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Quality and Safety Certificate / CepTtuduxkar kauecrsa n 6esonacHocTn

_12.02.2024
DD.MM.YYYY/Uucno,mecsu, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ DEMUBUOH® 2
729 mag film coated tablets and 746 mg capsules / Tabnetku, NOKPbITbIE NAEHOYHOW
060M104KOM, MAcCo 729 Mr 1 Kancynbl Maccoi 746 mr

Russia/ Poccun

BATCH / CEPUA
4023C60101
BATCH SIZE /OBbEM NAPTUU

Production date: / flaTa usrotosneHus: 01.2024 /mecsu, roa
Expiry date: / Cpok rogHoCTK: 01.2026 /mecau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25C/
31.056 Packs/ ynakosok

XpaHuUTb B CYXOM, HEAOCTYMHOM ANs AeTel MecTe Npu TemnepaTtype He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTATUYECKUE AAHHDBIE TABNETKW

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNbTATbI

Description / Onucanue

Appearance / BHeWwHun sua

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

OBanbHble, ABOAKOBbLINYKNbIE
TabneTkun, NOKpbLITbie NAEHOYHOMN
obonoukois, ot 6enoro Ao NOYTU
6enoro yserta

meets the requirements /
COOTBEeTCTBYET TPeboBaHUAM

Physical tests /
UcnbiTanue dnsnueckux CBONCTE

Mean weight / CpeaHsas macca

729.0mg £ 4 %/ 7290 Mr £ 4 %

734.0 mg / 734,0 mr

Individual weight /
WHauBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B COOTB. C EBp. ®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHusaM

Composition / Cocras

Konudecreax::

One film coated tablet at least contains the following vitamins and trace element:
OpaHa Tabnertka, NOKPLITAA NNEHOYHO 0BONOYKOW, COAEPXUT Crieayiolue BUTAMUHbB! U SNEMEHTb! B CNeA0BbLIX

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

weighed in /

ButamuH C (AckopbuHoBas Kucnora) 55 mg /55 Mr B nNpeaenax Maccot
(8 dopMe kanbumnsa ackopbara)
Nicotinamide / HnkoTuHamua 15mg/ 15 mr weighed in /

B npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
BuTtamuH E (8 dopme dl-anba-Tokodepona
auerara)

48 mg/ 4,8 Mr

weighed in /
B npeaenax Maccel

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamunH B2(pnbodnasuH)

MaHTOTEeHoBan KUCNoTa (B opMe Kanbuus 6mg/6mMr

NaHToTeHaTa) B Npegenax Macchb!
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (e opme 1.9.mg / 1,9 mr B nNpeaenax Macchl
NUPUAOKCUHA rMapoxnopuaa)

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

B npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (TnamuH) (B dopme ThamuHa
HWUTpaTa)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchbl

Folate / ®onat
o folic acid / ¢donuesas kucnora
¢ L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 popme L-MeTundonat Kanbums)

400 g / MKr
e 200 g / mkr
e« 208 pg / MKr (equal to
200 ug folic acid) /
(coorBercreyer 200 MKkr
onneBoi KUCNOTLI)

weighed in / B npeaenax
Maccb!

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau * Austria
Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTudpukart kauecrsa n 6esonacHocTun

CAT. NO. / KAT. No DESIGNATION/ HAUMEHOBAHMWE

81757758

FEMIBION® 2/ ®EMUBUNOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPbITbIE NAEHOYHON
o6onoykoi, Maccor 729 Mr n Kancynbl Maccon 746 mr

-12.02.2024
DD.MM.YYYY/Uncno,mecau, roa

BATCH / CEPUA Production date: / [laTta usrotosneHus: 01.2024 /mecsu, roa,
4023C60101 Expiry date: / Cpok roaHocTu: 01.2026 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.056 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTeN MecTe npu TeMnepaTtype He Bbiwe 25°C
Iodine (as potassium iodide) / weighed in /
Moa (B dopmMe kanus noavnaa) SV UL B Npeaenax Maccbl
. weighed in /
Biotin / 6noTtuH 40 ug / 40 mkr B Npeenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (umaHokobanamuvn) 4.5 Hg / 4,5 mkr B npeaenax Maccob!

Toxic elements/

ToKcuuHble 3NeMEeHThbI

mg / kg, not more than
Mr/ kr, He bonee uem

mg / kg
Mr / kr

Lead / CeuHeuy

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

Cadmium/ Kagmui

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

Pesticides/
NecTuuuasl

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

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepOoB reKkcaxa0pumnKIorekcaHa

not more than 0.1/

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
OuxnopandeHnnTpuxnopataH u ero
MeTabonuTbl

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ Anapun

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

< 0.001 / < 0,001

Heptachlor/ Mentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonorunyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

Bacteria of colon bacillus groups in 0.1g /
BakTepuu rpynnbl KMWeyHown nanoyku B 0,1 r

not permitted /
He AonyckaloTcs

not detected /
He obHapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He aonyckaeTtcsa

not detected /
He 06HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHbIe MUKPOOPraHu3Mbl, 8.T.4.
Salmonellas, 8 10 r

not permitted /
He AoNyCKaKlTCA

not detected /
He O6HapyXeHbl

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTtudpukar kauecrsa n 6eaonacHoOCTH

12.02.2024

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

DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ OEMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbLITbIE NAEHOUHON
060104KOI, Maccoih 729 Mr n Kancynbl Maccon 746 mr

Russia/ Poccus

BATCH / CEPUA
4023C60101
BATCH SIZE /OBBEM NAPTUK

Production date: / [lata U3rotoBneHus: 01.2024 /mecsu, roa

Expiry date: / Cpok roaHoctv: 01.2026 /mecsu, roa

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

31.056 Packs/ ynakosok XpaHuTb 8 CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaType He Bbiwe 25C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
MNnecexn (BKAKOYAA ApO)KM(VI), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJTUTUYECKUE NAHHDIE KANCYNbI TPEBOBAHUA PE3Y/IbTATDI

Description / Onucauue

Appearance /
BHewHwnit BuA

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3payHble Kancynbl
€eCTeCcTBeHHOro LBeTa,
coaepalme CyCneH3uto KpacHoro
useta

meets the requirements /
cooTBeTCTBYET TPpeboBaHWAM

Physical tests /
UcnbiTaHve du3nvecKknux cBoMCTB

Mean weight /
CpeaHsns Macca

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

770 mg / 770 mr

533 mg /533 mMr

Individual weight /
NuaneuayanbHas macca

+ 7.5%, acc. to Ph. Eur. /
+ 7.5%, 8 cooTB. C EBp.®apm.

meets the requirements /
cooTBeTcTayeT TpeboBaHUAM

Composition / Coctas

One capsule at least contains the following:
OAHa Kancyna CoaAepXUT Kak MUHUMYM cheayloulee:

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

200-244 mg / mr

220 mg / 220 mr

Lutein
JlioTenH

9-10 mg/ mr

10 mg/ 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yncno okucnexus (COOTBETCTBYET KUCNOTHOMY | He 6onee vem 4,0 mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepekncHoe unucno He 6onee 10,0 O2 MIkB/KI 1 M3Ke/Kr

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / CepTudpunkar kauecrsa n 6esonacHocrTn

&

12.02.2024

DD.MM.YYYY/U4ucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHWE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKpbLITbIE NIEHOYHOW
060N104KOIN, Maccoi 729 Mr n Kancynb: Maccoin 746 mr

BATCH / CEPMA Production date: / [lata usrotosnexums: 01.2024 /mecsu, roa

4023C60101 Expiry date: / Cpok rogHocTu: 01.2026 /Mecsau, roa

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

than 25C/

31.056 Packs/ ynakoBok XpaHuTe B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKcHUHbIE 3NEeMeHTbI Mr / kr, He 6onee Mr / kr

t than 1.0 1 0.0/0,0
Lead / Caurewy not more than / He 6onee 1,0 /
Cadmium/ Kaamuii 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/ Mbliwbak
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / kr, He Gonee mg// kg
Mecruyuabl AL
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30oMepoB rekcaxaopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopaneHnNTpUxIop3aTaH u ero He 6onee 0,1
MeTabonutb
less than or equal to 0.002 /
) 0.001 /0,001
Aldrin/ AngpuH MeHble nnu pasHo 0,002
less th i to 0.002
Heptachlor/ M'entaxnop U IR / 0.001 /0,001
MeHbtue unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AVOKCUHBY (B NnepecyeTe Ha Xup) He Gonee 2
Polychloric bephenyl / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble GuderHnnbl He 6onee 3,0
. . Bq / kg, not more than
Radioactivity/
Radioactivi Bx / kr, He 6Gonee YeM Bq / kg
PagMoaKkTMBHOCTb Bk / kr
Cesium-137 / Lle3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CrpoHunii-90 not more than 100 /He 6onee 100 | O

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 / Ceptndmnkar kauecrsa n 6esonacHocTu

12.02.2024

DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITLIE NNEHOUHOM
060/104KON, MACCOW 729 Mr 1 Kancynbl Maccoin 746 Mr

Production date: / Nlata uarotoBneHus: 01.2024 /mecsu, roa

Expiry date: / Cpok rogHocTh: 01.2026 /mecsu, roa

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AETEW MecTe npu TemnepaTtype He Bblwe 25'C

Russia/ Poccus

BATCH / CEPUA
4023C60101
BATCH SIZE /OBbEM NMAPTUU

31.056 Packs/ ynakoBok

Microbiological indices/
Mukpo6uonornveckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfulg/
<10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepuun rpynnbl KnwevHov nanoukn 8 0,1 r

not permitted /
He AonycKaTcs

not detected /
He O6HapyXeHbl

E.coliin 1g/
EcoliBlr

not permitted /
He ponyckaeTcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraHW3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /

HE AONYyCKaloTCA

not detected /

He 06HapyXeHbl

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

not permitted /
He Aonyckaercs

not detected /
He ob6HapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / [laTta Bbinycka

12 FEB 2024

F\/’Z{//QQ /[/@MA Oy

DD.MM.YYYY / Yncno, mecau, rog

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

WWWw.pg.com

Refease office / oTaena pa3pewexns
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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:
4023C60101

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

03 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,056.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038329520

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026392, Manufacturing Date:03.01.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HdéRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoRlgasse 20, 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 09.02.2024
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 09.02.2024

PeG

Package Size:
28

Package Type:

blisters
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