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Quality and Safety Certificate / CepTndukar kauecrsa u 6esonacHocTun

CAT. NO. / KAT. Ne
81757758

17.01.2022

DD.MM.YYYY/HYucno,Mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUNOH® 2

Russia/ Poccus

BATCH / CEPUA

2008C60100

BATCH SIZE /OBbEM NAPTUU
than 25°C/

21.368 Packs / ynaxkoBok

Production date: / lata usrotoBneHus:
Expiry date: / Cpok rogHOCTK:
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, NOKPLITLIE MNJIEHOYHON
060n104KON, Maccon 729 Mr u Kancynbl Maccon 746 mr

11.2021 /mecauy, roa
11.2023 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYMHOM ANA AeTeil MecTe Npy TemnepaType He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHANIUTUYECKUE AAHHbBIE TABNETKW

REQUIREMENTS
TPEBOBAHNA

RESULTS
PE3Y/IbTATHI

Description / OnucaHue

Appearance / BHewRui Bua

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

OBanbHble, ABOSKOBLINYKAbIE
TabneTkn, NOKpPbITbiE NNEHOUHOWM
o6onoukoi, oT 6enoro 4o NoOYTH
6enoro userta

meets the requirements /
COOTBETCTBYET TPeboBaHUAM

Physical tests /
Ucnbitanne usnueckux cBoHCTB

Mean weight / CpeaHsa macca

729.0 mg = 4 %/ 7290 Mr £ 4 %

736.8 mg/ 736,8 mr

Individual weight /
WHauBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTB. ¢ EBp. ®apmM.

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Composition / Cocras

Konuyecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPLITaA NNEHOYHON 060NOUKON, COAEPXUT CNEAYIOWME BUTAMUHbI U SNEMEHTHI B CNeaoBbIX

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

weighed in /

ButamnH B2(pnbocdnasuH)

Butamun C (AckopbuHoBas KUCNOTa) 55 mg/mr B npeaesnax Maccbl
(B dopme kanbumua ackopbaTta)

I~ . weighed in /
Nicotinamide / Hukotunamug 15 mg/mr B Npenenax Macchl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
ButamuH E (B dopme dl-anbda-Tokodepona 4.8 mg/4,8 mr B ngeAenax MEEChI
auerara)

Pantothenic acid (as calcium pantothenate) / weighed in /
RaHToTeHOBasA kucnoTa (B hopMe Kanbuua 6 mg/mMr 9
naHToTeHaTa) B Npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
Butamun B6 (nupuaoxcuH) (B ¢popme = moiat ol B Npeaenax Macchl
NUPUAOKCUHA rnapoxnopuaa)

Vitamin B2 (riboflavin) / 1.4 mg/ 1,4 mr weighed in /

B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tnamud) (8 popme TMaMuHa
HuTpaTa)

1.4 mg/ 1,4 mr

weighed in /
B npeaesnax Maccbl

Folate / ®onat
e folic acid / ¢ponueBan kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-MeTundonat kanbums)

400 g / Mxr
e 200 pg/ Mkr
e 208 g / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mkr
donneBoit KNCNOTbI)

weighed in / 8 npeaenax
Macch
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Quality and Safety Certificate / CepTudukar kauecrsa un 6esonacHocTu

— . 17.01.2022 ===
DD.MM.YYYY/HYucno,mecau, roa
CAT. NO. / KAT. Ne
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITLIE NNEHOYHOMN
060n04KON, Maccoit 729 Mr 1 Kancynbl Maccon 746 mr

Russia/ Poccun

BATCH / CEPUA
2008C60100
BATCH SIZE /OBbEM NAPTUW

Production date: / lata u3rotosneHus: 11.2021 /mecsu, roa

Expiry date: / Cpok rogHocTu: 11.2023 /mecsu, roa

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

21.368 Packs / ynakoBok XpaHuTb B CyXoM, HEAOCTYNHOM AN AeTEeN MecTe Npu TemnepaTtype He Bbiwe 25°C

Iodine (as potassium iodide) / weighed in /
WNoa (B dopme kanva noanaa) 150 pg / mkr B Npeaenax Maccel
Biotin / 6WOTHH 40 ug / Mkr :ﬂggﬁgnlgx/ Maccs!
Vitamin B12 (cyanocobalamin) / weighed in /
Buramun B12 (unaHoko6anaMuH) 4.5 1g / 4,5 Mkr B nNpegenax Macchl

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ kr, He 60nee YeM

TOKCHUYHbIE 3NEMEHTbI / wry Mr / kr

Lead / CeuHey not more than 5.0 / He 6onee vem 50 | 0.2/0,2

Cadmium/ Kaamuit not more than 1.0 / He 6onee yem 1,0 0.2/0,2

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

Mercury/ PTyTb not more than 1.0 / He 6onee yem 1,0 | < 0.005 / < 0,005
Pesticides/ mg / kg, not more than mg / kg
NecTuunanl Mr / kr, He 6onee yem Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpOB reKCaxopumKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopAndeHnNTPUXNOp3TaH U ero
MeTabonuTtbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ Anapun

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

< 0.001 /< 0,001

Heptachlor/ Frentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Muxkpobuonorunueckue 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 bacillus groups in 0.1g /
bakTtepuu rpynnbl KMWe4Hon nanoykm s 0,1 r

not permitted /
He aonyckaTcs

not detected /
He O6HapyXeHbl

E.coliin 1g /
Ecolislr

not permitted /
He aonyckaeTcs

not detected /
He o6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHble MMKPOOPraHu3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He AoNYCKaTCA

not detected /
He O6HapyXeHbl
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&

Quality and Safety Certificate / CepTtndmukar kauecrsa n 6esonacHoCcTn

17.01.2022
DD.MM.YYYY/Uucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME

81757758
FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKpbITLIE NNEHOYHON
o6onoukoil, Maccoi 729 Mr n Kancynbl Maccoin 746 Mr

BATCH / CEPUA Production date: / laTa u3rotosneHus: 11.2021 /mecsu, roa

2008C60100 Expiry date: / Cpok rogHocTu: 11.2023 /mecsu, rog

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

than 25C/

21.368 Packs / ynakoBoOk XpaHuTb B CyxoM, HEAOCTYNHOM ANA AeTel MecTe nNpu TemnepaTtype He Bobiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
NneceHu (Brniovan apoxoxu), KOE/T He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAJTTUTUYECKUE IAHHBIE KANCY/ bl TPEBOBAHUA PE3YJIbTATDI

Description / Onucaxnue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHui Bna OBanbHble NPo3paydHble Kancynbl meets the requirements /
€cTecTBEHHOro ugerTa, COOTBETCTBYET TPe6oBaHUAM
cofiepXalumne CyCcrneH3uio KpacHoro
ugera

Physical tests /
UcnbiTanue dnsuvecKkux cBOUCTB

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynel: 708 - 783 Mr
CpeaHsas Macca filing mass: 510 - 564 mg /
Macca HanonHeHusa: 510 - 564 mr

736 mg / 736 Mr

526 mg / 526 Mr

Individual weight / .
WHANBMAYanbHas Macca + 7.5%, acc. to Ph. Eur. / meets the requirements /

+ 7.5%, B cooTB. C EBp.®apm. COOTBETCTBYET TpeboBaHUAM

Composition / Coctas
One capsule at least contains the following:
OanHa Kancyna coaepXuT Kak MUHUMYM cneaytowlee:

Docosahexaenoic acid (DHA) / _ 217 mg/ 217 mr
[oko3sarekcaeHosasn kucnota (ArK) 200-244 mg / mr
Lutein
JliotenH 9-10 mg/ mMr dmg /9 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
Yucno okucneHns (COOTBETCTBYET KUCNOTHOMY He 6onee yem 4,0 Mr KOH/r 0,0 Mr KOH/r
yucny)
Peroxide number / not more than 10.0 meq O2/kg / 2 meg/kg /
NepexkncHoe uncno He 6onee 10,0 Oz M3KkB/KI 2 M3KB/Kr
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
Telefax +43 (0)4762 51 51-440 Page 3 of 5 Landesgericht Klagenfurt FN 168759a

WWw.pg.com UID-Nr. ATU43740706



&

Quality and Safety Certificate / Ceptudmkar kauecrsa u 6esonacHocT

17.01.2022
DD.MM.YYYY/Hucno,mecsu, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTky, NoKpbITbIE NJEHOYHON
o60onoukoi, Macco 729 Mr u Kancyfbl Maccoit 746 Mr
BATCH / CEPUSA Production date: / flata u3srorosnexus: 11.2021 /mecsu, roa
2008C60100 Expiry date: / Cpok roaHocTu: 11.2023 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
21.368 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTei MecTe Npu TeMnepatype He Boiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3NEMEeHTbI Mr / kr, He 6onee Mr / kr

Lead / CsuHey

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

Cadmium/ Kaamuin

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

Arsenic/ Mblwbak

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

Aldrin/ Anppus

Mercury/ PTyTb not more than 0.3/ He Gonee 0,3 0.0/0,0

. mg / kg , not more than
R Mmr / xr, He 6onee :1'_9 / K':_g
Mecrnunani
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa U30MepoB rekcaxnopLuKiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHUNTPUXNOP3TaH U ero He 6onee 0,1
MeTabonuThbl

less than or equal to 0.002
9 / 0.001 / 0,001

MeHble unn pasHo 0,002

Heptachlor/ lentaxnop

less than or equal to 0.002 /
MeHblwe nnu pasHo 0,002

0.001 / 0,001

Diossina (calculation into fat) /

not more than 0.000002 /

ANoKCUHbI (B NepecyeTe Ha Xup) He 6onee 0,000002 0

Polychloric bepheny! / not more than 3.0 / 0.1/0,1

NonuxnopuposaHHble 6udeHnnbl He 6onee 3.0 ) )
R .. Bq / kg, not more than

Radioactivity/ !

Radioactivi Bk / kr, He Gonee ueMm Bq / kg

PaanoakKTMBHOCTb Bk / wr

Cesium-137 / Lle3nin-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuKrir-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
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&

Quality and Safety Certificate / CepTndunkar kauecresa n 6esonacHocTn

17.01.2022
DD.MM.YYYY/Hucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITHIE NNEHOYHOA
06010uKON, Maccoi 729 Mr n Kancynbt Maccou 746 mMr

Russia/ Poccuna

BATCH / CEPUA
2008C60100
BATCH SIZE /OBBbEM NAPTUW

Production date: / JaTa u3rorosneHxus: 11.2021 /mecsu, roa

Expiry date: / Cpok rogHocTu: 11.2023 /Mecsau, roa

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

21.368 Packs / ynakoBok XpaHuTb B CyxoM, HEAOCTYNHOM ANS AeTeil MecTe Npu TemnepaTtype He Bobiwe 25C

Microbiological indices/
Muxkpobuonornyeckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfulg/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g / not permitted /

HEe A0NYyCKaloTCAa

not detected /

BakTepuu rpynnbl KMweyHou nanoyku 8 0,1 r He 06HapyxXeHb!

E.coliin 1g / not permitted /

He A0oNyCKaeTca

not detected /

E.colislr He obHapyxeHa

Pathogenic microorganisms, ot.detected /

Salmonellas inclusive in 10 g / not permitted /

He oGHapy»XeHbl
NaToreHHble MMKPOOPraHu3Msbl, B.T.u. He AONYCKaIoTCH

Salmonellas, 8 10 r

S.aureus, in1,0g/ not permitted /

He aonycKaeTcs

not detected /

S.aureus B 1,0 r He o6HapyxeHa

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

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

< 10 cfu/g/
< 10 KOE/r

Gnihaf Katr

Date of release / flara Bbinycka

17 Jan. 2022 AN A

Mag. Katrin Grul:%r /

DD.MM.YYYY / Yucno, mecay, roa

Release office / graena pa3peweHus

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

WWWw.pg.com
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION 1l

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2008C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

24 NOV 2021 NOV 2023

Lot Quantity: Unit of Measure:
31,368.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037123256

Batch No: 0008434765, Manufacturing Date:24.11.2021

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

Hosslgasse 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

Hésslgasse 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:
Mag. Katrin Gruber (DN4228) / Qualified Person 13.01.2022

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 13.01.2022

PeG

Package Size:
28

Package Type:

blisters
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