&

Quality and Safety Certificate / CepTudmkar xauecrsa n 6esonacHocTu

CAT. NO. / KAT. Ne
81757758

26.09.2022
DD.MM.YYYY/Hucno,mecsu, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccuna

BATCH / CEPUA

2186C60103

BATCH SIZE /OBBbEM NAPTUN
than 25C/

33.960 Packs / ynakoBok

Production date: / laTta u3rotosnexHus:
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, NOKPbITbIE NICHOYHON
060N04YKOI, MACCOr 729 Mr v KancCynbi Maccoi 746 mr

05.2022 /mecsu, roa
05.2024 /mecsu, ron

XpaHuTb 8 CyXOM, HEAOCTYNHOM ANs AeTeW MecTe Npy TemnepaType He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHAJNINTUYHECKWE NAHHbBIE TABNMETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJ/IbTATbH!

Description / OnucaHue

Appearance / BHewHnin eua

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

OBanbHble, ABOSKOBLINYKAblE
Tabnerkn, NOKpbITble NAEHOYHON
o060M104KO#, OT 6€N0oro A0 NOYTH
6enoro userta

meets the requirements /
cooTBeTCTBYeT TpeGoBaHUsaM

Physical tests /
UcnbiTaHue duUsznvecKux cBoONCTs

Mean weight / Cpeanss macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

739.5mg / 739,5 mr

Individual weight /
NHanBMAyanbHas Macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHUsIM

Composition / Cocras

Konun4yecrTeax::

One film coated tablet at least contains the following vitamins and trace element:
OpgHa TabneTka, NOKPLITAs NIEHOYHOW 060104KON, COAEPXUT Crieaylowmne BUTaMUHbI U 3EMEHTbI B CNEAOBLIX

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

weighed in /

ButamuH C (AckopbuHoBas KMCNoTa) 35mg /55 mr B Npeaenax mMaccol
(B popMe kanbLMa ackopbara)
Nicotinamide / HukotTuHamug 15mg/ 15mr weighed in /

B nNpeaenax Macchel

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B chopme dl-anbta-Tokodepona
auerara)

4.8mg/4,8wmr

weighed in /
B Npeaenax Macchl

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamur B6 (nupuaokcud) (B opme
NUPUAOKCUHA rmapoxnopuaa)

NaHToTeHOBas kucnota (8 hopMe Kanbuma 6mg/6mMr

naHToTEHaTa) B npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

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

B npeaenax mMaccobl

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasuH)

1.4mg/1,4mr

weighed in /
B Npeaenax mMacchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (tnamuH) (B dopme TMaMuHa
HuTpara)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchb!

Folate / ®onat
o folic acid / dponuneBas kucnora
¢ L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(8 dopme L-meTundonaTt kanbums)

400 pg / MKr
e 200 ug / Mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 MKr
¢donuesoit kucnotor)

weighed in / B npeaenax
Macchl
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&

Quality and Safety Certificate / CepTtugpukar kauecrsa n 6e3o0nacHoCcTu

26.09.2022

CAT. NO. / KAT. N? DESIGNATION/ HAMMEHOBAHUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NAEHOUYHON

060104KON, Maccoin 729 Mr U Kancynbl Maccown 746 mMr

DD.MM.YYYY/Yucno,Mecsau, roa

BATCH / CEPUA Production date: / Qata usrotosneHus: 05.2022 /mecau, roa
2186C60103 Expiry date: / Cpok roaHocTu: 05.2024 /mecau, roa
BATCH SIZE /OBBEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
33.960 Packs / ynakoBok XpaHUTb B CYXOM, HEAOCTYNHOM ANA AeTein MecTe Npu TeMmnepaType He Bbiwe 25°C
Iodine (as potassium iodide) / weighed in /
Wopa (B hopme kanus noanaa) 150 pig / 150 Mkr B Npeaenax Maccobl
- weighed in /
Biotin / 6uoTUH 40 pg / 40 mkr B Npeienax Macehl
Vitamin B12 (cyanocobalamin) / weighed in /

ButamMun B12 (umaHokob6anamuH)

4.5 ug / 4,5 Mkr

B Npeaenax MaccCobl

Toxic elements/

ToxcuuHble 3eMeHTbl

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

mg / kg
Mr / kr

Lead / CeuHeu

not more than 5.0 / He 6onee yem 50 | 0.1/0,1

Cadmium/ Kaamnin

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

Arsenic/ Mblwbsk

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/
MNecTuumabl

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

mg / kg
Mr / kr

Sum of isomers of hexachliorocyclohexane /
CyMMa vM30MepoB rekcaxnopuuknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpruxnNopaTaH n ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ Angpu

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

< 0.001 /< 0,001

Heptachlor/ F'entaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonoruueckme NOKasaTenm

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 /
bakrepwuu rpynnbl KAWe4YHoW nanoyku 8 0,1 r

not permitted /
He AoNycKawTCa

not detected /
He 06HapyXeHb!

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTtcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaroreHHbIe MUKPOOPFraHU3Mb, B.T.Y.
Salmonellas, B 10 r

not permitted /
He AoNycKaKTca

not detected /
He 06Hapy»XeHbl

P&G Health Austria GmbH & Co. OG
Hoésslgasse 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 / Ceptucdpuxkar kauecresa u 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2186C60103
BATCH SIZE /OBbEM NAPTUU

26.09.2022
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®PEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOUYHOW
060104KO1, MACCON 729 Mr 1 Kancynbl MAaccoi 746 Mr

Production date: / [lata narotoBnenus: 05.2022 /mecsu, rop,
Expiry date: / Cpok rogHocTH: 05.2024 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25°C/
33.960 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AE€Tel MecTe Npu Temnepatype He Bblwe 25C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
Nnecenu (BkNoyas apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTUTUYECKUE OAHHDBIE KANCYNb! TPEBOBAHMUA PE3YNbTATbI

Description / Onucanue

Appearance /
BHewHwuin Bug

Oval clear natural capsules
containing a red suspension /
OsanbHbie NPo3payHble Kancynbl
€CTeCTBEeHHOro useTa,
coaepxalymue CyCneH3unio KpacHoro

useTa

meets the requirements /
cooTBeTCTBYeT TpeboBaHUAM

Physical tests /
UcnbiTanne dnuanyeckux cBONCTB

Mean weight /
CpeaHas Macca

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

750 mg / 750 mr

527 mg / 527 wmr

Individual weight /
NHansuayanbHas mMacca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHNaM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoAepXuT Kak MUHUMYM cnegyioulee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

218 mg/ 218 mr

Lutein
JhotenH

9-10 mg/ mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

Yncno okucneHus (CoOOTBETCTBYET KUCNOTHOMY
yucny)

not more than 4.0 mg KOH/g /

He 6onee yeM 4,0 mr KOH/r

0.0 mg KOH/g /

0,0 mr KOH/r

Peroxide number /
NepeknucHoe Yyucno

not more than 10.0 meq O2/kg /
He 6onee 10,0 O; MOkB/KI

1 meq/kg /
1 mM3kB/Kkr

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 / Ceprudmkar kauecrsa n 6esonacHoCcTH

&

26.09.2022

DD.MM.YYYY/Mucno,mecauy, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMWE

81757758

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NIEHOYHON
060104KON, MaACCON 729 Mr ¥ Kancynbl Maccon 746 mr

BATCH / CEPMSA Production date: / lata usrotoeneHus: 05.2022 /mecsu, roa

2186C60103 Expiry date: / Cpok roaHoOCTH: 05.2024 /mecsu, roa

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

than 25'C/

33.960 Packs/ ynaxoBok XpaHvTb B CYXOM, HEAOCTYNHOM ANS AeTeil MecTe Npu TemnepaTtype He Bblile 25C
Toxic elements/ mg / kg, not more than mg / kg
ToKCHMYHbIE 21EMEHTbI Mr / kr, He 6onee Mr / xr

. 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee 1,0 /
. .0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 0.0/
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ Mbiwbak
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 :ll? / Kl:g
MecTuumngbl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB rekcaxopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuxnopandeHnnTpuxnopaTaH 1 ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AnapuH MeHbwe unu pasHo 0,002
| .
Heptachlor/ Fenraxnop less than or equal! to 0.002 / 0.001 / 0,001
MeHblwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecyeTe Ha Xup) NGO
Polychloric bephenyl / not more than 3.0/ 0.0/0,0
RonuxnopupoBaHHble GudeHnnb He 6onee 3,0
- - Bq / kg, not more than
Radioactivity/ Bq / kg
Bx / Kr, He 6onee yem
PaanoaKkTuBHOCTb / wry Bk / kr
Cesium-137 / Ue3uin-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHunit-90 not more than 100 /He 6onee 100 1

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / CepTtugpukar kauecrsa u 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2186C60103
BATCH SIZE /OBBbEM NAPTUN

33.960 Packs/ ynakosok

26.09.2022
DD.MM.YYYY/Yucno,mecsau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHON
060N04KON, Maccoin 729 Mr n Kancynbt Maccoin 746 mr

Production date: / Qata nu3rotoBneHus: 05.2022 /mecsu, roa

Expiry date: / Cpok rogHoCTW: 05.2024 /mecsy, roa

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

XpaHWTb B8 CYXOM, HEAOCTYNHOM ANA AeTein MecTe nNpu TemnepaTtype He Bbiwe 25'C

Microbiological indices/

Muxkpobuonornueckue nokasarenu

QMAFANM 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 /
BakTepuu rpynnbl Kuwe4yHow nanoyku B 0,1 r

not permitted /
He ponyckatortcs

not detected /
He OB6HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He AonycKaeTcs

not detected /
He o6HapyXeHa

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonelias inclusive in 10 g /
NaTtoreHHble MUKPOOPraHn3Mbl, B.T. 4.

not detected /
not permitted /

He O6HapyXeHbl
He AonycKalTes

S.aureus, in 1,09/
S.aureuss 1,0r

not detected /
He obHapyxeHa

not permitted /
He AonyckaeTcs

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

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

Date of release / laTta Bbinycka

<10 cfu/g/
Unterlerchner Barbara

<10 KOE/r
78, Sep. 2022

DD.MM.YYYY / Yucno, mecauy, roa

Dr. Barbara Unterlerchner /

Release office / oraena paspeweHun

P&G Health Austria GmbH & Co. OG

Hésslgasse 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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION II

Product Description:
FEMIBION 11 28CT RU

Statement of Conformity

Batch Number:
2186C60103

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:

23 MAY 2022 MAY 2024

Lot Quantity: Unit of Measure:
33,960.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037402505

Batch No: 0010763464, Manufacturing Date:23.05.2022
Batch No: 0010890752, Manufacturing Date:01.06.2022

Manufacturing 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

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDRP 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:

| 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  23.09.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 23.09.2022

PeG

Package Size:
28

Package Type:

blisters
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