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Quality and Safety Certificate / CepTudmkar kauecrsa n 6e3onacHoOCTn

CAT. NO. / KAT. N?
81757758

02.04.2024
DD.MM.YYYY/Uucno,mecau, roa

DESIGNATION/ HAWUMEHOBAHME

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccus

BATCH / CEPUA

4066C60110

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.656 Packs/ ynakoBOK

Production date: / Aata nsrotosneHus:
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, NOKpPbITbIE NAEHOYHOMN
060n04KOIt, Maccon 729 Mr n Kancynbl Maccon 746 mr

02.2024 /mecsau, rog
02.2026 /mecsu, roa

XpaHuUTbL B CYXOM, HEAOCTYNHOM AN AeTei MecTe Npu TemnepaType He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUNE AAHHBIE TABJIETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VYJIbTATb!

Description / OnucaHue

Appearance / BHewHui Bua

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

OsBanbHble, ABOAKOBbINYKbIE
TabneTku, NOKPLITbIE NNEHOYHOW
o6onoukoil, ot 6enoro 4o NOYTH
6enoro usera

meets the requirements /
CcooTBeTCTBYET TpeboBaHMAM

Physical tests /
UcnbiTanne dusnueckux CBOUCTB

Mean weight / CpeaHas macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

731.5mg/ 731,5 mr

Individual weight /
UHauBnayanoHas macca

+ 5%, acc. to Ph. Eur./
+ 5%, B cooTs. C EBp. ®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Compaosition / Coctas

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa Tabnerka, NOKPLITAsn NAEHOYHON 060N0YKON, COAEPXMUT CNeayoWnUe BUTAMUHBI U 3NIEMEHTL! B CNIEA0BbIX

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

weighed in /

ButaMuH C (Ackop6buHOBas KMcnota) 35 mg / 55 mr B npeagenax Maccbl
(B hopme kanbuus ackopbara)
Nicotinamide / HukoTuHamng 15mg/ 15 mr weighed in /

B npeaenax Macchl

Vitamin E (as dl-a-tocopherol acetate) /
ButamnH E (B dopme dl-anvda-Tokodepona
auerara)

4.8 mg/ 4,8 mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamuH B6 (nupmnaokcun) (B dopme
NUPUAOKCUHA rmapoxnopuaa)

NaHTOTEeHOBaRA kucnoTa (B hopMe Kanbuma 6mg/6wMr

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

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

B npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pnbocdnasut)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun Bl (Tnamud) (B hopme TuaMuHa
HUTpaTa)

1.4mg/ 1,4 wmr

weighed in /
B npeaenax Macchbl

Folate / ®onat
¢ folic acid / donuesas kucnova
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopmMe L-meTundonat kansums)

400 pg / Mkr
e 200 pg / Mkr
o 208 pg / Mxr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
donneBoi KUCNOTbI)

weighed in / B npeaenax
Maccbl
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&

Quality and Safety Certificate / CepTrudgmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

02.04.2024

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccusa

DD.MM.YYYY/Yucno,mecau, roa

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

060n0YKOMr, Maccon 729 Mr u Kancynbl Maccon 746 Mr

BATCH / CEPUA

4066C60110

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.656 Packs/ ynakoBok

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

02.2024 /mecsau, roa
02.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe Npu TeMnepaTtype He Bbiwe 25C

Iodine (as potassium iodide) / weighed in /

Noa (B dpopmMe kanus noanaa) 150 Lg / 150 Mkr B Npegenax mMaccbl
g weighed in /

Biotin / 6MoTHH 40 pg / 40 Mkr B Npenenax Maccy

Vitamin B12 (cyanocobalamin) / weighed in /

ButamuH B12 (unaHoko6anamuH) 4.5 ug / 4,5 mkr B Npesenax Macchl

mg / kg, not more than

Toxic elements/

Toxic elements mr/ Kr, He Gonee vem mg / kg
TOKCUUHbIE 3NEeMEeHTbI Mr / kr
Lead / CeuHew, not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamuir not more than 1.0 / He 6onee yem 1,0 0.1/ 0,1
Arsenic/ Mbiwbak 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/
Mecruuuabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MEepoB rekcaxnopumnknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyitrichloroethane and its
metabolites /
AnxnopandeHnnTpUxnNopaTaH u ero
MeTabonuthbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngapuH

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonornyeckue 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 /
BakTepumn rpynnel KuweyHon nanoykv 8 0,1 r

not permitted /
He A0oMyCcKalTCs

not detected /
He obHapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He aonycKaeTca

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHU3Msbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He aonyckatoTca

not detected /
He O6HapyXeHbl
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&

Quality and Safety Certificate / CepTucdpukar kauecrsa n 6esonacHocCcTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccun

BATCH / CEPUA
4066C60110
BATCH SIZE /OBbEM NAPTUU

31.656 Packs/ ynakosok

02.04.2024
DD.MM.YYYY/Uucno,mecau, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbLITLIE NNEHOYHON
060N0YKOI, MAcCon 729 Mr n Kancynbl Maccon 746 mr

Production date: / flata usrotosnenus: 02.2024 /mecay, roa

Expiry date: / Cpok rogHocTh: 02.2026 /mecsu, roa

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANK AETEW MecTe npu Temnepartype He soiwe 25C

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

MneceHu (BKﬂ’O“laﬂ ApO)K)KM), KOE/r He 6onee 100 KOE/I’ < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANUTUYECKUE AAHHBIE KANCYbI TPEGOBAHUA PE3YJ/IbTATb!

Description / Onucaxue

Appearance /
BHewHnn sua

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHble Kancynbl
€CTecTBEHHOro uBeTa,
coaepxaume CyCneH3uio KpacHoro
uBera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /

UcobiTaune busnueckux CBOUCIB

Mean weight /
CpeaHan macca

capsule mass: 708 - 783 mg /
Macca kancynel: 708 — 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

762 mg / 762 mr

529 mg / 529 mr

Individual weight /
WUHavenayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUaM

Composition / Coctas

One capsule at least contains the following:
OaHa Kancyna coaepXuT Kak MUHUMYM cneayulee:

Docosahexaenoic acid (DHA) /

Noko3arekcaeHosas kucnota (ArK)

200-244 mg / Mr 219 mg / 219 mr

Lutein

NoTenH 9-10 mg/ Mr 10 mg / 10 mMr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /

Yncno okucneHusi (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 mr KOH/r
uncny)

Peroxide number / not more than 10.0 meg Oz/kg / 1 mea/kg /
NepekuncHoe yncno He 6onee 10,0 O; MOks/Kr 1 M3K8/Kr

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria
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&

Quality and Safety Certificate / CepTugukar kauecrsa u 6esonacHocTun

02.04.2024
DD.MM.YYYY/"4ucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ ®DEMUBUNOH® 2
Russia/ Poccusna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOYHOMN
060n0uKoin, Maccoi 729 Mr U Kancynbl Maccoi 746 mr

BATCH / CEPUSR Production date: / Qlata u3rotoBneHus: 02.2024 /mecau, ron

4066C60110 Expiry date: / Cpok rogHoCTH: 02.2026 /mecau, roa

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

than 25C/

31.656 Packs/ ynakoBok XpaHutb B CyxXoM, HEAOCTYNHOM ANA AeTel MecTe nNpw TeMnepaTtype He sbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHbIE 3AEMENTbI Mr / kr, He 6onee Mr / kr

t han 1. 1,0 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee /
h . 0.0/0,0
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /
Arsenic/ MbilubsK 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
o mg / kg , not more than
Pesticides/ Mr / Kkr, He 6onee mg// kg
NMecTuynanbi LU
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa M30MepOoB rekcaxnopumKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernnTpuxnopartaH n ero He 6onee 0,1
MeTabonuTbt
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AngpwvH MeHbWwe nnun pasHo 0,002
| h .002
Heptachlor/ Fentaxnop SO C RGN D) 0.001 / 0,001
MeHbLe uan pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnoKkcuHbl (B nepecyere Ha Xup) MG 0)
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopupoBaHHbie GudeHnnbl He Gonee 3.0 ) !
. . Bq / kg, not more than
Radioactivity/ Bk / kr, He 6onee yem Bq / kg
PaanoaKTMBHOCTb Bk / xr
Cesium-137 / Ue3win-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuii-90 not more than 100 / He 6onee 100 | O
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 Sitz der Geselischaft: 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 / CepTtudmukart kauecrea n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccua

BATCH / CEPUSA
4066C60110
BATCH SIZE /OBBEM NAPTUU

31.656 Packs/ ynakosok

02.04.2024
DD.MM.YYYY/HYucno,mecau, rop,
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpPbITbIE NNEHOUYHON
060104KON, MACCOoit 729 Mr n Kancynbt Maccon 746 Mr

Production date: / llata usrotoenenus: 02.2024 /mecsiu, roa

Expiry date: / Cpok roaHocTu: 02.2026 /Mecsu, roa

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

XpaHuUTb B CYXOM, HEAOCTYNHOM ANA AeTell MecTe Npu TeMnepaTtype He sbiwe 25C

Microbiological indices/

Mukpobuonornueckue 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 /
bBakTtepuu rpynnsl Kuwe4Hoin nanoykn B 0,1 r

not permitted /
He aonyckatloTcs

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

NaToreHHble MUKPOOPTraHU3MbI, B.T.Y.

not detected /
not permitted /

He obHapyXeHbl
He aonyckatoTca

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

not permitted / not detected /

He AonycCKaeTtca He obHapyxera

Yeast, Moulds cfu/g /
MNnecexn, Apoxoxkun, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of releasﬁe / AaTa Bbinycka
02 Ag

R 2024

DD.MM.YYYY / Yucno, mecau, rog

Release office / orm‘eyéapemeuun

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
Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION I

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4066C60110

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

15 FEB 2024 FEB 2026

Lot Quantity: Unit of Measure:
31,656.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038403673

Bulk batches consumed in the reported Batch Code:
Batch No: 0052633801, Manufacturing Date:15.02.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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
HoRIgasse 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 20.03.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 20.03.2024

PeG

Package Size:
28

Package Type:

blisters
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