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Quality and Safety Certificate / CepTudpukar kayecrsa n 6esonacHocTu

16.02,2023

DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbITbIE NNEHOYHON
060104KOIM, Maccoi 729 Mr u Kancynbl Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUA
3023C60101
BATCH SIZE /OBbEM NAPTUU

Production date: / flata usrotosnexus: 12.2022 /mecsu, roa
Expiry date: / Cpok rogHoctu: 12.2024 /mecsu, rog,
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.884 Packs/ ynakoBoK

XpaHuTb B CYXOM, HEAOCTYMHOM ANS AeTel MecTe npu TeMnepaType He sbie 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE IAHHbLIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / OnucaHue

Appearance / BHewHuiA Bua

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

OBanbHbie, ABOAKOBLINYK/bIE
TabneTku, NoOKpbITHIE NNEHOYHON
o6onoukoin, oT 6enoro Ao NoYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanue duanyeckux cBONCTB

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 729,0 Mmr + 4 %

734.1 mg/ 734,1 mr

Individual weight /
NuavsuayanbHas macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B COOTB. C EBp. ®apM.

meets the requirements /
cooTBeTcTayert TpeboBaHUAM

Composition / Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpoLITaa NAEHOYHOW 060N0UKONW, COREPKUT CNEeAYIOWUE BUTaMUHbI U INeMEHTbI B CeA0BbIX

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

weighed in /

Butamun C (AckopbuHosas KUCNoTa) 35 mg /55 Mr B Npeaenax Maccobl
(B dopMe Kanbuus ackopbara)
Nicotinamide / HukoTuHamug 15Smg/ 1S wmr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B hopme di-anba-Toxkodepona
auerara)

48mg/ 4,8mr

weighed in /
B Npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamuH B6 (nupnaokcuH) (8 opme
NUPUAOKCUHA rmapoxnopuaa)

NaHToTeHoBas knciota (B popMe Kanbuus 6mg/6mMr

naHToTeHaTa) B npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / 1.9mg/ 1,9 mMr weighed in /

B npeaenax Maccob!

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

1.4mg/1,4wmr

weighed in /
B Npeaenax Macchb!

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tvamun) (B hopme TUaMUHa
HWUTpaTa)

1.4mg/1,4mMr

weighed in /
B npeaenax Macchbt

Folate / ®onaTt
¢ folic acid / donvnesan kucnora
¢ L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTunconat kanbuus)

400 pg / Mkr
e 200 g/ mMkr
o 208 pug / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mkr
donueBoi KNCNOTLI)

weighed in / 8 npegenax
Macchbl
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&

Quality and Safety Certificate / Ceptudunkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME

81757758

FEMIBION® 2/ GEMUBNOH® 2
Russia/ Poccusn 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHOW
o6ono4vkon, Maccoir 729 Mr n Kkancynbl Maccoii 746 mr

16.02.2023
DD.MM.YYYY/4ucno,mecay, roa

BATCH / CEPMUA Production date: / laTta nsrotoBneHus: 12.2022 /mecsauy, roq
3023C60101 Expiry date: / Cpok rogHocTh: 12.2024 /mecsau, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.884 Packs/ ynaxkoBoK XpaHuTb B CYXOM, HEAOCTYNMHOM ANA AeTel MecTe npu Temnepatype He Bbiwe 25°C
Iodine (as potassium iodide) / weighed in /
Woa (8 dopMe kanua noauaa) 150 pg / 150 mkr B nNpeaenax Maccol
L weighed in /
Biotin / 6MoTUH 40 pg / 40 Mkr B Npenenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamMud B12 (umaHoko6anaMuH) STl B nNpegenax Macchbl

Toxic elements/

ToKcuuHbie 3/1IeMEeHTb]

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

mg / kg
Mr / Kr

Lead / CBuHeu

not more than 5.0 / He 6onee yem 5,0 | 0.1/0,1

Cadmium/ Kaamnin

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

Arsenic/ Mbiwbsik

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

Mercury/ PTyTb

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

Pesticides/
NecTuunasl

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

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpuH

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

< 0.001/ < 0,001

Heptachlor/ entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpo6uonornueckve nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnb! KuweyHon nanoykm 8 0,1 r

not permitted /
He AoNycKaTCa

not detected /
He O6HapyXeHbl

E.coliin 19/
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHn3Msbl, B.T.M.
Salmonellas, 8 10 r

not permitted /
He AoNycKaloTcs

not detected /
He O06HapyXeHbl
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&

Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

16.02.2023
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccusa

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPbITbIE MAEHOYHOMN

o6onoukoii, Maccoin 729 Mr u Kancynel Maccon 746 mr

BATCH / CEPUA
3023C60101
BATCH SIZE /OBbEM NAPTUW

Production date: / laTta usrotosneHus:
Expiry date: / Cpok roaHoOCTU:
Store in a dry place, not available for children, under the room temperature not more

12.2022 /mecsau, roa
12.2024 /mecsu, roa

than 25C/
31.884 Packs/ ynakoBok XpaHuTb B CYXOM, HeAOCTYNHOM ANA AeTel MecTe npu TeMnepaTtype He Bbiile 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
Nnecenu (BrNloyas apoxokun), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJINTUMECKUE AAHHBIE KANCYNbI TPEBOBAHMA PE3Y/IbTATD!

Description / OnucaHue

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHble Kancynb
€CTEeCTBEHHOro ugera,
coaepXauve CyCrneH3uio KpacHoro
uBeTa

Appearance /

BHewHu BuA meets the requirements /

COOTBETCTBYET TpeboBaHnaM

Physical tests /
UcnbiTalue pUInUecKnX CBONCTB

capsule mass: 708 - 783 mg /
Macca kancynel: 708 - 783 Mr
filling mass: 510 - 564 mg /
Macca HanonHexus: 510 - 564 mr

Mean weight / 740 mg / 740 mr

Cpeamsist Macca 536 mg / 536 Mr

Individual weight /

WHavBMayanbHas Macca .5%, acc. to Ph. Eur. /

+7 meets the requirements /
+ 7.5%, B cooTB. C EBp.®apm.

COOTBETCTBYET TPE6OBAHWAM

Composition / Cocras
One capsule at least contains the following:
OpaHa Kancyna coaepXuT Kak MUHUMYM cneaylouwee:

Docosahexaenoic acid (DHA) /
[oxo3arekcaeHosas kucnorta (ArK)

200-244 mg / mr 222 mg / 222 wr

Lutein

NllotevH 9-10 mg/ mr 9mg/9mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

Yucno okucneHusn (CoOOTBETCTBYET KUCAOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 Mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / | * Mea/ka/
NepekucHoe uucno He 6onee 10,0 Oz M3KkB/Kr 4 w3Ke/Kr
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&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTun

16.02.2023

DD.MM.YYYY/Yucno,Mecsu, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBMOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOYHOMN
060n04YKON, Maccoi 729 Mr 1 Kancynsl Maccon 746 mr

Production date: / AlaTta usrorosneHus: 12.2022 /mecsu, rog

Expiry date: / Cpok rogHoOCTU: 12.2024 /mecsu, rop

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

XpaHWTb B CYXOM, HEAOCTYNHOM AN AETEl MecTe Npu TeMnepaType He sbiwe 25'C

Russia/ Poccus

BATCH / CEPUA
3023C60101
BATCH SIZE /OBbEM NAPTUW

31.884 Packs/ ynakosok

Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3NeMEHTbE Mr / kr, He 6onee Mr / kr
. 0.0/0,0
Lead / Coumey not more than 1.0 / He 6onee 1,0 /
. .0/0,0
Cadmium/ Kaamwi not more than 0.2 / He 6onee 0,2 0.0/
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MblwbsAk
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
i mg / kg , not more than
Pesticides/ mr / kr, fe Gonee mg// kg
MecTuyuabl Mr/ xr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB reKCcaxnopuukiorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0

OuxnopandeHnnTpuxnopaTaH v ero He 6onee 0,1

MeTabonuTbl

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

Aldrin/ AngpuH MeHble unu pasHo 0,002

less than or equal to 0.002 /

Heptachlor/ F'entaxnop 0.001 /0,001
MeHbwe unu pasHo 0,002

Diossina (calculation into fat) / not more than 2 / 0

AnokcuHbl (B NnepecyeTe Ha Xup) N

Polychloric bephenyl / not more than 3.0 / 0.1/0,1

NonnxnopupoBaHHbie GUdeHnnb He 6onee 3,0

- P Bq / kg, not more than

Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee ueM

PaanoakTuBHOCTL / wr Bk / kr

Cesium-137 / Ue3nn-137 not more than 130 / He 6onee 130 10

Strontium-90 / CTporumin-90 not more than 100 /He 6onee 100 | O
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&

Quality and Safety Certificate / CepTtu¢gpukar kauecrsa n 6e3onacHoOCTn

-16.02.2023
DD.MM.YYYY/Uucno,mecsu, rog
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbie NANEHOYHON
060104KON, Maccon 729 Mr n Kancynbl Maccoi 746 mr

Russia/ Poccusa

BATCH / CEPUA
3023C60101
BATCH SIZE /OBBEM NAPTUW

Production date: / laTa n3rotosneHus: 12.2022 /mecsy, roa

Expiry date: / Cpok rogHoCTH: 12.2024 /mecau, roa

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

31.884 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaTtype He Bblwe 25°C

Microbiological indices/
Mukpo6uonormuyeckue nokasarenu

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 rpynnbl Kuwe4Hon nanodkn 8 0,1 r

not permitted /
He AONYCKaKTCA

not detected /
He o6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonyckaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaTtoreHHble MUKPOOPraHu3Mmbl, B.T.4.
Salmonellas, B 10 r

not permitted /

HE A0NYCKaTCA

not detected /

He 06HapyXeHbl

S.aureus, in 1,0g/
S.aureusB10r

not permitted /
HEe AONYCKaeTca

not detected /
He obHapyXeHa

Yeast, Moulds cfu/g /
NneceHn, Opoxokn, KOE/r

not more than 100 cfu/g /
for)ee 100 KOE/r

<10 cfu/g/
<10 KOE/r

Date of release / lata sbinycka

16. Feb. 2023

1

DD.MM.YYYY / Yucno, mecauy, roa

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Release office / otaena paspeweHun
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION NI

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
3023C60101

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

21 DEC 2022 DEC 2024

Lot Quantity: Unit of Measure:
31,884.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037755779

Batch No: 0013224305, Manufacturing Date:21.12.2022

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

Hoésslgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 06.02.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 06.02.2023

PeG

Package Size:
28

Package Type:
blisters
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