Business Use

&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6eaonacHocTu

CAT. NO. / KAT. N2
81781705

06.09.2024
DD.MM.YYYY/Yucno,mecauy, roa

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccusn

BATCH / CEPMUSA

4194C60102

BATCH SIZE /OBbEM NAPTUU
than 25C/

24.432 Packs/ ynakoBok

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

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOYHON
o6onoykoun, Mmaccon 729 Mr v kancynbl Maccon 746 mr

06.2024 /mecau, roa
06.2026 /Mecsu, roa

XpaHutb B CyxXOM, HEAOCTYNHOM ANs AeTeW MecTe nNpwu TeMnepaType He Bbie 25°C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHDLIE TABNTETKHN

REQUIREMENTS
TPEBOBAHNA

RESULTS
PE3Y/IbTATDI

Description / Onucanue

Appearance / BHewHwWW Bua

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

OBanbHble, ABOAKOBLINYKbIE
Tabnerku, NOKpbITble NAEHOUHOMK
060104KON, OT 6€N0ro A0 NOYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPeGOBaHUAM

Physical tests /
UcnbiTauue pusnyecKkux CBoucTs

Mean weight / CpeaHss Macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

731.6 mg/ 731,6 mr

Individual weight /
UnansmnayanbHas mMacca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHUsAM

Composition / Cocras

Konun4yecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTtka, NOKPbLITAN NNEHOUYHON 060NOUKON, COAEPXUT CNeayroWne BUTAMUHbI U 31EeMEHTLI B CNeaoBbIX

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

weighed in /

ButamnH C (AckopbuHoBas kucnota) 35mg/55mr B nNpeaenax Maccobl
(8 dopme Kanbuun ackopbara)
Nicotinamide / HukotuHamma 15mg/ 15 mr weighed in /

B npeaenax MaccCobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 popmMe di-ansda-Tokodepona
auertara)

4.8 mg/ 4,8 Mr

weighed in /
8 Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NaHTOoTEHOBas kucnota (B PopMe Kanbuma
naHToTeHaTta)

6mg /6 mMr

weighed in /
B Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (8 dopme
NUPUAOKCUHA rMAPOXNopHUaAa)

1.9mg/1,9mr

weighed in /
B8 Npeagenax Maccol

Vitamin B2 (riboflavin) /
ButamnH B2(pubodnaswn)

1.4mg/1,4wmr

weighed in /
B Nnpeaenax Macco!

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun B1 (TuamuH) (B popMe TMaMuHa
HuTpaTa)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Maccol

Folate / ®onaTt
« folic acid / ponnesas kucnota
o L-methylfolate / L-meTuncdonat
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTuncbonat kanbuma)

400 ug / MKkr
e 200 ug / Mkr
o 208 pg / MKr (equal to
200 pg folic acid) /
(cooTBercrayer 200 Mkr
cdonnesoit KNCNOTbI)

weighed in / B npeaenax
Maccbl
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Telefon +43 (0)4762 51 51-0
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Business Use

&

Quality and Safety Certificate / Ceptu¢dpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81781705

_06.09.2024

DESIGNATION/ HAKMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA
4194C€60102
BATCH SIZE /OBbEM NAPTUN

24.432 Packs/ ynakoBOK

Production date: / [lata usrotosnexHus:
Expiry date: / Cpok roaHocTtu:

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTer MecTe Npu TemnepaType He Bbiwe 25'C

DD.MM.YYYY/Yucno,mecau, rop

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE MIEHOYHON
060N04KON, Maccoin 729 Mr u Kancynbl Maccoi 746 Mr

06.2024 /mecsu, rog,
06.2026 /mecsu, roa

ButamMun B12 (umaHokobanaMuH)

Iodine (as potassium iodide) / weighed in /

WNoa (B dopme kanua noauaa) 150 pg / 150 mkr B npeaenax Maccol
— weighed in /

Biotin / 6MoTHH 40 pg / 40 mkr e

Vitamin B12 (cyanocobalamin) / weighed in /

4.5 ug / 4,5 mkr

B nNpeaenax Macceol

mg / kg, not more than

Toxic elements/

Toxic elements ST T mg / kg
TOKCUYHbIE 3/1eMEeHTbI Mr / kr
Lead / CeuHel not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamui not more than 1.0 / He 6onee uem 1,0 0.1/ 0,1
Arsenic/ Mbilwbsak not more than 3.0 / He 6onee yem 3,0 0/0

Mercury/ PTyTb

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

< 0.005 / < 0,005

Pesticides/
NecTnunabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 1u3oMepos rekcaxaopumnknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyiltrichloroethane and its
metabolites /
AnxnopandeHNNTPUXNOPITaH U ero
meTabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruueckue noxasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g/
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /

bakTepuun rpynnel KMWeYHou nanoykn 8 0,1 r

not permitted /
He ponyckarTcs

not detected /
He O6HapyxeHbt

E.coliin 1g /
E.colislr

not permitted /
He pornyckaercs

not detected /
He obHapyxXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaTtoreHHble MUKPOOPraHU3Mel, B.T.4.
Salmonellas, B 10 r

not permitted /
He AoNyCKaKTCA

not detected /
He o6HapyXeHbl
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Business Use

&

Quality and Safety Certificate / CepTudmkar xauecrsa n 6esonacHocTun

CAT. NO. / KAT. N¢
81781705

_06.09.2024
DD.MM.YYYY/\ucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

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

060no4Koil, Maccoit 729 Mr U Kancynsl Maccon 746 mr

BATCH / CEPUR

4194C60102

BATCH SIZE /OBbEM NAPTUU
than 25C/

24.432 Packs / ynakosok

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

06.2024 /mecsiu, roa
06.2026 /mecsu, rog

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe Npu TeMAepaType He Boiwe 25°C

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

Mnecexun (BKI'IIOLIaﬂ Apoxxxn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE AAHHDLIE KANCYNbLI TPEBOBAHMA PE3YNbTATbH!

Description / OnucaHue

Appearance /
BHewHWn Bua

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHbIe Kancynbl
€CTeCTBEHHOro useTa,
coaepxawme CycneH3uo KpacHoro
userta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanue puanveckux cBoncrs

Mean weight /
CpepHasa macca

capsule mass: 708 - 783 mg /
Macca kancynel: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHwnsa: 510 ~ 564 mr

769 mg / 769 mr

532 mg /532 mr

Individual weight /
NHamBuayanoHas macca

5%, acc. to Ph. Eur. /

+7.
+ 7.5%, B coots. c EBp.®apm.

meets the requirements /
COOTBETCTBYET Tpe6oBaHUsAM

Composition / Cocras

One capsule at least contains the following:

OpHa Kancyna CoAepXUT kKak MUHUMYM Ccneaytoulee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHosas kucnota (ArK)

200-244 mg / mMr

220 mg / 220 mr

Lutein
NiorenH

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 okucnesua (CoOoTBETCTBYET KUCAOTHOMY He 6onee yem 4,0 mr KOH/r 0,0 mr KOH/r
uucny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meqg/kg /
NepekncHoe uncno He 6onee 10,0 Oz MIKB/Kr 1 M3Ke/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
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Business Use

&

Quality and Safety Certificate / CepTugpukar kauecrsa n 6eaonacHocTu

CAT. NO. / KAT. N?
81781705

Russia/ Poccusn

BATCH / CEPUA
4194C60102
BATCH SIZE /OBbEM NAPTUWN

_06.09.2024
DD.MM.YYYY/4ucno,mecsu, rog
DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ DEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbiE NAEHOUHO
060n04Koi, Maccon 729 Mr 1 Kancynbl Maccoi 746 mr

Production date: / [laTta usrotosneHus: 06.2024 /mecay, roa

Expiry date: / Cpok rogHocT!: 06.2026 /mecauy, roa

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

24.432 Packs/ ynakoBok

XpaHUTb B CyXOM, HEAOCTYNHOM ANl AETel MecTe Npu TeMnepaTtype He sbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHBIE 3NEeMEHTbI Mr / xr, He 6onee Mr/ xr
t h . 6 1 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbsk
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / Kkr, He 6onee mg// kg
MecTuyuabl Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEpOoB rekcaxJopumKnorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernnTpuxnopaTtaH n ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
2 0.001 / 0,001
Aldrin/ AnapuvH MeHblue unu pasHo 0,002
I h to 0.002
Heptachlor/ Fentaxnop UG R ) 0.001/ 0,001
MeHbwe naun pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHel (B NnepecyeTe Ha Xup) e )
Polychloric bephenyl / not more than 3.0 /
NonuxnopupoBaHHble GudeHnnbI 0.1/0.1
pup He 6onee 3,0
. .. Bq / kg, not more than
Radioactivity/ Y Bq / kg
Bx / «r, He 6onee ueM
PagnoakTuBHOCTb / wr, Bk / kr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 <10
Strontium-90 / CTpoHunii-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

www.pg.com
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Business Use

&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81781705

Russia/ Poccuna

BATCH / CEPUA
4194C60102
BATCH SIZE /OBbEM NAPTUU

24.432 Packs/ ynakoBok

_06.09.2024
DD.MM.YYYY/4ucno,mecsau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpLITLIE NAEHOYHOW
060n0uKON, Maccon 729 Mr u Kancynbl Maccoin 746 mr

Production date: / Bata usrotoenenus: 06.2024 /mecsu, roa

Expiry date: / Cpok rogHocTu: 06.2026 /mecsu, roa

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

XpaHUTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe Npv TemnepaType He Bolwe 25C

Microbiological indices/

Mukpo6buonornyeckue 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 knweyHon nanodkn 8 0,1

not permitted /
He AONYCKaKTCA

not detected /
He O06HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He aonyckaeTcs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

NatoreHHble MMKPOOPraHusMel, B.T.4.

not detected /
not permitted /

He O6HapyXeHbl
He A0NYCKalTCA

S.aureus, in 1,0g/
S.aureus B 1,0r

not permitted / not detected /

He AonyckaeTcs He o6HapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / flata Bbinycka

06. Sep. 2024

DD.MM.YYYY / Yucno, mecsu, roa

/7/0//0(\(_1( L ayeny

Ré!das% office / otaena pa3spewenns
|’

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
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 ||

Product Description:
FEMIBION Il 28CT RU

Batch Number:
4194C60102

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor item No:
81781705 81781705

Date of Manufacturing: Expiration Date:

11 JUN 2024 JUN 2026

Lot Quantity: Unit of Measure:
24,432.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 50003790849

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
HoRlIgasse 20, 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:

Bulk Batches No.: 0065550499.

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Larissa Hermann, MSc. (DN4429) / Qualified Person 05.09.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 05.09.2024

PeG

Package Size:
28

Package Type:

blisters
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