&

Quality and Safety Certificate / CepTtudpuxkar kauecrsa n 6esonacHocCcTun

05.06.2024

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

DESIGNATION/ HAMUMEHOBAHME

FEMIBION® 2/ PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NAEHOYHON
060n04YKoM, Maccon 729 Mr u Kancynbl Maccon 746 mr

Russia/ Poccun

BATCH / CEPUA
4136C60104
BATCH SIZE /OBbEM NAPTUU

Production date: / laTta u3rotoBnexnus: 04.2024 /mecsau, 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 25°'C/
31.392 Packs/ ynakoBOK

XpaHUTb B CYXOM, HEOCTYNHOM ANA AeTei MecTe Npw TeMnepaType He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHBIE TABNETKWU

REQUIREMENTS
TPEBOBAHMA

RESULTS
PE3YNbTATbHI

Description / OnucaHue

Appearance / BHewHul Bug

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

OsanbHble, ABOSKOBbLINYKNbIE
Tabnetkn, NOKpbITblE NAEHOYHON
060n104KOR, OT 6enoro A0 NOYTH
6enoro usera

meets the requirements /
COOTBETCTBYET TpeboBaHMAM

Physical tests /
UcnbiTanue dnanyeckux cCBOUCTB

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

724.4mg/ 724,4 mr

Individual weight /
NHaveuayanbHaa Macca

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

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Composition / Coctas

Konu4vecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTka, NOKPbLITas NNEHOYHON 060N04HKON, COASPXKUT Cneayouwme BUTaMMHbE U SNEMEHTHI B CNEA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (Ackop6uHoBast KUCNOTa) 55mg /55 mr B nNpeaenax Maccol
(8 opme kanbumsa ackopbarta)

Nicotinamide / HukotuHamua 15mg/ 15 mMr weighed in /

B npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B hopme dl-anbda-Tokodepona
aueraTa)

4.8mg/ 4,8 mr

weighed in /
B nNpeaenax Macchb!

Pantothenic acid (as calcium pantothenate) /
NanTOTEeHOBasA kucnota (B popme Kanbumna
naHToTeHaTa)

é6mg/6wMr

weighed in /
B Npeaenax Maccbi

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamMnH B6 (nupuaokcut) (B dopme
NUPUAOKCHHA rapoxnopvaa)

1.9mg/1,9mr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasuH)

1.4mg/1,4wmr

weighed in /
B npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
Buramuu Bl (TwamuH) (B hopme TUAMUHA
HuTpaTa)

1.4mg/ 1,4 wmr

weighed in /
B nNpeaesniax Maccobl

Folate / ®onat
¢ folic acid / ¢ponuesas kucnora
s L-methylfolate / L-MeTundonat
(as Calcium sait L-methylfolate ) /
(B dopme L-metundonart kanbums)

400 ug / MKr
e 200 ug/ Mkr
o 208 pg / Mkr (equal to
200 ug folic acid) /
(coorBercreyer 200 Mkr
¢$onneBoit KNCNOTbI)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / CepTudmkar kauecrsa n 6e3onacHocTun

05.06.2024

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMUBUNOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITbIE NNEHOUYHON

obonouKoin, Maccoi 729 Mr n Kancynbl Maccon 746 mr

DD.MM.YYYY/Uucno,mecau, roa

BATCH / CEPMUA Production date: / laTta usrotosneHus: 04.2024 /mecsau, ron

4136C60104 Expiry date: / Cpok rogHocT!: 04.2026 /Mecau, roa

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

31.392 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TeMnepaTtype He ebiwe 25'C

Butamund B12 (unaHokobanamuH)

4.5 ug / 4,5 mxr

lIodine (as potassium iodide) / weighed in /

WNoa (8 dopmMe kanusa noanaa) 150 ug / 150 mMkr B npeaenax Macchl
- weighed in /

Biotin / 6MoTHUH 40 ug / 40 mMkr 8 Npefjenax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

B nNpeaenax Maccol

Toxic elements/

ToxcuuHsie 31eMeHTbl

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

mg / kg
Mr / xr

Lead / CBuHey

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

Cadmium/ Kaamui

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

Arsenic/ Mblwbak

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

Mercury/ PTyTb

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

Pesticides/
Nectuuuabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB reKkcaxnopunknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTaH u ero
MeTabonuTbl

not more than 0.2 /
He 6bonee 0,2

< 0.005/ < 0,005

Aldrin/ AngapuH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenu

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 /
bakTepuun rpynnel KMWeYyHon nanovykn e 0,1 r

not permitted /
He A0NYyCKaloTCs

not detected /
He O6HapyXeHrbl

E.coliin 1g /
Ecolislr

not permitted /
He aonyckaeTca

not detected /
He OBbHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaToreHHble MUKPOOPraHM3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /
He AoNyCKaKTCa

not detected /
He O6HapyXeHbl
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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N?
81757758

Russia/ Poccua

BATCH / CEPUA
4136C60104
BATCH SIZE /OBbEM NAPTUNU

31.392 Packs/ ynakoBok

05.06.2024
DD.MM.YYYY/Yucno,Mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITbIE NNEHOYHON
o6onoykon, Maccoir 729 Mr n Kancynbl maccoi 746 mr

Production date: / [laTta narotoBneHus: 04.2024 /mecsu, 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/

XpaHuTb B CyXOM, HEAOCTYMHOM ANA AETel MecTe rpu TemMnepaTtype He Bbiwe 25°C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
MNneceuun (BKﬂ'Oqaﬂ ADO)K)KM), KOE/r He 6onee 100 KOE/I‘ < 10 KOE/I‘
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHATUTUMECKUE OAHHBIE KANCYNb! TPEBOBAHMUA PE3Y/IbTATbI

Description / Onucanue

Appearance /
BHewHWn BuA

Oval clear natural capsules
containing a red suspension /
OBasnbHble NPO3payHble Kancynbt
ecTecTBeHHOro UBeTa,
coaepxalme CyCneHsunio KpacHoro
usera

meets the requirements /
COOTBETCTBYET TPe60oBaHUAM

Physical tests /

UcnbiTaHue dbuanuecknux ceBoincrs

Mean weight /
CpeaHas Macca

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

743 mg / 743 Mr

526 mg / 526 mr

Individual weight /
UHausuayanbHan Macca

meets the requirements /

+ 7.5%, acc. to Ph. Eur./
+7 COOTBETCTBYET TpebosaHUsaM

.5%, B cooTB. C EBp.®apm.

Composition / CocraB

One capsule at least contains the following:
OaHa Kancyna CoAepXUT Kak MUHUMYM cneayloulee:

Docosahexaenoic acid (DHA) /

Jloko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr 217 mg / 217 mr

Lutein

ToTeunn 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) /

YuUcno okucnerua (COOTBETCTBYET KUC/TIOTHOMY 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 meq/kg /
MNepekucHoe yucno He 6onee 10,0 O2 M3KB/Kr 1 M3KB/Kr

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudpmukar kauecrasa n 6esonacHocTu

—05.06.2024
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHUE
81757758
FEMIBION® 2/ YEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NACHOYHON

obonoukon, maccoi 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / flaTa usrortosnexus: 04.2024 /mecau, roa

4136C60104 Expiry date: / Cpok rogHOCTU: 04.2026 /mecau, roa

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

than 25C/

31.392 Packs/ ynaxosok XpaHuTb B CYXOM, HEAOCTYMHOM ANA AETEN MecTe Npu TemMnepartype He Bblwe 25'C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHBIE 3/1EMEHTDI Mr / kr, He 6onee Mr / xr

. 0.0/0,0
Lead / Ceureyy not more than 1.0 / He 6onee 1,0 /
. 0.0/0,
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 /0,0
. 0.0/0,0
Arsenic/ MiwbsK not more than 1.0 / He 6onee 1,0 /
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mg / kg
MecTuumab! Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa N30MepoB reKcaxnopunknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHNNTpUXNop3aTaH U ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
) 0.001 / 0,001
Aldrin/ AnapuH MeHbwe nnu pasHo 0,002
h I to 0.002
Heptachlor/ FenTaxnop less than or equal to 0.002 / 0.001 / 0,001
MeHbwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B8 nepecyeTe Ha Xup) o (e )
Polychloric bephenyl / not more than 3.0 / 0.2/0,2
NonuxnopupoBaHHble BudeHunbl He Gonee 3,0 !
. - Bq / kg, not more than
Radioactivity/ !
Radioactivit Bx / Kr, He 6onee yeM Bq / kg
PaanoaKTUBHOCTb Bk / kr
Cesium-137 / Ue3unn-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHLmMin-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 Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTn

05.06.2024

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

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Ta6neTkun, NOKPbITbIE NAEHOUHOM
o6onoyKkoil, Maccoi 729 Mr u Kancy/ibl Maccoi 746 mr

Production date: / [lata n3rotoBnenus: 04.2024 /mecau, roa

Expiry date: / Cpok rogHocTu: 04.2026 /mecau, rog

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETEW MecTe Nnpu TemMnepaType He Bbiwe 25C

Russia/ Poccus

BATCH / CEPUA
4136C60104
BATCH SIZE /OBbEM NAPTUU

31.392 Packs/ ynakoBok

Microbiological indices/

Mukpob6uonoruueckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 104 cfu/g /
He 6onee 5 x 10* KOE/r

<40 cfulg/
< 40 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnel KMWe4HowW nanodkn 8 0,1 r

not permitted /
He AonyckaloTca

not detected /
He oBbHapyxeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He AonyckKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inciusive in 10 g /
NatoreHHble MUKPOOPraHU3Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /

He AoNYyCKaloTCcAa

not detected /

He o6HapyXeHb!

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

not permitted /
He aonyckaeTcs

not detected /
He o6HapyXeHa

Yeast, Moulds cfu/g /
Nnecenn, Apoxoxn, KOE/r

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

<10 cfu/g/
<10 KOE/r

Date of release / [laTa Bbinycka
06. Juni 2024

DD.MM.YYYY / Yucno, mecay, roa

P&G Health Austria GmbH & Co. OG
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Il

Product Description:
FEMIBION Il 28CT RU

Statement of Conformity

Batch Number:
4136C60104

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:

30 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
31,392.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038501299

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458653, Manufacturing Date:30.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 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
HORIgasse 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 29.05.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 29.05.2024

PeG

Package Size:
28

Package Type:

blisters
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