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Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTun

23.05.2024
DD.MM.YYYY/Uucno,mecsy, rog
CAT. NO. / KAT. N¢?
81757758

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbITbIE NNEHOYHOM
060N0UKOI, Maccoi 729 MIr U Kancynbl Maccon 746 mr

Russia/ Poccua

BATCH / CEPUA
4123C60103
BATCH SIZE /OBbEM MAPTUN

Production date: / fata usrotosneHus: 04.2024 /mecsu, roa,
Expiry date: / Cpok roaHOCTW: 04.2026 /Mecay, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
30.192 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTeil MecTe nNpu TeMnepatype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANMNTUYECKUE AAHHBIE TABNETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / Onucaxue

Appearance / BHewHu# Bua

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

OBanbHble, ABOAKOBbLINYKJiblE
TabneTkn, NOKpPbITbIE NAEHOMHOM
060n04KOn, OT 6€n0ro A0 NOYTH
6enoro userta

meets the requirements /
cooTtBeTCcTBYET TpeboBaHnaM

Physical tests /
Ucnbitauue dpuanueckKnx cBONCTB

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr = 4 %

735.9mg/ 735,9 mr

Individual weight /
UHaneuayansHan Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, 8 coots. ¢ EBp. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPLITan NNEHOYHOW 060NOUKON, COAEPXUT Cneaylowme BUTaMUHbl U DNEMEHTbI B CNeA0BbIX

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

weighed in /

ButamuH C (AckopbuHOBas KMCNOTAa) 35 mg/ 55 mr B npegenax Macchbl
(8 hopme Kanbuma ackopbara)
Nicotinamide / HukoTnHamua 1Smg/ 15 mr weighed in /

B npegenax Maccel

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B ¢popme dl-anbda-Tokodepona
auerarta)

4.8mg/ 4,8 mr

weighed in /
8 npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHOoBasA kucnota (8 dopme Kanbuma
naHToTeHaTa)

6mg/6mMr

weighed in /
B Npeaenax Macchl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamMuH B6 (nupuaokcun) (B popme
NUPUAOKCHMHA rMapoxnopuaa)

1.9mg/1,9mr

weighed in /
B npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamunH B2(pubodnasut)

1.4mg/1,4mr

weighed in /
B Npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (ThamuH) (B dopMe TUaMuHa
HuTpaTa)

1.4mg/1,4mr

weighed in /
B npegenax mMaccobl

Folate / ®onat
o folic acid / ponuesas kucnora
e L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(8 dopMe L-MeTundonaT Kanbuma)

400 ug / mMkr
e 200 pg / Mkr
e 208 ug / MKr (equal to
200 ug folic acid) /
(cooTBercrByer 200 MKr
donueBon KNCNOTbI)

weighed in / 8 npeaenax
Maccbt
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Quality and Safety Certificate / CepTtudpukar kauecrsa n 6esonacHocTH

CAT. NO. / KAT. N2
81757758

23.05.2024

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

BATCH / CEPUA
4123C60103
BATCH SIZE /OBbEM NAPTUU

Production date: / [lata nsrotoBneHus:
Expiry date: / Cpok roaHoCTH:
Store in a dry place, not available for children, under the room temperature not more

DD.MM.YYYY/Uncno,Mmecau, roa

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITLIE NAEHOYHON
o60no4Koi, Mmaccon 729 Mr 1 Kancynbl Maccow 746 mr

04.2024 /mecsau, rog,
04.2026 /mecau, roa,

than 25°C/
30.192 Packs / ynakoBok XpaHuTb B CyXOM, HEAOCTYMNHOM ANS AeTed MecTe Npu TemnepaTtype He Bbitwe 25°C
Iodine (as potassium iodide) / weighed in /
WNoa (8 opmMe kanua noauaa) TSI B Npegenax Macchbl
. weighed in /
Biotin / 6uoTuH 40 ug / 40 mkr B Npenenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (umaHokobanamun)

4.5 yg / 4,5 mMkr

B npeagenax Macchbl

mg / kg, not more than

Toxic elements/ m ki
ToKcuuHbie anemenTsl Mr/ Kr, He 6onee yemMm M?_ ; m?
Lead / CsuHey not more than 5.0 / He 6onee ueM 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee yem 1,0 0.1/ 01
Arsenic/ MbilibsK not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
NMecruumnabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa n3oMepos rekcaxnopuvknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopavderRnnTpuxnopsTaH v ero
MeTabonuThbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapur

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001/ < 0,001

Microbioloqgical 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 /
bBakTepuu rpynnbl KAWeYHoW nanovku 8 0,1 r

not permitted /
He 0NYCKalTCca

not detected /

He O6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He ponyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIE MUKPOOPraHU3MbI, B.T.4.
Salmonellas, 8 10 r

not permitted /
He aonyckalTca

not detected /
He o6HapyXeHol
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Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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Quality and Safety Certificate / Ceptupuxkar kauecrsa n 6esonacHocTu

23.05.2024

DD.MM.YYYY/4ucno,mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NIEHOYHON
06010UKON, Maccoi 729 Mr n Kancynbl Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUS
4123C60103
BATCH SIZE /OBbEM NAPTUU

Production date: / [laTa u3roToBneHus: 04.2024 /mecsau, roa

Expiry date: / Cpok rogHoCTu: 04.2026 /mecsu, roa

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

30.192 Packs/ ynakoBok XpaHnTb B CYXOM, HEAOCTYNHOM ANS AeTeil MecTe npu TeMnepartype He sbiwe 25'C

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

MneceHun (BKHIO‘-Iaﬂ ADO)K)KM)I KOE/r He 6onee 100 KOE/I’ < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE AAHHDIE KANCYNbl TPEBOBAHMUA PE3YNbTATDI

Description / Onucanue

Oval clear natural capsules
containing a red suspension /
OBarnbHble Npo3payHble Kancynbl
eCTecTBeHHOTO LBeTa,
coaepxauue CyCneHsmno KpacHoro
useTa

Appearance /
BHewHuin Bug meets the requirements /

CoOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanme dpusanueckux cBoucTs

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

Mean weight / 749 mg / 749 mr

Cpeanss macca 530 mg / 530 wmr

Individual weight /

0,
NHAMBMAYanbHAS Macca f 7.5%, acc. to Ph. Eur. /

7.5%, B cooTB. C EBp.®apm.

meets the requirements /
coorBeTcTByeT TpeboBaHMAM

Composition / Cocvas

One capsule at least contains the following:
OpaHa Kancyna coaepXuT Kak MUHUMYM cheayioulee:

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

MoTtenH

200-244 mg / mr el Y e AULs

9-10 mg/ Mr 10 mg / 10 mr

Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /

number) /

Yucno okucneHus (COOTBETCTBYET KUCMOTHOMY | He 6onee vem 4,0 mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq O2/kg / 1 meq/kg /
MNepekucHoe uncno He 6onee 10,0 Oz MIKB/KI 1 MIKB/Kr

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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&

Quality and Safety Certificate / CepTudmkar kauecrsa n 6esonacHocTn

23.05.2024
DD.MM.YYYY/Yucno,mecau, roa

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

81757758

FEMIBION® 2/ PEMUBNOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NAEHOUHOMN
060n0o4YKoit, Maccon 729 Mr 1 Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / lJaTa usrotoBneHus: 04.2024 /mecsu, roa

4123C60103 Expiry date: / Cpok rogHocTL: 04.2026 /mecsu, roa

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

than 25'C/

30.192 Packs/ ynakosok XpaHutb B CYXOM, HEAOCTYMHOM A8 AeTel MecTe Npu TeMnepaType He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE INEMEHTbI Mr / kr, He 6onee Mr / kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / Ceuney
. 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbllwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / Kr, He Gonee mg// kg
MecTnuuabl Mr / Kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/ 0,0
CyMMa N30MepoB rexcaxnopumvknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpUxNopaTaH u ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
; 0.001 /0,001
Aldrin/ AnapuH MeHbwe nnun pasHo 0,002
| .
Heptachlor/ Fentaxnop ess than or equal to 0.002 / 0.001/ 0,001
MeHbwe nnw pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AMOKCUHDLY (B NepecuyeTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonnxnopupoBaHHble 6udeHunb He 6onee 3,0
. o Bq / kg, not more than
Radioactivity/
Radioactivi Bk / «r, He 6onee yeM Bq / kg
PaauoakTMBHOCTb Bk / xr

Cesium-137 / Ue3nn-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuunin-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

Telefax +43 (0)4762 51 51-440
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&

Quality and Safety Certificate / CepTudpukar xavecrsa n 6esonacHocTmn

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
4123C60103
BATCH SIZE /OBbEM NAPTUU

30.192 Packs/ ynakoBok

23.05.2024
DD.MM.YYYY/Yucno,mecsauy, roa
DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKpbiTble NAEHOYHON
060104KON, MACCon 729 M 1 Kancynol Maccon 746 mr

Production date: / [lata usrotosnexus: 04.2024 /mecsu, roa

Expiry date: / Cpok rogHoCTH: 04.2026 /mecsu, roa

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

XpaHuUTb B CYXOM, HEAOCTYNHOM ANs AeTel MecTe Npwu TemnepaTtype He Bbiwe 25C

Microbiological indices/

Mukpobuonoruueckue noxkasavrenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<40 cfu/g/
<40 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbi KUWeEYHOW nanoyku B 0,1 r

not permitted /
He AONYCKaTCA

not detected /
He 06HapYXeHb!

E.coliin 1g/
E.colislr

not permitted /
He aonyckaertcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

NaToreHHble MMKPOOPraHuaMbl, B.T.4.

not detected /
not permitted /

He O6HapyXeHbl
HEe A0MNYyCKAaloTCA

S.aureus,in1,0g/
S.aureus 8 1,0r

not permitted / not detected /

He aonyckaercs He obHapyxeHa

Yeast, Moulds cfu/g /
Mnecenun, Apoxxun, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / flaTta Bbinycka

2 4 MAY 2024

L IAG

DD.MM.YYYY / Yucno, mecay, roa

Release office / orAena_naﬁpemenua

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

Statement of Conformity

Brand Name:

FEMIBION II

Product Description: Batch Number:
FEMIBION Il 28CT RU 4123C60103

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:

24 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
30,192.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038483051

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458657, Manufacturing Date:24.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

HoéRIgasse 20, 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 22.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 22.05.2024

PeG

Package Size:
28

Package Type:
blisters

Page: 1 of 1



