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Quality and Safety Certificate / CepTucdukar kauecrsa n 6esonacHocTn

30.09.2022

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

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NAEHOYHOMN
060104KON, MAcCOW 729 Mr 1 Kancysbl Maccoin 746 mr

Russia/ Poccuna

BATCH / CEPUA
2225C60100
BATCH SIZE /OBbEM NMAPTUN

Production date: / flaTta usrotoeneHus: 06.2022 /mecsau, roa,
Expiry date: / Cpok roaHocTu; 06.2024 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.992 Packs / ynakoBoxk

XpaHuTb B CYXOM, HEAOCTYNHOM ANst AeTel MecTe Npu TeMnepaTtype He Bblwe 25°C

ANALYTICAL DATA TABLETS/
AHANNTUMECKUE AAHHDBIE TABNETKH

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3V/IbTATbHI

Description / Onucanue

Appearance / BHewHu® Bua

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

OBanbHble, ABOAKOBbLINYKbiE
TabneTtky, NOKpPbITbIE NIEHOYHON
obonoukoii, oT 6enoro A0 NOUTH
6enoro userta

meets the requirements /
CcOoOTBETCTBYET TpeboBaHuUaM

Physical tests
UcnbiTanue hrusnyeckux cBoOMcTe

Mean weight / CpegHss macca

729.0mg = 4 %/ 729,0 Mr £ 4 %

727.4mg/ 727,4 mr

Individual weight /
WHauBuayanoHas Macca

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

meets the requirements /
COOTBETCTBYET TPEGOBAHUAM

Compaosition / Cocras

Konu4yecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTka, NOKPbLITaA NAEHOUHOK 060A0UKON, COAEPXUT CNeayiWwne BUTAMUHBI U 3/1IEMEHTbH! B CNEeA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (Ackop6uHoBas Kucnota) 35 mg /55 mr B Npeaenax Maccol
(8 bopMe Kanbuua ackopbara)

Nicotinamide / HukotuHamug 15mg/ 15 mr weighed in /

B Npeaenax mMaccel

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B popme dl-anbda-Tokodepona
auerarta)

48 mg/4,8mr

weighed in /
B Npeaenax Maccobl

Pantothenic acid (as calcium pantothenate) /

ButamunH B6 (nupunaokcun) (B dopme
NUPUAOKCUHA rMapoxnopuaa)

NaHToTeHoBan KMcNoTa (B popme Kanbuma 6mg/6mMr weighed in /
naHToTEHaTa) B Npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine

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

B Npeaenax MaccCobl

Vitamin B2 (riboflavin) /
ButamuH B2(pnbodnasun)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (tnamuH) (B dbopme TMaMuHa
HuTparta)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Maccol

Folate / ®onat
o folic acid / donuesan kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dpopme L-MeTundonat Kanbuus)

400 g / Mxr
e 200 ug / mkr
e 208 ug / MKkr (equal to
200 pg folic acid) /
(coorBercrayer 200 MKr
cdonnesoil KNCNOTHI)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / CepTtudukar kauecrsa n 6esonacHocTn

30.09.2022

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

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NAIEHOYHOW
060n104KON, Maccoi 729 Mr v Kancynbl Maccom 746 mr

Production date: / flaTa narorosnexus: 06.2022 /mecsau, rog

Expiry date: / Cpok rogHoCT!: 06.2024 /mecau, roa

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

XpaHuUTb B CYXOM, HEAOCTYNHOM ANs AeTel MecTe Npu TeMnepaTtype He Bolwe 25°C

Russia/ Poccusa

BATCH / CEPUA
2225C60100
BATCH SIZE /OBBbEM MAPTUK

31.992 Packs / ynakoBok

Butamud B12 (unmaHokobanamuH)

4.5 ug / 4,5 mMxr

Iodine (as potassium iodide) / weighed in /

Woa (8 dopme kanus noavaa) 150 pg / 150 mkr B Npeaenax Maccol
- weighed in /

Biotin / 6MoTUH 40 ug / 40 mkr B NDEAeNax Macchl

Vitamin B12 (cyanocobalamin) / weighed in /

8 Npenenax MaccCbl

mg / kg, not more than

Toxic elements/

Toxic elements Mr/ Kr, He Gonee ueM mg / kg
TokcuuHbie 31eMeHTbl Mr / xr
Lead / Ceuxeu 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 0.2/0,2

Arsenic/ Mbiwbak

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

Mercury/ PTyTb

not more than 1.0 / He 6onee yem 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 1M30MepoB rekcaxnopumnknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpUXNop3TaH 1 ero
MeTabonuThbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ Fentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonorunueckme nokasarenun

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 /
BakTepum rpynnel Kuwe4HoW nanodkn 8 0,1 r

not permitted /
He AonycKawTcs

not detected /
He 06bHapyXeHbl

E.coliin 1g /
E.coliBlr

not permitted /
He ponyckaeTtcs

not detected /
He oBbHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIE MUKPOOPraHvu3Mel, B.T.M.
Salmonellas, 8 10 r

not permitted /
He AOMyCKaTCs

not detected /
He 06HapyXeHbl
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&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N°
81757758

Russia/ Poccun

BATCH / CEPUA
2225C60100
BATCH SIZE /OBBEM NAPTUMN

30.09.2022
DD.MM.YYYY/Uucno,Mmecatl, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKPbLITLIE NNEHOYHON
obono4vkon, Maccor 729 Mr n Kancynbl Maccown 746 mr

Production date: / [laTa u3rotosneHus: 06.2022 /Mecsau, roa
Expiry date: / Cpok rogHOCTU: 06.2024 /mecsau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25°C/
31.992 Packs / ynakoBok

XpaHuUTb B CyXOM, HEAOCTYMHOM ANA AeTer MecTe nNpu TemnepaType He Bolwe 25°C

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

Nnecexn (BNtoYas apoxoku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUYMECKUE NAHHBIE KAMCYNbI TPEBOBAHUA PE3YNbTATbI

Description / Onucaxue

Appearance /
BHewHwuit Bng

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHbie Kancynbi
€CTEeCTBEHHOrro uBera,
coaepKalme CyCneH3unto KpacHoro
yusera

meets the requirements /
CcooTBeTCTBYET TpeboBaHUAM

Physical tests /
Ncnbitanue duUanueckux cBOUCTs

Mean weight /
CpeaHas macca

capsule mass: 708 - 783 mg /
Macca kancynsl: 708 — 783 mMr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 — 564 mr

727 mg [/ 727 mr

533 mg/ 533 mr

Individual weight /
WHaneuayanbHaa macca

7.5%, acc. to Ph. Eur. /

+
+ 7.5%, B cooTB. C EBp.®apm.

meets the requirements /
cooTBercTByeT TPeboBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoAePXUT KaK MUHUMYM cneaylollee:

Docosahexaenoic acid (DHA) /
JokosarekcaeHosas kucnota (ArK)

200-244 mg / mr

209 mg / 209 mr

Lutein
NioTenH

9-10 mg/ mr

9mg /9 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.2 mg KOH/g /

Yucno okucneHus (COOTBETCTBYET KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,2 Mr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meq/kg /
NepekucHoe uncno He 6onee 10,0 Oz M3ks/Kxr 2 MIKB/KI

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccun

BATCH / CEPUA
2225C60100
BATCH SIZE /OBbEM NAPTUW

30.09.2022
DD.MM.YYYY/4ucno,mecsu, roa

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKPLITbIE NNEHOYHON
060n04KO#N, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

Production date: / flaTa usrotosnenuns: 06.2022 /Mecsau, roa

Expiry date: / Cpok rogHocTu: 06.2024 /mecsau, roa

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

31.992 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYMHOM AN AeTel MecTe Npu Temnepartype He Bolwe 25C
Toxic elements/ mg / kg, not more than mg / kg

TOKCUUYHbIE DNEMEHTDI]

Mr / kr, He 6onee Mr / Kkr

Lead / CeuHeu

not more than 1.0 / He 6onee 1,0 <0.01/<0,01

Cadmium/ Kaamui

not more than 0.2 / He 6onee 0,2 <0.01/<0,01

Arsenic/ Mbiwbak

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

Mercury/ PTyTb

not more than 0.3/ He 6onee 0,3 < 0.005 / < 0,005

Pesticides/

MecTuuuAabl

mg / kg , not more than

Mr / xr, He 6onee mg / kg

Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MEpPOB rekcaxiaopumknorekcaHa

not more than 0.1 / < 0.001/ < 0,001

He 6onee 0,1

Dichlorodiphenyltrichloroethane and its
metabolites /
AOuxnopandeHnnTpuxnopaTaH 1 ero
MeTabonuThbl

not more than 0.1/
He 6onee 0,1

< 0.005/ < 0,005

Aldrin/ AnapuH

less than or equal to 0.002 /
< 0.001/ < 0,001
MeHbwe unu pasHo 0,002

Heptachlor/ Fentaxnop

less than or equal to 0.002 /
MeHbwe unuv pasHo 0,002

< 0.001/ < 0,001

Diossina (calculation into fat) /

not more than 2 /

AUNOKCKHLI (B NepecyeTe Ha Xup) He Gonee 2 0

Polychloric bephenyl / not more than 3.0 / 0.0/0,0

NonuxnopuposBaHHble SudeHnnb: e Gonee 3.0 ) !
. . . Bg / kg, not more than

Radioactivity/

Radioactivi Bk / kr, He 6onee yeM Bq / kg

PagnoaKTUBHOCTL Bk / kr

Cesium-137 / Uesunii-137

not more than 130 / He 6onee 130 | < 0.15/ < 0,15

Strontium-90 / CrpoHumin-90

not more than 100 / He 6onee 100 <0.20/ < 0,20

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTtuduxar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa

30.09.2022
DD.MM.YYYY/Yucno,mecsau, roa

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITHIE NAECHOUHON

060104KOI4, Maccon 729 Mr v Kancynbl Maccoi 746 mr

BATCH / CEPUA
2225C60100
BATCH SIZE /OBbEM MAPTUW

31.992 Packs / ynakoBok

Production date: / lata usrotoeneHwnsa:
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 AeTeil MecTe nNpu TemnepaTtype He Bbiwe 25C

06.2022 /mecau, roa
06.2024 /mecsu, roa

Microbiological indices/
Mukpo6uonornyueckue 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 /

BakTepvun rpynnbl KUWe4yHon nanoykn 8 0,1 r

not permitted /
He aonycKaloTes

not detected /
He O6HapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He gonyckaeTcs

not detected /
He Oo6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHble MUKPOOPraHU3Met, B.T. 4.
Salmonellas, 8 10 r

not permitted /

HEe A40NYyCKalTCA

not detected /

He O6HapyXeHbt

S.aureus,in1,0g/
S.aureusB1,0r

not permitted /
He AonyCcKaeTca

not detected /
He obHapyxeHa

Yeast, Moulds cfu/g /
MNnecenun, Apoxokn, KOE/r

not more than 100 cfu/g /
He 6011;.13 100 ‘KOEE/r

<10 cfu/g/
<10 KOE/r

Date of release / laTta Bbinycka
T

» 5ep. 2022

DD.MM.YYYY / Yucno, mecauy, roa

Mag. DI Thomas Unteregger

Release office / oraena paspeweHna

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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Rechtsform: Offene Gesellschaft (OG)
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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:
2225C60100

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

08 JUN 2022 JUN 2024

Lot Quantity: Unit of Measure:
31,992.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037464076

Batch No: 0011032801, Manufacturing Date:08.06.2022

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

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:
li\:IIag. DI Thomas Unteregger (DN4518) / Qualified  27.09.2022
erson

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 27.09.2022

PeG

Package Size:
28

Package Type:

blisters
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