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Quality and Safety Certificate / Ceptudpukar kauecrsa n 6esonacHocTun

13.03.2024

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

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®YEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPLITbIE NNEHOYHOMN
o6onoykoii, Mmaccoit 729 Mr n Kancynbl Maccon 746 mr

Russia/ Poccuna

BATCH / CEPUA
4050C60104
BATCH SIZE /OBbEM NAPTUU

Production date: / laTa usrotosneHus: 02.2024 /mecsu, roa
Expiry date: / Cpok rogHocTu: 02.2026 /mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.200 Packs/ ynakoBok

XpaHWTb B CYXOM, HEAOCTYNHOM ANA AETEN MECTe Npu TeMnepaType He Boiwe 25°C

ANALYTICAL DATA TABLETS/
AHANMTUTUYECKUE [JAHHDBIE TABJIETKH

REQUIREMENTS
TPEBOBAHMA

RESULTS
PE3YNbTATbI

Description / Onucanue

Appearance / BHewHW sua

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

OBanbHble, ABOAKOBbLINYKNbIE
TabneTku, NOKPbITbIE MNNEHOYHON
o6onoukoi, ot 6enoro Ao NOYTU
6enoro upeTa

meets the requirements /
cooTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue duanuecknx CBONCTs

Mean weight / CpeaHsns Macca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

730.3 mg/ 730,3 mMr

Individual weight /
NHavBuayanbHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. ¢ EBp. ®apwm.

meets the requirements /
cooTBeTCTBYET TpeboBaHUAM

Composition / Cocras

KonuyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, MOKPLITas NNEHOYHOK 060N0YKOI, COAEPXUT CNeayloWne BUTAMUHB! U SNEMEHTLI B CNEAOBLIX

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

weighed in /

ButamMnH C (AckopbuHoBsas kucnota) 35 mg/ 55 mr B Npeaenax Macchl
(8 dhopme Kanbuma ackopbaTa)
Nicotinamide / HukotuHamua 15mg/ 15 mr weighed in /

B Npeaenax Maccobl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (B dopme dl-anba-Tokodepona
auerara)

4.8mg/4,8wmr

weighed in /
B npeaenax mMacchbl

Pantothenic acid (as calcium pantothenate) /
NaHToTeHOBan kucnota (8 popme Kanbums
naHToTeHaTa)

6mg/6mMr

weighed in /
8 Npeaenax Macchbl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

ButamuH B6 (nupuaokcuH) (B dopme
NUPUAOKCUHA FrMAPOXNOpHAA)

1.9mg/1,9wmr

weighed in /
B nNpeaenax mMacchbl

Vitamin B2 (riboflavin) /
Butamun B2(pubodnasuH)

14mg/1,4wmr

weighed in /
B npegenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun B1 (TnamuH) (B popme TMaMuHa
HuTpaTa)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchl

Folate / ®onat
o folic acid / dponuesas kucnora
o L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(8 dopme L-MeTundonar Kanbuus)

400 pg / Mkr
e 200 pg / Mkr
e 208 pg / Mxr (equal to
200 pg folic acid) /
(coorsercreyer 200 MKF
cdonneBonH KNCNOTbI)

weighed in / B npeaenax
MacChbl
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&

Quality and Safety Certificate / Ceptudgpukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITLIE NNEHOYHON
060104KON, MAccoi 729 MIr U Kancynbl Maccon 746 mr

_13.03.2024
DD.MM.YYYY/Hucno,mecau, roa

BATCH / CEPUA Production date: / flaTa uarorosneHus: 02.2024 /mecsau, rog
4050C60104 Expiry date: / Cpok rogHoCTU: 02.2026 /mecau, roa
BATCH SIZE /OBbEM NAPTUMU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.200 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTel MecTe Npu Temnepatype He Bbiwe 25C
Iodine (as potassium iodide) / weighed in /
WNopa (B ¢popme Kanus noanaa) L R B Npeaenax Macchbi
Biotin / 6MoTuH 40 g / 40 mkr sigecloy
B npeaenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamnH B12 (umaHoko6anamuH) e E L B Npeaenax Macchbl

Toxic elements/

TOKCUUYHDBIE 3/IEMEHTDI

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

mg / kg
Mr / kr

Lead / CBuHeuy

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

Cadmium/ Kaamun

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

Arsenic/ MbllwbsK

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

Mercury/ PtyTe

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

Pesticides/
NecTuuuas!

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

Sum of isomers of hexachlorocyclohexane /
CyMMa n3oMepoB rekcaxnopumksorekcana

not more than 0.1 /

He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AvxnopandeHnNTpuxnopaTaH u ero
MeTabonuThbl

not more than 0.2 /

He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpvH

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

< 0.001/ < 0,001

Heptachlor/ Frentaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonoruyeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

Bacteria of colon bacillus groups in 0.1g /
BakTtepuun rpynnbl KUWEYHOM nanoykn 8 0,1 r

not permitted /
He AonycKaloTca

not detected /
He 0BHapyXeHb!

E.coliin 1g/
E.colislr

not permitted /
He ponyckaeTtcs

not detected /
He o6bHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPrasu3Mebl, B.T.u.
Salmonellas, 8 10 r

not permitted /
He AoNyCKawTCa

not detected /
He o6HapyXeHbl
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&

Quality and Safety Certificate / Ceptudpuxkar kauecrsa n 6e3onacHocTn

13.03.2024
DD.MM.YYYY/Uucno,mecau, roa
CAT. NO. / KAT. N¢ DESIGNATION/ HAUMEHOBAHWE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpPbITbIE NNEHOYHON
060N04YKON, MAccon 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUNA Production date: / flaTa usrotosnexus: 02.2024 /mecsu, rog

4050C60104 Expiry date: / Cpok roaHocTu: 02.2026 /mecsu, roa

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

than 25°'C/

31.200 Packs/ ynakosok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTelr MecTe Npwu TeMnepaType He Bbiwe 25'C
Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
NneceHn (BKﬂlO‘-IaH ApO)K)KVl), KOE/r He 6onee 100 KOE/r < 10 KOE/r

ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS

AHAMTUTUYECKUWE AAHHBIE KANCYNbI TPEBOBAHMUA PE3YNbTATDI

Description / OnucaHnue

Oval clear natural capsules

Appearance / containing a red suspension /

BHewHui sna OBanbHble Npo3payHble Kancysnbl meets the requirements /
€CTeCTBeHHOro UgeTa, COOTBETCTBYET TpeboBaHUAM
copaepxalune CycrneHsuo KpacHoro
usera

Physical tests /
UcnbiTanue duanyeckux cBoUcTs

capsule mass: 708 - 783 mg /
Mean weight / Macca kancynbl: 708 — 783 mr
CpeaHnan mMacca filling mass: 510 - 564 mg /
Macca HanonHeHua: 510 - 564 mr

758 mg / 758 mr

534 mg/ 534 mr

Individual weight /

o .
WHavBMayansHas Macca + 7.5%, acc. to Ph. Eur./ meets the requirements /

+ 7.5%, B cooTB. C EBp.®apm. COOTBETCTBYET TpeboBaHNAM

Composition / Cocras
One capsule at least contains the following:
OaHa Kancyna CoAepXUT Kak MUMHUMYM cneayulee:

Docosahexaenoic acid (DHA) / _ 221 mg/ 221 mr
[lokosarekcaeHoBas kucnorta (ArK) 200-244 mg / mr
Lutein
JIoTenH 9-10 mg/ mr 10 mg / 10 mr
Oxidation number (corresponds to acid not more than 4.0 mg KOH/g / 0.0 mg KOH/g /
number) /
UNCNO OKUCNEHNA (COOTBETCTBYET KUCAOTHOMY | He 6onee ueMm 4,0 mr KOH/r 0,0 Mr KOH/r
uuncny)
Peroxide number / not more than 10.0 meq O2/kg / 0 mea/kg /
NepekucHoe uuncno He 6onee 10,0 Oz MIkB/Kr 0 MIKB/Kr
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&

Quality and Safety Certificate / CepTtucgpukar kadecrsa n 6esonacHocTn

13.03.2024
DD.MM.YYYY/Yucno,mecau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHMUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccuna 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPLITbIE NNEHOUYHOMH
060N04YKON, MACCON 729 Mr U KanCynbl MACCO 746 Mr

BATCH / CEPUA Production date: / [lata usrotosnenus: 02.2024 /mecsau, roa,

4050C60104 Expiry date: / Cpok roaHoCTH; 02.2026 /mecsu, roa

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

than 25'C/

31.200 Packs/ ynakosok XpaHuTbL B CyXOM, HEAOCTYNHOM ANA AETEA MecTe Npu TeMmnepaType He Bble 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHbLIE 31eMEHTbI Mr / kr, He 6onee Mr / kr

h . 0.0/0,0
Lead / Cunel not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
: 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 mg// kg
MecTuumnabl Mr / kr
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
AnxnopandeHnnTpuxnopaTaH v ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapuH MeHblue unu pasHo 0,002
| .
Heptachlor/ lentaxnop LA B EY 0.001 / 0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
ANOKCUHBI (B NepecyeTe Ha Xup) )
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnopupoBaHHble 6udeHnnbl He 6onee 3,0
. .. Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / xr, He 6onee yeMm Bq / kg
PaanoakruBHoOCTb Bk / kr
Cesium-137 / Lle3nn-137 not more than 130 / He 6onee 130 10
Strontium-90 / CtpoHumnin-90 not more than 100 /He 6onee 100 | O
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&

Quality and Safety Certificate / CepTudmkar kavecrsa n 6esonacHoCTHn

—13.03.2024
DD.MM.YYYY/Hucno,mecau, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpLITbIE NNEHOYHOM
060n04Kon, Maccor 729 Mr u Kancynel Maccon 746 mr

Production date: / flata n3rotosneHus: 02.2024 /mecsiuy, roa

Expiry date: / Cpok rogHocTu: 02.2026 /mecau, roa

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

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu Temnepatype He eblwe 25C

Russia/ Poccus

BATCH / CEPUSA
4050C€60104
BATCH SIZE /OBbEM MAPTUN

31.200 Packs/ ynakosok

Microbiological indices/
Mukpob6uonorudeckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

not detected /
He o6HapyXeHbl

not permitted /
He aonyckatoTca

Bacteria of colon bacillus groups in 0.1g /
bakTtepumn rpynnbl KNWeYHou nanodykm B 0,1 r

not detected /
He OOHapyXeHa

not permitted /
He AonycKaercs

E.coliin 1g/
E.coliBlr

. . . not detected /
Pathogenic microorganisms, itted

Salmonellas inclusive in 10 g / not permitted /
He 06HapyXeHbl

NaToreHHble MUKPOOPraHU3aMbl, B.T.4. He AonyCKaKTCs

Salmonellas, 8 10 r

not detected /
He ObHapyXeHa

S.aureus,in1,0g/ not permitted /

S.aureuss 1,0r He AonyCcKaeTcs

<10 cfu/g/
<10 KOE/r

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

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

Date of release / flata Bbinycka

1 &, Marz 2024

DD.MM.YYYY / Yucno, mecsauy, roga

gémm %M,M

Releidse office / oTaéna paspewenus

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
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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:
4050C60104

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

09 FEB 2024 FEB 2026

Lot Quantity: Unit of Measure:
31,200.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038370252

Bulk batches consumed in the reported Batch Code:
Batch No: 0014129095, Manufacturing Date:09.02.2024

Manufacturing Site:

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

Packaging Site:

P&G Health Austria GmbH & Co. OG
HoéRlgasse 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:
Larissa Hermann, MSc. (DN4429) / Qualified Person 11.03.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 11.03.2024

PeG

Package Size:
28

Package Type:

blisters
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