Highly Restricted

&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N?
81781705

—29.10.2024
DD.MM.YYYY/UYucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4276C60100

BATCH SIZE /OBbEM MAPTUU
than 25'C/

31.992 Packs/ ynakoBok

Production date: / [lata u3rotoBneHus:
Expiry date: / Cpok roaHocTu:
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, NOKPLITLIE NAEHOUHOW
o6onoykoii, Maccor 729 Mr n Kancysol Maccon 746 mr

09.2024 /mecsu, rog,
09.2026 /Mecsau, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTer mMecTe Npu Temnepartype He Bblwe 25C

ANALYTICAL DATA TABLETS/
AHANNUTUYECKUE [IAHHDLIE TABNETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNIbTATbI

Description / Onucanue

Appearance / BHewHuiA Bug

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

OBanbHble, ABOAKOBLINYKbIE
TabneTkn, NOKpbITbiE NNEHOYHON
o6onoykoi, oT 6enoro Ao NOUTH
6enoro uyserta

meets the requirements /
COOTBETCTBYET TPe6oBaHUAM

Physical tests /
UcnbiTanne dunsnyecknx cBONCTB

Mean weight / CpeaHsas macca

729.0mg £ 4 %/ 729,0 Mmr £ 4 %

737.3mg/ 737,3 mr

Individual weight /
NHauBuayanbHaa macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / CoctaB

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa TabneTtka, NOKPLITas NNIEHOYHON 060N0UKON, COACPXUT Cneayolue BUTaMUHbl U 3NEeMEHTbI B CNeaosblx

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas KMcnoTa) 55mg /55 mMr B nNpeaenax Macchbl
(B dopMe Kanbums ackopbara)

Nicotinamide / HukotuHamna 15mg /1S mr weighed in /

B8 nNpeaenax mMacchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (8 dopme dl-aneda-Tokodepona
auerarta)

4.8mg/ 4,8 mMr

weighed in /
B Npeaenax mMaccol

Pantothenic acid (as calcium pantothenate) /
NaHToTeHoBas kncnota (B hopMe Kanbuus
NaHTOTEHaTa)

6mg/ 6 mMr

weighed in /
B Npeaenax Maccbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupugokcuH) (8 dopme
NUPUAOKCUHA ruapoxnopuaa)

1.9mg/ 1,9 mr

weighed in /
B Npeaenax mMaccol

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasuH)

1.4mg/ 1,4 wmr

weighed in /
B Npeaenax mMacchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TwamuH) (8 popme TnammHa
HUTpaTa)

1.4mg/ 1,4 wmr

weighed in /
B Npeaenax Maccbl

Folate / ®onat
¢ folic acid / donuneBas kucnorta
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B cbopme L-meTundonat Kanbuus)

400 pg / Mkr
e 200 pg / Mkr
« 208 pg / MKr (equal to
200 pg folic acid) /
(coorvBercrayer 200 mxr
¢donneBoit KNCNOThY)

weighed in / 8 npeaenax
Maccbl
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Highly Restricted

&

Quality and Safety Certificate / CepTtudpmkar kauecrsa u 6esonacHocT!

CAT. NO. / KAT. N2
81781705

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®PEMUBVNOH® 2

Russia/ Poccus

29.10.2024
DD.MM.YYYY/Hucno,mMecau, roa

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITLIE NNEHOYHON

060M104KON, Maccon 729 Mr n Kancynsl Maccon 746 mr

BATCH / CEPUA

4276C€60100

BATCH SIZE /OBBbEM NAPTUN
than 25°C/

31.992 Packs/ ynakoBok

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

09.2024 /mecsau, roa
09.2026 /Mecsu, roa

XpaHWUTb B CYXOM, HEAOCTYMHOM ANA AETel MecTe nNpu TemnepaType He Bbiwe 25°C

Iodine (as potassium iodide) / weighed in /

WNoa (B ¢popme kanus noauaa) TN EULI B Npeaenax Macchbl
L weighed in /

Biotin / 6uoTnH 40 pg / 40 Mkr B NDERENAX MACChl

Vitamin B12 (cyanocobalamin) / weighed in /

ButamnH B12 (ynaHokobanamMuH) 4.5 g/ 4,5 mkr B npeaenax Maccol

mg / kg, not more than

Toxic elements/

Toxic elements ur/ kr, ve Gonee yem mg / kg
TOKCHYHBIE 3N1EMEHTbI Mr / kr
Lead / CenHel, 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/ Mbiwbsak not more than 3.0 / He 6onee uem 3,0 0/0

Mercury/ PTyTb

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

< 0.005 / < 0,005

Pesticides/
Necrnunasbi

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30MEpPOB reKcaxaopumKIorekcaHa

not more than 0.1 /

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTan v ero
MeTabonuTbl

not more than 0.2/

He bonee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwH

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

< 0.001/ < 0,001

Heptachlor/ 'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpob6uonoruueckue nokasarenu

QMAFARM 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 /
bakTepuu rpynnbl KMWeyHou nanouku B 0,1 r

not permitted /
He 0Ny CKaTCA

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colisir

not permitted /
He ponyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHU3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He AonycKatoTca

not detected /
He o6HapyXeHbl
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Highly Restricted

&

Quality and Safety Certificate / CepTtudunkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81781705

~29.10.2024
DD.MM.YYYY/"ucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NNEHOUYHON

060104KOI, MACCOM 729 Mr KU Kancynbl Maccon 746 mr

BATCH / CEPUA
4276C60100
BATCH SIZE /OBbEM NAPTUU

Production date: / flata usrotoeneHus:
Expiry date: / Cpok rogHoCTH:
Store in a dry place, not available for children, under the room temperature not more

09.2024 /mecsiu, roa
09.2026 /mecsau, roa

than 25'C/
31.992 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYMNHOM ANA AeTel MecTe Npu TeMnepaType He Boiwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g /
MNnecenun (BKﬂlO"laﬂ ADO)K)KM), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE NAHHDBIE KANCYNbI TPEBOBAHUA PE3YJ/1IbTATHI

Description / OnucaHue

Appearance /
BHewHui Bua

Oval clear natural capsules
containing a red suspension /
OBanbHbIe NPO3payHble Kancysbl
€CTEeCTBEHHOrro uBeTa,
cofepxallme CyCneH3nlo KpacHoro
uBeTa

meets the requirements /
COOTBETCTBYET TPe6OBaHUAM

Physical tests /
UcnbiTanne drsnveckmux cCBOUCTB

Mean weight /
CpeaHas macca

capsule mass: 708 ~ 783 mg /
Macca karcynol: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanofHeHusa: 510 - 564 mr

778 mg / 778 mr

531 mg/ 531 mr

Individual weight /
WnavsuayansHas macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, B cooTs. ¢ EBp.®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM cnieayloLlee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHosas kucnota (AMK)

200-244 mg / Mr

220 mg / 220 mr

Lutein
NorenH

9-10 mg/ mr

I9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yncno okncneHns (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 Mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / | 4 Me/ka/
NepekucHoe yncno He 6onee 10,0 Oz MIKB/KI 4 M3KB/Kr
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Highly Restricted

&

Quality and Safety Certificate / Ceptudukart kauecrsa n 6esonacHocTu

29.10.2024
DD.MM.YYYY/"ucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMWE

81781705

FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NAEHOYHON
0bonoukoir, Maccon 729 Mr u Kancynbl Maccon 746 Mr

BATCH / CEPMA Production date: / laTa uaroroBnenus: 09.2024 /mecsu, roa

4276C60100 Expiry date: / Cpok roaHocTu: 09.2026 /mecsu, roa

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

than 25'C/

31.992 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTeil MecTe Npu TeMnepaType He Bolwe 25C
Toxic elements/ mg / kg, not more than mg / kg
ToKcuuHble 3eMeHTbI Mr / kr, He 6onee Mr / kr

1.0 , 0.0/0,0
Lead / Caurew not more than / He 6onee 1,0 /
2 0.0/0,0
Cadmium/ Kaguuii not more than 0.2 / He 6onee 0,2 /
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MblwbAK
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / xr, He 6onee mg / Kl:g
MecTuymagbl Mr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa u3oMepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandernnTpuxnopataH u ero He 6onee 0,1
MeTabonuThbl
less than or equal to 0.002 /
: 0.001 / 0,001
Aldrin/ AngpuH MeHbuwe unu pasHo 0,002
| h | to 0.002
Heptachlor/ lentaxnop SRt Gl TR R0 P27 0.001 /0,001
MeHbwe unu paeHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnoKcvHbl (B NepecueTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble 6udeHnnbl T ) ' !
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / xr, He 6onee yuem Bq / kg
PafnoaKTUBHOCTb Bk / Kkr

Cesium-137 / LUe3nn-137

not more than 130 / He 6onee 130 20

Strontium-90 / CtpoHunn-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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Highly Restricted

&

Quality and Safety Certificate / Ceprudukar kauecrsa n 6esonacHoctTu

CAT. NO. / KAT. N2
81781705

29.10.2024

DESIGNATION/ HAMMEHOBAHMWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPMA

4276C60100

BATCH SIZE /OBBbEM NAPTUN
than 25'C/

31.992 Packs/ ynakoBok

Production date: / lata usrotosneHus:
Expiry date:

/ CpoK rogHocTu:

DD.MM.YYYY/4ucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITbIE NAECHOYHOW
obonoukon, Maccoit 729 Mr n Kancynbl Maccon 746 mr

09.2024 /mecsu, roa
09.2026 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

XpaHWUTbL B CyXOM, HEAOCTYNHOM ANS AeTel MecTe Npu TeMnepaTtype He Bbiwe 25°C

Microbiological indices/
Muxkpobuonoruveckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfu/g/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnsl KMWevHoW nanoykn B 0,1 r

not permitted /
He AonycKatoTcs

not detected /
He o6HapyXeHbl

E.coliin 1g/
E.colisir

not permitted /
He aonyckaevcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
NaTtoreHHble MUKPOOPraHW3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /

HE AONYCKaTCA

not detected /

He 06HapyXeHbl

S.aureus, in1,0g/
S.aureus81,0r

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

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

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

<100 cfu/g/
<100 KOE/r

Date of release / [laTta Bbinycka

29, Okt. 2024

N@WJO 4{/@4&%

DD.MM.YYYY / Yucno, mecay, roa

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
4276C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81781705 81781705

Date of Manufacturing: Expiration Date:

13 SEP 2024 SEP 2026

Lot Quantity: Unit of Measure:
31,992.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038728404

Bulk batches consumed in the reported Batch Code:
Batch No: 0065663037, Manufacturing Date:13.09.2024

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
Ho6RBIgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 10.10.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 10.10.2024

PeG

Package Size:
28

Package Type:

blisters
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