&

Quality and Safety Certificate / Ceprudpukar kauecrsa n 6e3onacHocTun

09.06.2022
DD.MM.YYYY/Mucno,mecsau, roa

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITbIE NIEHOUYHO
060104KON, Maccoin 729 Mr 1 kancynbl Maccomn 746 mr

Russia/ Poccuna

BATCH / CEPUA
2124C60100
BATCH SIZE /OBbEM NAPTUNU

Production date: / laTta narotosneHus: 03.2022 /mecsu, roa
Expiry date: / Cpok rogHocTu; 03.2024 /mecsu, roa,
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.080 Packs / ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe Npwu Temnepartype He Bobiwe 25C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHDIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3V/IbTATbI

Description / Onucanune

Appearance / BHewHuit sua

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

OBanbHble, ABOSAKOBLINYKNbIE
TabneTkun, NOKPLITLHIE NNEHOYHOMN
ob6onoukon, ot 6enoro Ao NOYTH
6enoro usera

meets the requirements /
coorBeTcTBYeT TpeboBaHUAM

Physical tests /
UcnbiTanue pusnveckux cBOUCTB

Mean weight / CpeaHas mMacca

729.0 mg £ 4 %/ 729,0 Mmr £ 4 %

731.7 mg/ 731,7 mr

Individual weight /
NHaveuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPE60BAHNAM

Composition / Cocras

Konu4yecrtsax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnertka, NOKpbITas NNEHOUHON 060NOUKONK, COAEPKUT Cheaylowmne BUTaMUHbl U INEMEHTH 8 CNEA0BbIX

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

weighed in /

ButamuHn C (AckopbuHoBas kucnora) 33 mg /55 Mr B npeaenax mMacchbl
(8 dopmMe Kanbuns ackopbaTta)
Nicotinamide / HukotuHamug, 15mg/ 15 mr weighed in /

B nNpeaenax Maccel

Vitamin E (as dl-a-tocopherol acetate) /
Butamux E (B dopme dl-ansha-Tokodepona
auerara)

4.8mg/ 4,8 wmr

weighed in /
B nNpeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHOBas kucnota (8 popme Kanbums
naHToTeHaTa)

6mg/6mMr

weighed in /
B Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcuH) (8 opme
NUPUAOKCUHA TMAPOXNopPUAa)

19mg/1,9mr

weighed in /
B Npeaenax mMacchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubocdnasuH)

1.4mg/1,4wmr

weighed in /
B nNpeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Thamun) (B8 hopme TuaMnHa
HUTpaTa)

1.4mg/1,4mr

weighed in /
B npeaenax Maccbi

Folate / ®onart
¢ folic acid / donmnesas kucnorta
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-MeTundgonar kanbuua)

400 pg / Mkr
e 200 ug / mMkr
o 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 Mkr
donueBoit KNCNOTbE)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHoCTn

09.06.2022
DD.MM.YYYY/\ucno,Mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbLITbIE NMNEHOYHOR
060M104KO0i, MAccoin 729 Mr U Kancynbl Maccon 746 mr

Russia/ Poccua

BATCH / CEPUA
2124C60100
BATCH SIZE /OBbEM MAPTUK

Production date: / [laTta usrotoBneHus: 03.2022 /mecsau, roa

Expiry date: / Cpok rogHocTu: 03.2024 /mecsu, roa

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

31.080 Packs/ ynakoBoOk XpaHuTb B CyxOM, HEAOCTYNHOM ANs AeTel MecTe npu TeMnepaTtype He Bbiwe 25°C

Iodine (as potassium iodide) / weighed in /

Noa (B dhopme kanus Moauaa) s B Npeaenax Maccel
- weighed in /

Biotin / 6MoTKH 40 pg / 40 mxr B Npefenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

ButamunH B12 (umaHoko6anamuH) 4.5 g / 4,5 MKr B npeaenax Macchol

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ xr, He 6onee yem

TOKCUUHBIE 3NEMEHTbI / wry Mr/ xr

Lead / CeuHeu not more than 5.0 / He 6onee uem 5,0 0.1/0,1

Cadmium/ Kaamumn not more than 1.0 / He 6onee yem 1,0 0.1/0,1

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/
MNecTuunast

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 1M30MepoB rekCaxnopLUMKNorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpUxXnopaTans u ero
meTabonuTel

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapwH

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

< 0.001 /< 0,001

Heptachlor/ FenTaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruyeckue 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 /
BakTepuun rpynnbl KMweyHoir nanoykm B 0,1 r

not permitted /
He AonycKalTca

not detected /
He O6HapyXeHb!

E.coliin 1g/
E.colislr

not permitted /
He Aonyckaertcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MMKPOOPraH13Mbl, B.T.M.
Salmonellas, 8 10 r

not permitted /
He AOMNYCKAaKTCA

not detected /
He 06HapyXeHbl
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&

Quality and Safety Certificate / Ceptudmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N°
81757758

09.06.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAKMEHOBAHME

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccusa

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

060n04KON, Maccoi 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA

2124C60100

BATCH SIZE /OBbEM NMAPTUN
than 25'C/

31.080 Packs / ynakoBok

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

03.2022 /mecau, roa,
03.2024 /mecsu, roa,

XpaHuTb 8 CYXOM, HEAOCTYNHOM ANA AeTeN MecTe Npu TeMneparype He Bbiwe 25C

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

Nnecenn (BKNIOYAA APOXOKU), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMATUYECKMNE QAHHDIE KANCY/bI TPEBOBAHMA PE3YNbTATbDI

Description / OnucaHue

Appearance /
BHewHWh Bva

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHbIe Kancynbl
eCTeCTBeHHOr o LBeTa,
coaepxalme CyCneH3unto KpacHoro
usera

meets the requirements /
cooTBeTcTByeT TpeboBaHnAM

Physical tests /
UcnbiTaine dnanuecKknx cBOMCTB

Mean weight /
CpenHaa 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

532 mg /532 mr

Individual weight /
NuamBuayanoHaa macca

5%, acc. to Ph. Eur. /

+7,
+ 7.5%, B cootB. ¢ Esp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHNAM

Composition / CoctaB
One capsule at least contains the following:

OpaHa Kancyna coaepXuT Kak MUHUMYM cneayioLlee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHosas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
JoTtenH

9-10 mg/ mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

Yuncno okucneHus (COOTBETCTBYET KUCIOTHOMY
uuncny)

not more than 4.0 mg KOH/g /

He 6onee uem 4,0 Mr KOH/r

0.0 mg KOH/g /

0,0 mr KOH/r

Peroxide number /
NepekuncHoe Yncno

not more than 10.0 meq Oz/kg /
He 6onee 10,0 O2 M2kB/Kr

1 meq/kg /
1 MIkB/Kr

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

&

09.06.2022

DD.MM.YYYY/Uucno,mecsy, roa

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

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHOW

060n04KON, Maccon 729 Mr U Kancynbl Maccoin 746 mr

BATCH / CEPMSA Production date: / flaTa n3rotoBneHus: 03.2022 /mecsuy, roa

2124C60100 Expiry date: / Cpok roagHOCTu: 03.2024 /mecay, roa

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

than 25°C/

31.080 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe npw Temnepartype He soiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHbIE 3NEMEHTbI Mr / kr, He 6onee Mr / kr

. , 0.0/0,0
Lead / CaueL not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
. 0.0/0,0
Arsenic/ MbiubsK not more than 1.0 / He 6onee 1,0 /
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 :1'_9 / K':_g
MecTuunab:
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEpPOB rekcaxnopumkiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxaop3TaH n ero He 6onee 0,1
MerabonuThbl
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ AngpuH MeHble unu pasHo 0,002
less th .
Heptachlor/ lentaxnop LA LR P77 0.001/ 0,001
MeHble unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 2
AnoKcuHb! (B nepecyeTe Ha Xup) ey
Polychloric bephenyl / not more than 3.0 / 0.1/01
NonuxnopupoBaHHble 6udpeHnnbl He Gonee 3,0
. . e Bq / kg, not more than
Radioactivity/ ! Bq / kg
Bk / «r, He 6onee uem
PaanoakTMBHOCTL / ws Bk / kr
Cesium-137 / Le3nn-137 not more than 130 / He 6onee 130 | < 10
Strontium-90 / CTpoHumin-90 not more than 100 /He 6onee 100 | < 0.9

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
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTru¢dpukar kauecrsa n 6esonacHocTm

CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMWUBUOH® 2

Russia/ Poccusn

09.06.2022
DD.MM.YYYY/Yucno,Mecsiu, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITbIE NASHOYHOMK

060/104KOIN, Maccoi 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA
2124C60100
BATCH SIZE /OBbEM MAPTUU

31.080 Packs / ynakosBok

Production date: / [lata »n3rotoBneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more
than 25C/

XpaHWuTb B CyXOM, HEAOCTYNMHOM ANs AeTel MecTe Npu TeMnepaTtype He Bolwe 25°C

03.2022 /mecsay, roa
03.2024 /mecsu, roa

Microbiological indices/
Mukpobuonorunyeckue nokasarenu

QMAFANM cfu/g /
KMAGAKM 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 /

BakTtepuu rpynnbl kKMweyHon nanoukn 8 0,1 r

not permitted /
He AONyCKaKTCA

not detected /
He oOHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He gonyckaeTtcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHu3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /

HEe A0NYyCKalTCsA

not detected /

He 0B6HapyxeHbl

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

not permitted /
He aonyckaeTcs

not detected /
He o6HapyxeHa

Yeast, Moulds cfu/g /
MNnecenn, Opoxxu, KOE/r

nof morg than 100 cfu/g /
HE 6dn 1;0 .KOE/r

< 10 cfu/g/
< 10 KOE/r

Date of release / [lata Bbinycka

09 Juni 2022

DD.MM.YYYY / Yucno, mecsay, roa

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
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Release office / oTaena paspewexnn
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SPITTALPLANT-P&GHEALTH

AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA .
Statement of Conformity

Brand Name:

FEMIBION Ii

Product Description: Batch Number:
FEMIBION Il 28CT RU 2124C60100

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:

08 MAR 2022 MAR 2024

Lot Quantity: Unit of Measure:
31,080.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037309839

Bulk batches consumed in the reported Batch Code:

Batch No: 0010054164, Manufacturing Date:08.03.2022

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

Hoésslgasse 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

Hdsslgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 09.06.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 09.06.2022

PeG

Package Size:
28

Package Type:
blisters
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