaa) 150 ug / mr B nNpeaenax Maccol
- weighed in /
Biotin / 6uoTuH 40 ug / Mkr B NpeAenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /

ButamunH B12 (umaHokob6anamun)

4.5 ug / 4,5 mMkr

B npeaenax Maccobl

Toxic elements/

ToxcuuHble 3N1EeMEeHTbI

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

mg / kg
Mr / kr

Lead / CBuHey

not more than 5.0 / He 6onee yem 5,0 | 0.0/0,0

Cadmium/ Kaamuin

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

Arsenic/ Mblwbsk

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

Mercury/ PryTb

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

Pesticides/
NecTnumnasny

mg / kg, not more than
Mr / Kkr, He 6onee YeM

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa 1M30MepoB rekcaxnopuuknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyiltrichloroethane and its
metabolites /
AnxnopandeHUNTPUXNOp3TaH U ero
MeTabonutbt

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapvH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonorunueckme nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10% cfu/g /
He Gonee yem S x 10* KOE/r

< 10 CFU/g /
< 10 KOE/r

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

not permitted /
He AonycKalTca

not detected /
He O6HapyXeHb!

E.coliin 1g/
E.coliBlr

not permitted /
He Aonyckaertcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonelias inclusive in 10 g /
NaToreHHbIe MUKPOOPraHU3Mbl, B.T.M.
Salmonellas, B 10 r

not permitted /
He gonyckatotcs

not detected /
He 06HapyXeHbl
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&

Quality and Safety Certificate / CepTugpmkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N°
81757758

21.12.2021

DD.MM.YYYY/Yucho,Mmecsau, roa

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbiE NNEHOYHOIA

o6onoukon, Maccon 729 Mr un Kancynbl Maccon 746 Mr

BATCH / CEPUA

1335C60104

BATCH SIZE /OBbEM NAPTUU
than 25°C/

31.824 Packs/ ynakoBok

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

10.2021 /mecay, roa
10.2023 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA fileTeil MecTe Npwu TeMnepatype He Boblwe 25C

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

NneceHu (Bknoyas apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMATUYECKUE AAHHBIE KANCYNbI TPEBOBAHUA PE3Y/IbTATDI

Description / Onucanue

Appearance /
BHewHui Bug

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHble Kancynb!
€CTeCTBEHHOro UBeTa,
coaepXxalme CyCneH3smnio KpacHoro
usera

meets the requirements /
COOTBETCTBYET TPE6OBaHUAM

Physical tests /
UcnbitaHne dpuanvyeckux cCBOUCTB

Mean weight /
CpepaHas Macca

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

731 mg /731 mr

532mg /532 mMr

Individual weight /
WHansuayansHas macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, B cOOTB. C EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoaepXuUT Kak MUHUMYM cneayioulee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
JlioTenH

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 /

YuCno okncneHus (COOTBETCTBYET KUCIIOTHOMY | He Gonee ueM 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq O2/kg / 1 meqg/kg /
MepexucHoe yncno He 6onee 10,0 O2 MIKB/KI 1 mM3ke/kr

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / Ceptugukar kauecrsa n 6e3onacHocT

21.12.2021
DD.MM.YYYY/4ucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON
060104KON, MACCoi 729 Mr U Kancynb Maccoin 746 mr
BATCH / CEPMA Production date: / flaTta usrotosneHus: 10.2021 /mecsu, roa
1335C60104 Expiry date: / Cpok rogHocTu: 10.2023 /mecay, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.824 Packs / ynakoBokK XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei MecTe npu Temnepartype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCUYHBIE 3NEeMEeHTbI Mr / kr, He 6onee Mr / kr

Lead / CBuHeu

not more than 1.0 / He 6onee 1,0 0.0/0,0

Cadmium/ Kagmuii

not more than 0.2 / He 6onee 0,2 0.0/0,0

Arsenic/ Mbiwbsk

not more than 1.0 / He 6onee 1,0 0.0/0,0

Mercury/ PTyTb

not more than 0.3/ He 6onee 0,3 0.0/0,0

mg / kg , not more than

Pesticides/ Mr / kr, He 6onee l:rg / Kl:_g
MecTtuungby
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxnopuuKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AunxnopandeHUNTpUxnopaTaH u ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /

. 0.001/0,001
Aldrin/ AnapuH MeHble unuv pasHo 0,002
Heptachlor/ FenTaxnop less than or equal to 0.002 / 0.001/0,001

MeHbwe unn pasHo 0,002

Diossina (calculation into fat) /
AunokcuHbl (B nepecyete Ha Xup)

not more than 0.000002 /
He 6onee 0,000002

0.000002/0,000002

Polychloric bephenyl /

not more than 3.0/

NonuxnopupoBaHHble 6udennnbl e eeIo 0.1/0,1
- - Bq / kg, not more than

Radioactivity/

Radioactivi Bk / kr, He 6onee ueM Bq / kg

PaauoakTueBHOCTD Bk / kr

Cesium-137 / Uesunin-137

not more than 130 / He 6onee 130 | < 10

Strontium-90 / CtpoHuuin-90

not more than 100 /He 6onee 100 | < 0.9

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 / Ceprudmkar kauecrsa n 6e3onacHocTn

CAT. NO. / KAT. N2
81757758

Russia/ Poccua

BATCH / CEPUA
1335C60104
BATCH SIZE /OBbEM MAPTUN

31.824 Packs / ynakoBok

21.12.2021
DD.MM.YYYY/Mucno,mecau, roa
DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITbIE NNEHOUYHOM
060M104KO0A, MACCOn 729 Mr u Kancynbl Maccoi 746 Mr

Production date: / flata usrotrosneHus: 10.2021 /mecsu, roa

Expiry date: / Cpok rogHocTH: 10.2023 /mecsu, 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 TeMnepaType He Bobiwe 25°C

Microbiological indices/

Mukpobuonoruueckue 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 /
bakTepvu rpynnbl KuweyHow nanoykn B 0,1 r

not permitted /
He AoNyCKaTCA

not detected /
He o6HapyXeHb)

E.coliin 1g /
EcoliBir

not permitted /
He AonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

NaToreHHbIE MUKPOOPraHM3Mbl, B.T.u.

not permitted /

He AO0MYyCKalTCA

not detected /

He o6HapyXeHsbl

S.aureus,in1,09/
S.aureuss 10r

not permitted /
He aonyckaeTcsa

not detected /
He oGHapyxeHa

Yeast, Moulds cfu/g /
Nnecenn, Qpoxoku, KOE/r

not more than 100 cfu/g /
He 69qee]109 KOE/r

< 10 cfu/g/
< 10 KOE/r

Date of release / flata Bbinycka

2 1, Dez. 2021

)

DD.MM.YYYY / Yucno, mecsau, rog

Mag. DI Thomas Unteregger

Release office / otaena paspeweHnn

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
1335C60104

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 OCT 2021 OCT 2023

Lot Quantity: Unit of Measure:
31,824.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037072026

Batch No: 0008289706, Manufacturing Date:15.10.2021

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:

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.:
l'\jllag. DI Thomas Unteregger (DN4518) / Qualified  13.12.2021
erson

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 13.12.2021

PeG

Package Size:
28

Package Type:

blisters
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