&

Quality and Safety Certificate / Ceprudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

28.03.2022

DD.MM.YYYY/Uucno,mecauy, rog

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

2067C60104

BATCH SIZE /OBbEM MAPTUU
than 25°C/

32.500 Packs / ynakoBok

Production date: / laTta usrotoenenus:
Expiry date: / Cpok roaHocTh:
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, NOKPbLITLIE NAEHOUYHOK
obonoykoi, maccoin 729 Mr u Kancynbl Maccon 746 mr

01.2022 /mecau, roa
01.2024 /mecsau, roa

XpaHuUTbL B CyXOM, HEAOCTYNHOM ANs AeTei MecTe Npu TemMnepaTtype He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANUTUYECKUE AAHHDIE TABNETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATDHI

Description / Onucauue

Appearance / BHewHul Bua,

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

OBanbHble, ABOAKOBbLINYKAblE
TabneTku, NOKpPLITbIe NNEHOYHOMN
obonoukoi, ot 6enoro Ao NOYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Physical tests /
UcnbitTanue dnsnveckux cBORCTB

Mean weight / CpeagHsas Macca

729.0mg £ 4 %/ 729,0 Mr £ 4 %

732.6 mg / 732,6 mMr

Individual weight /
UHAMBMAYanbHasa Macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Compositio Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTtka, NOKPbLITas NAEHOUYHOW 060N0YKON, COAEPXKUT Ceayowme BUTaMUHbl U 3NeMEeHTbI B C1eA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBan KucnoTta) 55mg/55mr B Npeaenax Macchbl
(B dpopme kanbums ackopbarta)

Nicotinamide / HukoTuHamua 15Smg/ 15 wmr weighed in /

B Npeaenax Maccol

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbda-Toxkodepona
ayerara)

4.8mg/ 4,8mr

weighed in /
B npegenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

HUTpaTa)

NaHTOoTEeHOBAA KUCNOTa (B opMe Kanbuma 6mg/6mMr

naHToTeHaTa) B Npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButaMmuH B6 (nupuaokcuH) (8 popme 159 (mopjglndy M B Npeaenax Maccol
NUPUAOKCUHA rMapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
ButamuH B2(pubodnasun) Lot ar B npeaenax Maccol
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButamuH B1 (TnamuH) (B bopMe TUaMuHa 1.4mg/1,4mr weighed in /

B nNpeaenax Maccobl

Folate / ®onat
¢ folic acid / donuesana kucnorta
e L-methylfolate / L-meTunconat
(as Calcium salt L-methylfolate ) /
(8 opme L-MeTundonat Kanbuus)

400 g / Mkr
e 200 ug / Mkr
e 208 g / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 Mkr
donneBoii KNCNOTLI)

weighed in / B npeaenax
Macchbl

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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Quality and Safety Certificate / CepTtudmkar kauecraa n 6esonacHoCcTn

CAT. NO. / KAT. N¢
81757758

28

.03.2022

DD.MM.YYYY/Yucno,mecsu, rog

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

060nouKol, Maccoit 729 Mr u Kancynbl Maccoi 746 Mr

BATCH / CEPUA
2067C60104
BATCH SIZE /OBbEM NAPTUN

32.500 Packs/ ynakoBsok

Production date: / flaTa u3rotosnexHms:
Expiry date: / Cpok roaHocTu:

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

XpaHuTb B CyXOM, HEAOCTYNHOM A5 AeTel MecTe Npu TeMnepaTtype He Bbiwe 25°C

729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITbIE NNEHOYHOMK

01.2022 /mecsiu, roa
01.2024 /mecsu, roa

Butammnu B12 (umaHokobanaMuH)

4.5 pug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

WNoa (B dopMe kanus noauaa) 150 pg / 150 mkr B nNpeaenax Macchbl
. weighed in /

Biotin / 6uoTuUH 40 pg / 40 mkr B NDE/IeNax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B Npeaenax Macchl

mg / kg, not more than

Toxic elements/

Toxic elements ur/ kr, He 6onee vem mg / kg
TOKCUUHDbIE 3NEMEHTbI Mr / xr
Lead / CeuHey not more than 5.0 / He 6onee yem 5,0 | 0.1/0,1
Cadmium/ Kagmui not more than 1.0 / He 6onee yeM 1,0 0.2/0,2
Arsenic/ Mbiwbsak not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
Necrnunabl

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

mg / kg
Mr / kr

Ssum of isomers of hexachlorocyclohexane /
CyMMa M30MEepOB rekcaxnopumkaorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenylitrichloroethane and its
metabolites /
AvxnopandeHnnTpuxnopaTtaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapwH

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

< 0.001 /< 0,001

Heptachlor/ Frentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpo6uonoruueckue noxasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /

BakTepuv rpynnbl KMe4yHon nanoykn 8 0,1 r

not permitted /
He A0MyCKaTCA

not detected /
He obHapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonycKaeTca

not detected /
He obHapyxeHa

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

not permitted /
He AoNyCKaloTCA

not detected /
He O6HapyXeHbl

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)
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Quality and Safety Certificate / Ceptu¢gmkar kauecrea un 6esonacHocTu

CAT. NO. / KAT. N°
81757758

28.03.2022

DD.MM.YYYY/Hucno,mecnau, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

729 mg film coated tablets and 746 mg capsules / Tabnetky, NOKpbITbIE NAEHOUHON

060n04YKON, Maccon 729 Mr 1 Kancynbl Maccoit 746 Mr

BATCH / CEPUA

2067C60104

BATCH SIZE /OBbEM NAPTUU
than 25°C/

32.500 Packs / ynakoBok

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

01.2022 /Mecsu, roa
01.2024 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTeil MecTe Npu TeMnepartype He Bbiwe 25C

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

Nnecenu (skniouas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMTUTUMECKUE OAHHbLIE KANCYbI TPEBOBAHMUA PE3YJ/IbTATbDI

Description / OnucaHue

Appearance /
BrewHuit Bug

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynbl
€CTeCTBEHHOro UBeTa,
coaepxalme CyCneHsud KpacHoro
uBeTa

meets the requirements /
cooTBeTcTByeT TpeboBaHusAM

Physical tests /
UcnbiTaHue dnamueckux csoncTs

Mean weight /
CpeaHaa Macca

capsule mass: 708 - 783 mg /
Macca kancynbi: 708 - 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHeHusa: 510 -~ 564 mr

744 mg / 744 mr

538 mg / 538 wmr

Individual weight /
UHauBnAayansHaa Macca

+ 7.5%, acc. to Ph. Eur./
+ 7.5%, B cooTB. C EBp.®apm.

meets the requirements /
cooTBeTCcTBYeT TpeGoBaHUAM

Composition / Cocras
One capsule at least contains the following:

OpaHa Kancyna coaepXUT Kak MUHUMYM cnegylowee:

Docosahexaenoic acid (DHA) /
JokosarekcaeHosas kucnota (ArK)

200-244 mg / mr

222 mg / 222 mr

Lutein
NMnotenH

9-10 mg/ mMr

10 mg/ 10 Mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHus (COOTBETCTBYET KMCNOTHOMY He 6onee uem 4,0 mr KOH/r 0,0 Mr KOH/r
unaiy)

Peroxide number / not more than 10.0 meq O2/kg / 1 mea/kg /
NepekuncHoe uncno He 6onee 10,0 O; M3KB/KI 1 M3ks/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 / Ceptugukar kauecrsa n 6esonacHocTm

28.03.2022
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUWBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHOMN
obonoukoi, Maccoi 729 Mr 1 Kancynb! Maccom 746 mr

Production date: / AaTa usrotoBnenus: 01.2022 /mecsy, roa

Expiry date: / Cpok rogHocTw: 01.2024 /mecsy, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTen MecTe nNpu TeMnepaType He Bobiwe 25'C

Russia/ Poccusa

BATCH / CEPUA
2067C60104
BATCH SIZE /OBbEM NAPTUU

32.500 Packs / ynakosok

Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE 3EMEHTbI Mr / kr, He 6onee Mr / kr
Lead / CauHew not more than 1.0 / He 6onee 1,0 0.0/0,0
Cadmium/ Kagmuii not more than 0.2 / He 6onee 0,2 0.0/0,0
Arsenic/ MbibsK not more than 1.0 / He 6onee 1,0 0.0/0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than

Pesticides/ Mr / Kr, He Gonee mg / kg
Necruunabl Mr / wr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa n3oMepoB rekcaxnopunknorekcaHa He 6onee 0,1 '
Dichlorodiphenyltrichloroethane and its

metabolites / not more than 0.1/ 0.0/0,0

AnxnopandeHnnTpuxXnopaTtaH u ero He 6ornee 0,1

metabonutbl

less than or equal to 0.002 /

0.001 /0,001
MeHble unu pasro 0,002

Aldrin/ AngpuvH

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

Heptachlor/ lentaxnop 0.001 / 0,001

Diossina (calculation into fat) /

not more than 2 /

2

AuvokcunHbl (B NepecyeTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopupoBaHHble 6udeHnnbl He 6onee 3,0

R . Bq / kg, not more than
Radioactivity/ '
Radiogctivi BK / xr, He 6onee yeM Bq / kg
PaanoakTMBHOCTbL Bk / xr
Cesium-137 / Ue3nin-137 not more than 130 / He 6onee 130 | < 10
Strontium-90 / CTpoHumMi-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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&

Quality and Safety Certificate / CepTtudukar kauecrsa u 6esonacHocrTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccusa

BATCH / CEPUA
2067C60104
BATCH SIZE /OBbEM NAPTUU

32.500 Packs / ynakosok

28.03.2022
DD.MM.YYYY/Uucno,mMecsau, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITLIE NAIEHOUYHON
060N0YKOIK, MACCO 729 MIr U Kancynbl Maccoin 746 mr

Production date: / flaTta nsrotosnerHus: 01.2022 /mecsu, roa

Expiry date: / Cpok rogHOCTH: 01.2024 /mecsu, roa

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

XpaHutb B CyXOM, HEAOCTYNHOM ANs AeTei MecTe npu TemnepaTtype He Bobile 25C

Microbiological indices/
Mukpobuonoruveckue nokasarenu

QMAFARM 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 /
BakTepum rpynnbl KUIWLeYHon nanoyku B 0,1 r

not permitted /
He AonycKaloTcA

not detected /
He obHapyXeHbl

E.coliin 1g/
Ecolisir

not permitted /
He AonyckaeTcs

not detected /
He obHapyxeHa

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

not permitted /

He A0NYyCKaloTCA

not detected /

He o6HapyXeHbl

S.aureus, in1,0g/
S.aureus B 1,01

not permitted /
He gonyckaertca

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecexn, Apoxxu, KOE/r

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

< 10 cfu/g/
< 10 KOE/r

Date of release / [lata sbinycka

28 Marz 2022

DD.MM.YYYY / Yucno, mecsay, roa

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
Telefax +43 (0)4762 51 51-440
WWW.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il

Product Description:
FEMIBION |l 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2067C60104

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

04 JAN 2022 JAN 2024

Lot Quantity: Unit of Measure:
32,500.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037228139

Batch No: 0009795455, Manufacturing Date:14.02.2022
Batch No: 0009290355, Manufacturing Date:04.01.2022

P&G Health Austria GmbH & Co. OG

Hésslgasse 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

Hdsslgasse 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

Hosslgasse 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. DI Thomas Unteregger (DN4518) / Qualified  23.03.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 23.03.2022

PeG

Package Size:
28

Package Type:

blisters
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