&

Quality and Safety Certificate / CepTtudpmukar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

17.03.2022

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

DESIGNATION/ HAUMEHOBAHHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poceuna

BATCH / CEPMUA

2043C60100

BATCH SIZE /OBbEM NAPTUMN
than 25C/

16.128 Packs / ynakoBoK

Production date: / Aarta usrorosnenus:
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 / TabneTkn, NOKpbITbIE NNEHOYHON
o6onoukoit, Maccon 729 Mr v Kancysbl Maccon 746 mr

12.2021 /mecau, roa
12.2023 /mecsy, rop

XpaHnTb B CyXOM, HEAOCTYNHOM AN AeTer MecTe npu Temnepartype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYHECKUE OAHHDBIE TABNETKH

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/NIbTATDI

Description / OnucaHue

Appearance / BHewHuli Bua

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

OBanbHble, ABOAKOBLINYKAbIE
Tabnerky, NOKpPLITbIE NAEHOYHON
o6onoukoii, oT 6enoro Ao nNouTH
6enoro usera

meets the requirements /
CoOTBETCTBYET Tpe6oBaHUSAM

Physical tests /
UcnbiTanue dusnueckux CBOKUCTB

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

736.5mg/ 736,5 mr

Individual weight /
WHanBuAyanbHas Macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHUSIM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPLITas NNEHOYHON 060N0UKOK, COACPXKUT CeAYyIoWmne BUTaMUHbl U SNEMEHTLI B CNEAOBbIX

Konuuyecrtsax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHoBas Kucnota) 35 mg/ 55 mr B Npeaenax Macchbl
(8 dhopme Kanbuus ackopbaTa)

Nicotinamide / HukoTnHamua 1Smg/ 15 mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
BuramuH E (B dopme dl-anbda-Tokodepona
auerara)

4.8mg/ 4,8 mMr

weighed in /
B npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamun B6 (nupuaokcuH) (B opme
nUpUWAOKCUHA ruapoxnopuaa)

NaHTOTEHOBaA kucnota (B popme Kanbuvs 6é6mg/6mMr

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

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

B npeaenax MaccCobl

Vitamin B2 (riboflavin) /
ButamuH B2(pubocdnasuH)

1.4mg/ 1,4 mr

weighed in /
B NpeAenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH B1 (Tvamun) (B opMe ThaMUHa
HuTpara)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchl

Folate / ®onat
¢ folic acid / ¢ponuesas kucnorta
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-MmeTundonat kanbuus)

400 pg / mMkr
e 200 pg / Mkr
o 208 ug / Mkr (equal to
200 pg folic acid) /
(coorsercreyer 200 MKr
conueBoi KNCNOTBI)

weighed in / B npeaenax
Macchl
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Quality and Safety Certificate / Ceptudukar kauecresa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

17

.03.2022

DD.MM.YYYY/Hucno,Mecau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua

060104KOM, Maccoi 729 Mr 1 Kancynsl Maccoi 746 Mr

BATCH / CEPUA
2043C60100
BATCH SIZE /OBbEM NAPTUKN

16.128 Packs / ynakoBok

Production date: / aTta uarotoBneHus:
Expiry date: / Cpok rogHocTu:

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AETeil MecTe Npu TemnepaTtype He Bbiwe 25°C

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbLITbIE NNEHOUHON

12.2021 /mecsu, rog
12.2023 /mecau, roa

ButamunH B12 (unaHoko6anaMuH)

4.5 ug /4,5 mkr

Iodine (as potassium iodide) / weighed in /

Nop (B popme kanua noauaa) 150 ug / 150 mkr B npeaenax Macchbl
o weighed in /

Biotin / 6uoTUH 40 pg / 40 mMxr B NPENENax Macchi

Vitamin B12 (cyanocobalamin) / weighed in /

B Npeaenax mMacch!

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ kr, He 6onee uyeM

ToKCUYHbIE 31EMEHTb] / wry Mr / xr

Lead / CevHel not more than 5.0 / He 6onee uyem 5,0 | 0.1/0,1

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

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

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
Necruunabl

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcax/10pumMKiorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyitrichloroethane and its
metabolites /
OunxnopandeHnnTpuxnNopaTaH 1 ero
MeTabonuThb!

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ Angpun

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpo6uonoruvyeckue nokasarenm

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 /

Bakrepuun rpynnsl KuiwevyHon nanodkn 8 0,1 r

not permitted /
He aonyckawTcs

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He Aonyckaetcs

not detected /
He 06HapyxXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHblE MUKPOOPraHU3Mbl, B.T. 4.
Salmonellas, 8 10 r

not permitted /
He AonycKaloTca

not detected /
He o6HapyXeHbl
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Quality and Safety Certificate / Ceptudmkar kauecrsa n 6e3onacHocTu

CAT. NO. / KAT. N2
81757758

17.03.2022

DD.MM.YYYY/Yucno,mecsu, rog,

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITHLIE NAEHOUHON

060n04Koit, Maccoin 729 Mr n Kancynbl Maccoin 746 mMr

BATCH / CEPUA
2043C60100
BATCH SIZE /OBBbEM NAPTUU

Production date: / lata u3rotoBneHus:
Expiry date: / Cpok rogHocTu:
Store in a dry place, not available for children, under the room temperature not more

12.2021 /mecau, rog,
12.2023 /mecau, roa

than 25C/
16.128 Packs / ynakoBsok XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTel MecTe nNpu TeMmnepaType He Boiwe 25°C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10CFU/g /
MNnecenu (Bkniouas apoxokn), KOE/r He Gonee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHATIUTUIYECKUE NAHHDbIE KANCYNbI TPEBOBAHUA PE3YNbTATDI

Description / OnucaHnue

Oval clear natural capsules
containing a red suspension /
OsBanbHble NpPo3payYHblie Kancynbl
€CTecTBeHHOro UBeTa,
coaepxalme CycneHsumio KpacHoro
userta

Appearance /

BHewHui eng meets the requirements /

cooTBeTCTBYET TpeboBaHMAM

Physical tests /
UcnbiTanue duUznvecKUX CBONCTB

capsule mass: 708 - 783 mg /
mMacca kancynol: 708 — 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHeHusa: 510 - 564 mr

Mean weight / 751 mg/ 751 mr

CpenHsin Macca 526 mg / 526 Mr

Individual weight /

WHaMBMAYaNnbHas Macca + 7.5%, acc. to Ph. Eur. /

+ 7.5%, B coots. ¢ EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHWUAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna COAepXWT Kak MUHUMYM cneaylolee:

Docosahexaenoic acid (DHA) /
[oko3zarekcaeHoBan kucnota (ArK)
Lutein

JhoTtenH

200-244 mg / mr 217.mg / 217 mr

9-10 mg/ mr 9mg /9 mr

Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /

number) /

Yucno okucneHns (COOTBETCTBYET KUCIIOTHOMY He 6onee yem 4,0 mr KOH/r 0,0 mMr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meg/kg /
NepexucHoe yncno He 6onee 10,0 Oz MIKkB/KI 2 MIKB/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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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

17.03.2022
DD.MM.YYYY/4ucno,mecau, rog
CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBNOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITbIE NNEHOYHON
obonoukoin, Maccoit 729 Mr 1 Kancynbl Maccor 746 mr
BATCH / CEPUA Production date: / QaTa usrotoBneHus: 12.2021 /mecsu, roa
2043C60100 Expiry date: / Cpok roaHocTu: 12.2023 /Mecsiuy, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
16.128 Packs / ynakosok XpaHnTe B CyxXOM, HEAOCTYNHOM AN18 AeTeln MecTe Npu TemnepaType He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUHbBIE 3NIEMEHTb] Mr / kr, He 6onee Mr / kr

h . 0.0/0,0
Lead / CauHew not more than 1.0 / He 6onee 1,0 /

. ,2 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0 /

. 1 0.0/0,0
Arsenic/ Mbilwbsk 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 :1'_9 / K':,g

MecTnyuabt

Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0

CyMMa M30MepoB rekcaxs0punkiorekcaHa He 6onee 0,1

Dichlorodiphenyltrichloroethane and its

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

AnxnopandeHnnTpuxnopataH u ero He G6onee 0,1

MeTtabonutbl

less than or equal to 0.002 /

) 0.001 /0,001
Aldrin/ AngpuvH MeHbwe nnu pasHo 0,002

less than or equal to 0.002 /

Heptachlor/ Mentaxnop 0.001 / 0,001

MeHblwe unu pasHo 0,002

Diossina (calculation into fat) / not more than 2 /

0

AnokcuHel (B nepecuete Ha Xup) ()

Polychloric bephenyl / not more than 3.0/ 0.2/0,2

NonnxnopupoBaHHbie BudeHnnb! He Gonee 3,0

. = I Bq / kg, not more than
Radioactivity/ : Bq / kg
Bx / kr, He 6onee uem

PagnoakTUBHOCTL / wr, Bk / kr

Cesium-137 / Ue3nir-137 not more than 130 / He 6onee 130 10

Strontium-90 / CTpoHuMin-90 not more than 100 / He 6onee 100 1
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
Telefax +43 (0)4762 51 51-440 Page 4 of 5 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTudgukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81757758

Russia/ Poccuna

BATCH / CEPUA
2043C60100
BATCH SIZE /OBbEM NAPTUW

16.128 Packs / ynakoBok

17.03.2022

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsul
060N0UKOI, Maccoit 729 Mr n Kancynbl Maccon

Production date: / lata usrotosnexnuns:
Expiry date: / Cpok rogHoCTU:

Store in a dry place, not available for children,

than 25°C/

XpaHuTb B CYXOM, HeOCTYNHOM ANS AeTeil MecTe nNpu TeMnepaTtype He sbiwe 25°C

DD.MM.YYYY/Uucno,mecsau, roa

es / TabneTkun, NOKPbLITLIE NNEHOYHOMK

746 mr

12.2021 /mecsu, roa
12.2023 /Mecsau, roan
under the room temperature not more

Microbiological indices/

Mukpo6uonornueckue noxkasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
bakrepuu rpynnbl KMwe4Hoi nanouku B 0,1 r

not permitted /
He AonycKaloTca

not detected /
He o6HapyeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, B 10 r

NaToreHHble MUKPOOPraH1M3Mb!, B.T.u.

not permitted /

HE AONYCKaloTCA

not detected /

He 06HapyXeHbI

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

not permitted /
He Jonyckaercs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecexu, Apoxoku, KOE/T

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

< 10 cfu/g/
< 10 KOE/r

Date of release / [lata Bbinycka

7 Marz 2022

DD.MM.YYYY / Yucno, mecsiy, roa

]
Mag. Katrin ‘Gruber
Release office / orge

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 I

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2043C60100

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 DEC 2021 DEC 2023

Lot Quantity: Unit of Measure:
16,128.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037190319

Batch No: 0009290343, Manufacturing Date:30.12.2021

Manufacturing Site:

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

Hésslgasse 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. Katrin Gruber (DN4228) / Qualified Person 15.03.2022

This document was signed electronically and is valid without signature.

Printed by. DN4228 Print Date: 15.03.2022

PeG

Package Size:
28

Package Type:
blisters
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