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Quality and Safety Certificate / CepTudmnkar kauecrsa n 6esonacHoOCTH

CAT. NO. / KAT. N2
81757758

14.12.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHWUE

FEMIBION® 2/ PEMWBUOH® 2

Russia/ Poccuna

BATCH / CEPUA

2315C60104

BATCH SIZE /OBbEM NAPTUU
than 25'C/

31.344 Packs / ynakoBok

Production date: / flaTa usrotosneHusn:
Expiry date: / Cpok rogHOCTU:
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, NOKPLITLIE NAEHOYHOMN
060n04KON, Maccoin 729 Mr U Kancynbl Maccoun 746 mr

08.2022 /mecsau, roa
08.2024 /mecsau, rog,

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTell MecTe Npu TeMnepaType He Bblwe 25C

ANALYTICAL DATA TABLETS/
AHANNTUYECKUE AAHHDIE TABJIETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbHI

Description / OnucaHue

Appearance / BHewHui Bua

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

OBancHble, ABOAKOBLINYKAbIE
TabneTkn, NOKPLITbIE NNEHOYHOM
o6ono4koi, ot 6enoro Ao NoUTH
6enoro useta

meets the requirements /
COOTBETCTBYET TPE6OBaAHNAM

Physical tests /
UcnbiTaune duanueckux cCBOUCTB

Mean weight / CpeaHssa Macca

729.0mg £ 4 %/ 729,0 Mr £ 4 %

733.0mg / 733,0 mr

Individual weight /
NHavBmnayanbHas macca

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

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Composition / Cocras

Konuyecreax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKpbITas NAEHOYHOMW 060N04KON, COACPXUT CneaylowmMe BUTaMUHbI Y SNEMEHTbE B C1I€A0BbIX

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

weighed in /

Butamun C (AckopbuHoBas kucnoTa) 35mg /35 mr B npeaenax Maccol
(8 popme kanbumns ackopbaTa)
Nicotinamide / HukotuHamua 15mg/ 15 mr weighed in /

B npeaenax Maccbl

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

48mg /4,8 wmr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButammnH B2(pnbodnasuH)

NaHToTeHOBas kucnoTa (B hopMe Kanbuua 6 mg /6 mMr

naHToTeHaTa) 8 npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButammH B6 (nupuaokcun) (B hopme 1.9mg /1,9 mr B8 Npeaenax Macco!
NUPUAOKCUHA rMAPOXNOpPMAA)

Vitamin B2 (riboflavin) / 1.4mg/ 1,4 mr weighed in /

B Npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tnamun) (8 opme TMaMUHA
HUTPaTa)

1.4mg/1,4wmr

weighed in /
B npeaenax Macchbl

Folate / ®onat
o folic acid / ¢onuesas kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methyifolate ) /
(B dopMe L-MmeTundonaTt Kanbums)

400 pg / Mkr
e 200 ug / Mkr
o 208 ug / MKkr (equal to
200 pg folic acid) /
(cooTtaercrayer 200 Mkr
donneBoit KNCNOTh!)

weighed in / B npeaenax
Macchbl
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Quality and Safety Certificate / Ceptudmkar kauecrsa n 6esonacHOCTH

CAT. NO. / KAT. N2
81757758

14.12.2022

DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

060n04KOI, MAaccor 729 Mr 1 Kancynbl Maccon 746 mr

BATCH / CEPUA
2315C60104
BATCH SIZE /OBbEM MAPTUMN

Production date: / lata uarotosnexuns:
Expiry date: / Cpok rogHocTu:
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 NAEHOUYHON

08.2022 /Mecsu, roa
08.2024 /mecsu, roa

than 25°C/
31.344 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTel MecTe Npu Temnepatype He Bbiwe 25'C

Iodine (as potassium iodide) / weighed in /
Woa (8 dopMe kanus noauaa) UL B Npeaenax Maccbl

- weighed in /
Biotin / 6uoTuH 40 ug / 40 mMkr B Npejienax Macch!
Vitamin B12 (cyanocobalamin) / weighed in /
ButaMuH B12 (unaHokoGanamuH) 4.5ug/ 4,5 mMkr 8 Npeaenax Macchbl

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ xr, He 6onee yeMm

TOKCUUHbIE 3/IEMEHTbI / W Mr / kr

Lead / CeuHey not more than 5.0 / He 6oneeuem 5,0 | 0.1/0,1

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

Arsenic/ MbilwbsK not more than 3.0 / He 6onee uem 3,0 0

Mercury/ PTyTb

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

< 0.005/ < 0,005

Pesticides/
NecTuunast

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxaopumnknorexcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopandeHnnTpUxNopaTaH u ero
MeTabonnuTtbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpuH

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

< 0.001/ < 0,001

Heptachlor/ F'entaxnop

not permitted (<0,002) /
re aonyckatotcs (< 0,002)

< 0.001/ < 0,001

Microbiological indices/
Muxkpobuonoruyeckne nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10
< 10

CFU/g /
KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbi KMWe4yHoW nanoykm 8 0,1 r

not permitted /
He 0NyCKaKTCa

not detected /
He 06HapyXeHbI

E.coliin 1g /
E.colislr

not permitted /
He AonycKaerca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaTtoreHHbIe MUKPOOPraHWU3Mbl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He AoNYCKaKTCs

not detected /
He 06HapyXeHbI
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Quality and Safety Certificate / CepTtudunkar kauecrsa n 6e3onacHocCTu

CAT. NO. / KAT. N?
81757758

14.12.2022
DD.MM.YYYY/Uucno,mecsu, rog

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE MAEHOUYHOM

060N04YKOM, Maccon 729 Mr v Kancynbl MacCon 746 mr

BATCH / CEPUA
2315C60104
BATCH SIZE /OBbEM MAPTUNU

31.344 Packs / ynakoBoOk

Production date: / lata usrotoBneHus:
Expiry date: / Cpok rogHoCTH:

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

XpaHUTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe npy TeMnepaType He Bobiwe 25C

08.2022 /mecau, roa
08.2024 /mecsu, roa

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

Nnecexun (Brknyas apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYECKUE AAHHBLIE KANCY/bl TPEBOBAHUA PE3Y/NbTATbI!

Description / Onucauue

Appearance /
BHewHwuit Bug,

Oval clear natural capsules
containing a red suspension /
OBanbHbIe NPO3paYHble Kancynb
eCcTecTBeHHOro ugera,
coaepxawue CycneHsnto KpacHoro
usera

meets the requirements /
COOTBETCTBYET TpebosaHusaM

Physical tests /
UcnbiTanne puanyecknx cBoNcTs

Mean weight /
CpeaHnan Macca

capsule mass: 708 - 783 mg /
Macca kancynbl: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHenus: 510 - 564 mr

741 mg / 741 mr

525 mg / 525 mr

Individual weight /
WHauBMAYyanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHMAM

Composition / Cocvas
One capsule at least contains the following:

OpHa Kancyna CoAepXuT Kak MUHUMYM cneayouiee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHosan kucnorta (ArK)

200-244 mg / mr

217 mg / 217 mr

Lutein
NoTenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

Yncno okucneHus (COOTBETCTBYET KUCMOTHOMY

yucny)

not more than 4.0 mg KOH/g /

He 6onee ueM 4,0 Mr KOH/r

0.2 mg KOH/g /

0,2 Mr KOH/r

Peroxide number /
MepekncHoe 4ncno

not more than 10.0 meq Oz/kg /
He 6onee 10,0 O2 MIKB/KI

1 mea/kg /
1 M3kB/Kr

P&G Health Austria GmbH & Co. OG
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Quality and Safety Certificate / CepTtugpunkar kauecrsa n 6esonacHocTu

&

14.12.2022

DD.MM.YYYY/HUucno,mecau, rog

CAT. NO. / KAT. N¢ DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE NNEHOYHON
060104KON, Maccoit 729 M 1 Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / [lata usrotosneHus: 08.2022 /mecsau, roa

2315C60104 Expiry date: / Cpok rogHocTu: 08.2024 /Mecsau, roa

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

than 25'C/

31.344 Packs / ynakosok XpaHuTb B CyXOM, HEAOCTYNHOM AN AeTel MecTe Npu Temnepatype He sobiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHbBIE 3/IEMEHTbI Mr / kr, He 6onee Mr / kr
Lead / Canrew not more than 1.0 / He 6onee 1,0 0.0/0,0

. 0.0/0,0
Cadmium/ Kaamuit 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
s mg / kg, not more than
Pesticides/ Mr / kr, He 6onee .Trg // K':_g
Mecruyuuabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MepoB reKCaxnopuMKNorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopandeHnnTpuxXnopaTan 1 ero He 6onee 0,1
MeTabonutel
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapwvH MeHbwe nnu pasHo 0,002
| th | to 0.002
Heptachlor/ FenTaxnop GBI RN / 0.001 / 0,001
MeHblwe nnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnoKcuHbl (B NepecyeTe Ha Xup) S oneer
Polychloric bephenyl / not more than 3.0 /
NonuxnopuposBaHHble GudeHnnbI 0.0/0,0
pvp He 6onee 3,0
. .. Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / xr, He 6onee ueM
PagnoakTUBHOCTb / Bk / kr
Cesium-137 / Ue3unii-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 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 / CepTudukar kauecrsa n 6e30nacHOCTH

CAT. NO. / KAT. N¢
81757758

Russia/ Poccun

BATCH / CEPUA
2315C60104
BATCH SIZE /OBbEM NAPTUK

31.344 Packs / ynakoBok

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbITbIE MNEHOYHON

060n104KON, Maccor 729 Mr N Kancynbl Maccon

Production date: / flaTta usrorosneHus:
Expiry date: / Cpok rogHocCTU:

Store in a dry place, not available for children,

than 25C/

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe Npu TeMnepartype He Boiwe 25°C

14.12,.2022
DD.MM.YYYY/4ucno,mecau, roa

746 Mr

08.2022 /mecsu, roa
08.2024 /mecsu, roa
under the room temperature not more

Microbiological indices/

Mukpob6uonoruueckue 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 /
bakrepuv rpynnsl KuweyHoi nanoyku 8 0,1 r

not permitted /
He AoNyCKawTCa

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

Salmonellas, 8 10 r

MaToreHHble MUKPOOPraHU3Msbl, B.T.4.

not permitted /

He AonycKaloTCAa

not detected /

He 06HapyXeHbl

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

not permitted /
He gonyckaeTcs

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
Nnecenun, Bpoxokn, KOE/r

not more than 100 cfu/g /
/e lbonf; 1p0 KOE/r

<10 cfu/g/
<10 KOE/r

Date of release / 3‘I'?a BbiNycKa
LUL

DD.MM.YYYY / Yucno, mecau, roa

Mag. DI Thomas Unteregger

Release office / oTraena paspeweHnsa

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 Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2315C60104

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

17 AUG 2022 AUG 2024

Lot Quantity: Unit of Measure:
31,344.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040037617409

Batch No: 0011524542, Manufacturing Date:17.08.2022

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

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:

| 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 13.12.2022

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 13.12.2022

PeG

Package Size:
28

Package Type:

blisters
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