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Quality and Safety Certificate / CepTtudukar kauecrsa un 6e3onacHoOCTn

CAT. NO. / KAT. N2
81757758

17.03.2022

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccus

BATCH / CEPUA

2018C60108

BATCH SIZE /OBBEM NAPTUN
than 25°C/

32.230 Packs / ynakoBok

Production date: / [lata usrotosnenvs:
Expiry date: / Cpok rogHOCTK:
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 NNEHOYHO
060M104KOU, Maccor 729 Mr u Kancynbl Maccon 746 mr

01.2022 /mecsu, roa
01.2024 /mecsiy, roa

XpaHuTb B CyXOM, HEAOCTYNHOM AN AeTel MecTe Npyu TeMnepaType He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHAJIUTUHECKWUE [JAHHBIE TABJIETKWN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YJ/IbTATD!

Description / Onucaxnue

Appearance / BHewHRuH Bua

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

OBanbHble, ABOSKOBLINYKNbIE
TabneTknu, NOKPLITbIE NNEHOUYHOM
060n04KOIA, OT 6enoro A0 NOYTH
6enoro userta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanue dnsnueckux cCBOACTB

Mean weight / CpeaHsas macca

729.0mg £ 4 %/ 7290 Mr £ 4 %

730.4mg/ 730,4 mr

Individual weight /
WHavsnayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

KonuyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa Tabnertka, NOKpbITan NJEHOYHOW 060N10UKOIN, COAEPIUT cneaylowme BUTaMUHbI U SN1EMEHTbI B CNeAOBbIX

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

weighed in /

Butammn C (AckopbuHoBasa kucnoTa) 55mg /55 mr B Npeaenax Maccbl
(B ¢popme kanbumsa ackopbara)
Nicotinamide / HukoTuHamug 15mg/ 1S mr weighed in /

B _npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dpopme di-anbha-Tokodepona
auerara)

48mg/ 4,8 mr

weighed in /
B Npeaenax Macchbl

Pantothenic acid (as calcium pantothenate) /
NanToTeHOBaA kucnota (8 popmMe Kanbuus
naHToTeHaTa)

6mg/ 6 mMr

weighed in /
B Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamud B6 (nupupokcuH) (B hbopme
NMUPMAOKCUHA rnapoxnopuaa)

19mg/1,9mr

weighed in /
B npeaenax Macchbl

Vitamin B2 (riboflavin) /
Butamud B2(pn6odnasuH)

1.4mg/1,4wmr

weighed in /
B npeaenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TnamuH) (B popMe TMAMUHA
HUTparTa)

14mg/1,4mr

weighed in /
B npeaenax Macchbl

Folate / ®onar
¢ folic acid / donmesan kucnorta
o L-methylfolate / L-meTuncgponar
(as Calcium salt L-methylfolate ) /
(8 opme L-MeTunconat kanbums)

400 ug / Mkr
e 200 pg/ mMkr
o 208 pg / Mkr (equal to
200 ug folic acid) /
(cooTBercrayer 200 Mkr
donmneBoi KUCNOTHI)

weighed in / 8 npeaenax
Maccel
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Quality and Safety Certificate / Ceprudpukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHMWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

17.03.2022
DD.MM.YYYY/Yucno,mecsu, roa

729 mg film coated tablets and 746 mg capsules / Tabnetku, NOKpbITbIE NNEHOYHOMN

obonoukoil, Maccoi 729 Mr u Kancynbl Maccoin 746 mr

BATCH / CEPUA
2018C60108
BATCH SIZE /OBBEM NAPTUU

Production date: / laTta usrorosneHusn: 01
Expiry date: / Cpok roaHocTu: 01
Store in a dry place, not available for children, under the room temperature not more

.2022 /mecau, roa
.2024 /mecsu, roa

than 25C/
32.230 Packs / ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETEN MecTe Npu TeMnepaTtype He Boiwe 25C

Iodine (as potassium iodide) / weighed in /
WNoga (8 dhopmMe kanua noaunaa) 150 pg / 150 mkr B npegenax Maccol

. weighed in /
Biotin / 6uoTKH 40 ug / 40 Mkr B Npegenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
Butamud B12 (ynaHoko6anaMuH) 4.5 ug / 4,5 mkr B Npeaenax Macchl

mg / kg, not more than

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

TOKCUUHbLIE 3NEMEHTbI / wry Mr / kr

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

Cadmium/ Kagmui not more than 1.0 / He 6onee 4yeM 1,0 0.2/0,2

Arsenic/ Mbiwbsak

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/
MecTuunabt

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

mg / kg
Mr / «r

Sum of isomers of hexachlorocyclohexane /
CyMMa K30MepOoB FreKcaxaopunknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OunxnopandeHunTpuxnopaTad n ero
MeTabonuThbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapuH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpo6uonoruueckue 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 /
bakTepuun rpynnbl KMWeYHon nanouku 8 0,1 r

not permitted /
He AonycKaloTcs

not detected /
He O6HapyXeHbl

E.coliin 1g /
E.colisir

not permitted /
He aonyckaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /

not permitted /

not detected /
He 06HapyXeHbl

MaToreHHbIe MUKPOOPraH1U3Mbl, B.T.4. He gonyckawTcs

Salmonellas, 8 10 r
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&

Quality and Safety Certificate / CepTtndpunkar kauecrsa n 6esonacHocrTun

17.03.2022
DD.MM.YYYY/UYucno,mecau, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE MNEHOYHON
060104KON, Maccol 729 Mr U Kancynbl Maccomn 746 Mr

Production date: / Nlata usrotosneHus: 01.2022 /mecsau, roa

Expiry date: / Cpok rogHocTH: 01.2024 /mecsu, roa,

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

Russia/ Poccun

BATCH / CEPUA
2018C60108
BATCH SIZE /OBBbEM NAPTUU

32.230 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYMHOM Ans AETel MecTe Npu TeMnepaTtype He sbiwe 25°C

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

Nnecenu (skniovas apoxku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTIUTUMECKUE BAHHDBIE KANCYNbI TPEBOBAHUA PE3YNbTATbDI

Description / Onucanue

Appearance /
BHewHwu 8ua

Oval clear natural capsules
containing a red suspension /
OBanbHbie Npo3payHble Kancynbt
€CTeCTBEHHOro UBeTa,
coaepxalme CycrneHsvuio KpacHoro
uBeTa

meets the requirements /
CooTBeTCTBYET Tpe6oBaHNAM

Physical tests /
UcnbiTaHue dnsnyeckux CBONCTB

Mean weight /
CpepHas mMacca

capsule mass: 708 - 783 mg /
Macca kancynbi: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHusi: 510 - 564 mr

744 mg / 744 mr

529 mg/ 529 wmr

Individual weight /
NHaMBMAYanbHas macca

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

meets the requirements /
cooTBeTcTByeT Tpe6oBaHUAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna COAEPXUT Kak MUHUMYM cneayiouiee:

Docosahexaenoic acid (DHA) /
JlokosarekcaeHosas kucnora (ArK)

200-244 mg / mr

219 mg/ 219 mr

Lutein
JhotenH

9-10 mg/ mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YUCNO OKUCNEHNA (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq O2/kg / 2 meq/kg /
Nepekucroe ynucno He 6onee 10,0 O2 MIKkB/KI 2 MIKB/KI

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 / CepTtu¢gmkar kauecrsa n 6esonacHoCTu

17.03.2022
DD.MM.YYYY/Yucno,mecsu, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHME

81757758

FEMIBION® 2/ DEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE NNEHOYHOMN
060n04KOM, Maccoit 729 MIr 1 Kancyno! Maccoit 746 Mr

BATCH / CEPUA Production date: / flata usroroBnexHusa: 01.2022 /mecau, roa

2018C60108 Expiry date: / Cpok rogHocTu: 01.2024 /mecsu, roa

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

than 25°C/

32.230 Packs / ynakoBoOK XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTen MecTe Npu Temnepartype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKCHUHbIE 31eMEHTbI Mr / KF, He 6onee Mr / xr

. 0.0/0,0
Lead / Caumey not more than 1.0 / He 6onee 1,0 /
Cadmium/ Kaamuit not more than 0.2 / He 6onee 0,2 0.0/0,0
. 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
S mg / kg , not more than
Pesticides/ Mr / kr, He 6onee :1|_9 / Kl:g
Mecruuunasl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa 1M30MepoB rekcaxnopuuknorekcaHa He Gonee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AuvxnopandeHUnTpuxnopaTtaH U ero He Gonee 0,1
MeTabonutbl
less than or equal to 0.002 /
) 0.001 / 0,001
Aldrin/ AnapuH MeHble unu pasHo 0,002
Heptachlor/ FenTaxnop less than or equal to 0.002 / 0.001 / 0,001
MeéHble unu pasHo 0,002
Diossina (calculation into fat) / not more than 0.000002 / 0
ANoKCUHL! (B NepecyeTte Ha Xup) He Gonee 0,000002
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHble 6udeHnnbl He 6onee 3,0
- . Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / kr, He 6onee yem Bq / kg
PaanoakTMBHOCTb B / kr

Cesium-137 / Ue3nii-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHuui-90

not more than 100 / He 6onee 100 0

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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Sitz der Gesellschaft: Spittal an der Drau
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&

Quality and Safety Certificate / CepTudgukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccun

BATCH / CEPUA
2018C60108
BATCH SIZE /OBbEM NAPTUU

32.230 Packs / ynakoBok

17.03.2022
DD.MM.YYYY/Yucno,mecau, roa
DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbiE NNEHOUHOMK
060n04KOM, Maccoin 729 Mr 1 Kancysbl Maccoit 746 mr

Production date: / lara usrotosneHus: 01.2022 /mecsu, roa

Expiry date: / Cpok rogHoCT!: 01.2024 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTell MecTe npu TeMnepaType He Bbilwe 25C

Microbiological indices/
Mukpob6uonoruuyeckue noxasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<40 cfulg/
<40 KOE/r

Bacteria of colon bacillus groups in 0.1g /

BakTepuu rpynnsl KuweyHon nanoykn 8 0,1 r

not permitted /
He AonycKatoTca

not detected /
He OGHapYXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AonycKaercs

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHbIe MUKPOOPraHu3Mmbl, B.T.u.
Salmonellas, 8 10 r

not permitted /

HE AONYyCKalTCAa

not detected /

He o6Hapy KeHbl

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

not permitted /
He aonyckaercs

not detected /
He O6HapyXeHa

Yeast, Moulds cfu/g /
Mneceuun, Apoxoku, KOE/r

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

< 10 cfu/g/
< 10 KOE/r

Date of release / [laTta Bbinycka

§ 7. Marz 2022

4 Grber Katrin

[§7 MAR 2022

DD.MM.YYYY / Yucno, mecau, rog

Mag. Katrin Gruber
Release office / otaena paspeweHun

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
Telefax +43 (0)4762 51 51-440
WWW.pg.com

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 Il 28CT RU

importing Country:

Statement of Conformity

Batch Number:
2018C60108

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

04 JAN 2022 JAN 2024

Lot Quantity: Unit of Measure:
32,230.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037143237

Batch No: 0009290373, Manufacturing Date:04.01.2022

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

Hésslgasse 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. 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

Page: 1 of 1



