&

Quality and Safety Certificate / CepTrudpukar kauecrsa n 6esonacHocTun

17.06.2024

DD.MM.YYYY/Yucno,mecsau, roa
CAT. NO. / KAT. N?
81757758

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabnevTku, NOKPbITbIE NNEHOUYHON
060104KOM, Maccon 729 Mr U Kancynbl Maccoin 746 mr

Russia/ Poccus

BATCH / CEPUA
4142€60101
BATCH SIZE /OBbEM NAPTHUWN

Production date: / lata usrotosneHus: 04.2024 /mecau, roa
Expiry date: / Cpok roaHocTu: 04.2026 /mecsau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.680 Packs/ ynakoBok

XpaHuTb B CYXOM, HEOCTYNHOM ANs AETel MecTe Npu TeMnepaType He Bbiwe 25°C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHBIE TABNETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3YNLTATHI

Description / OnucaHnue

Appearance / BHewHui Bua

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

OBanbHbie, ABOAKOBLINYK/IbIE
TabneTtku, NOKPLITbie NAEHOUYHON
o06onoukoi, oT 6enoro 40 NOUTH
6enoro usera

meets the requirements /
COOTBETCTBYET TPe6OBaHUAM

Physical tests /
UcnbitaHue dusnyecKux cBOUCTB

Mean weight / CpeaHsisa Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

729.1 mg/ 729,1 mr

Individual weight /
UHauBuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHUAM

Composition / Cocras

Konun4yecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OgHa TabneTka, NOKPbITaa NAEHOYHON 060NOUKON, COAEPXKUT CNEAYIWME BUTAMUHbI U SNEMEHTLI B CNeA0BbIX

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Butamun C (AckopbuHoBas KUCNoTa) 55 mg / 55 mr B npeaenax Maccobl
(B hopme kanbuma ackopbarta)

Nicotinamide / HukotuHamua 15mg/ 15 mr weighed in /

B npeaenax Mmacchbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbta-Tokodepona
aueraTa)

4.8mg/ 4,8 mMr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

ButamMune B6 (nupuaokcuH) (8 opme
NUPUAOKCUHA rMAPOXNopvaa)

weighed in /
NanToTeHoBas kucnota (B popMe Kanbuus 6mg/ 6 mr
naHToTEHaTa) 8 npegenax mMaccol
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / 1.9mg/ 1,9 Mr weighed in /

B npeAaenax Maccbl

Vitamin B2 (riboflavin) /
ButamnH B2(pubodnasut)

1.4mg/1,4mr

weighed in /
B Npeaenax Macchi

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (Tnamun) (B chopme TuaMuHa
HuTpaTa)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax mMaccol

Folate / ®onat
¢ folic acid / ¢ponunesasa kucnota
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B dopme L-MeTundonaTt kanbuua)

400 ug / mMkr
e 200 pug / Mkr
¢ 208 g / Mkr (equal to
200 ug folic acid) /
(coorBercrayer 200 Mkr
cdonneBoi KUCNROTbI)

weighed in / B npeaenax
Maccol

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0
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Quality and Safety Certificate / Ceptudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

17.06.2024
DD.MM.YYYY/HYucno,mecauy, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ SEMUBUOH® 2

Russia/ Poccuna

060N04KON, Maccoit 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA

4142C60101

BATCH SIZE /OBBEM NAPTUN
than 25 C/

31.680 Packs/ ynakogok

Production date: / flata uarotosneHus:
Expiry date: / Cpok rogHocTh:
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 NACHOYHOM

04.2024 /mecsau, roa
04.2026 /Mecsu, roa

XpaHWUTb B CYXOM, HEAOCTYNHOM ANA AETei MecTe Npy TeMnepaType He Bbiwe 25°C

ButamunH B12 (umaHokobanamut)

4.5 ug / 4,5 mkr

Iodine (as potassium iodide) / weighed in /

Moa (8 ¢popme kanus noanaa) 150 pg / 150 MKr B Npeaenax Macchbl
- weighed in /

Biotin / 6uoTuH 40 pg / 40 mkr B Npefenax Macch

Vitamin B12 (cyanocobalamin) / weighed in /

B Npeaenax Maccol

mg / kg, not more than

Toxic elements/ Mr/ Kr, He Gonee yem mg / kg
TOKCUYHbBIE 3N1eMeHTbI Mr / kr
Lead / CeuHel not more than 5.0 / He 6onee yem 5,0 0.1/ 0,1
Cadmium/ Kaamuin not more than 1.0 / He 6onee uem 1,0 0.t/ 0,1
Arsenic/ Mblwbak not more than 3.0 / He 6onee uem 3,0 0/0

Mercury/ PTyTob

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

< 0.005/ < 0,005

Pesticides/
NecTnunaby

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

mg / kg
Mr / kr

Sum of isomers of hexachlorocyclohexane /
CyMMa 1U30MepoB rekcaxsopuvknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpuxnopaTtaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AngpwH

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

< 0.001/ < 0,001

Heptachlor/ F'entaxnop

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

< 0.001 / < 0,001

Microbiological indices/
Mukpobuonoruvueckue nokasarenu

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 /
BakTepuu rpynnbi KMWweYHoW nanoykn 8 0,1 r

not permitted /
HE A0NYyCKaloTCA

not detected /
He o6HapyXeHbl

E.coliin 1g /
Ecolislr

not permitted /
He ponyckaercs

not detected /
He o6HapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MNaToreHHbIE MUKPOOPraHu3Msbl, B.T.4.
Salmonellas, B 10 r

not permitted /
He aonyckalTcs

not detected /
He o6HapyXeHbl

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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Quality and Safety Certificate / CepTudpmkar kauecrea n 6esonacHocT

CAT. NO. / KAT. N¢
81757758

_17.06.2024
DD.MM.YYYY/UYucno,mecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / Tabnerkun, NOKPbLITbIE NNEHOUYHOM

060n04KO, Maccor 729 Mr n Kancysnbl Maccon 746 mr

BATCH / CEPUSA

4142€60101

BATCH SIZE /OBbEM NAPTUK
than 25°C/

31.680 Packs/ ynakosok

Production date: / laTta u3rotoBneHus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

04.2024 /mecsu, roa
04.2026 /Mecsu, rog,

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe npu TeMmnepaTtype He Bbiwe 25C

Moulds (incl.Yeasts) cfu/g / not more than 100 cfu/g / < 10 CFU/g/
NneceHn (Bkniovwan apoxoxkn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHAJIMTUMECKNE OAHHBIE KANCYNbI TPEBOBAHMA PE3YNbTATD!

Description / OnucaHune

Appearance /
BHewHni Bug,

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3payHble Kancynbl
eCTeCcTBEeHHOro uBerta,
coaepxallume CyCneH3uto KpacHoro
ugeTa

meets the requirements /
cooTBeTcTByeT TpeboBaHuaM

Physical tests /
UcnbiTanue PusnHeckux CBOKUCTB

Mean weight /
CpeaHna mMacca

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

743 mg / 743 mr

526 mg / 526 ™mr

Individual weight /
NHansuayanbHan macca

7.5%, acc. to Ph. Eur. /
7.

*
+7.5%, 8 cooTB. C EBp.®apm.

meets the requirements /
cooTtBeTcTByeT TpeboBaHuaM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXMuT Kak MUHUMYM cheayiowee:

Docosahexaenoic acid (DHA) /
foko3arekcaeHoBas kucnota (AMK)

200-244 mg / mr

217 mg/ 217 mr

Lutein
JlioTeEnH

9-10 mg/ mr

10 mg/ 10 mMr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHns (COOTBETCTBYET KUCNOTHOMY | He 6onee yem 4,0 mr KOH/r 0,0 Mr KOH/r
yuecny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepexkuncHoe Ynucno He 6onee 10,0 O MIKB/Kr 1 M3K8/Kr

P&G Health Austria GmbH & Co. OG
Hoésslgasse 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 / CepTtudukar kauecrsa n 6esonacHocTu

17.06.2024
DD.MM.YYYY/Yucno,Mecsu, roa
CAT. NO. / KAT. N¢ DESIGNATION/ HAMMEHOBAHMUE
81757758
FEMIBION® 2/ PEMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPLITLIE NNEHOYHON
060n0o4Kon, Maccon 729 Mr n kancynol Maccoit 746 mr

BATCH / CEPUA Production date: / Qata usrotosnenus: 04.2024 /mecau, roa

4142C60101 Expiry date: / Cpok roaHocTu: 04.2026 /mecsu, roa

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

than 25C/

31.680 Packs/ ynakoBok XpaHWUTb B CyXOM, HEAOCTYNHOM ANS AeTEl MecTe Npu TeMmnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUUHBIE 3/IEMEHTbI Mr / kr, He 6onee Mr / kr

. 0.0/0,0
Lead / CauHew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kagmuit 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 60onee :rg / Kkrg
MecTnunabl
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/ 0,0
CyMMa n3oMepoB rekcaxnopuuknorekcada He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/ 0,0
AnxnopandernnTpuxnopaTtaH n ero He 6onee 0,1
MeTabonuTbl
less than or equal to 0.002 /
. 0.001 /0,001
Aldrin/ AnapuH MeHbwe unu pasHo 0,002
| .002
Heptachlor/ Fentaxnop less than or equal to 0.002 / 0.001 / 0,001
MeHble unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHe (B nepecyere Ha Xup) PSR o)
Polychloric bephenyl / not more than 3.0 / 0.2/02
NonuxnopupoBaHHbie 6uderHnnb He 6onee 3,0
- - Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee ueM
PaanoakTMBHOCTb / wrs Bk / xr
Cesium-137 / Le3wn-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHunii-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 / Ceprudukar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

17.06.2024
DD.MM.YYYY/4ucno,mecsu, roa
DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbLITbIE NNEHOYHOA

060104KOMN, Maccoit 729 Mr u Kancynbl Maccon 746 mr

BATCH / CEPUA

4142C60101

BATCH SIZE /OBBbEM NAPTUU
than 25'C/

31.680 Packs/ ynakoBok

Production date: / lata narotosnexHun:
Expiry date: / Cpok rogHoCTH:
Store in a dry place, not available for children, under the room temperature not more

04.2024 /mecsu, roa
04.2026 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANns AeTel MecTe Npwu TemnepaType He Bbitwe 25°C

Microbiological indices/
Mukpobuonornyeckue nokasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<100 cfulg/
<100 KOE/r

Bacteria of colon bacillus groups in 0.1g /
BakTepwuu rpynnbl KuweyHon nanovku 8 0,1 r

not permitted /
He AoNyCKawTCs

not detected /
He OB6HapyXeHbl

E.coliin 1g/
E.colielr

not permitted /
He ponyckaeTtcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MaToreHHbIe MUKPOOPraHM3Mbl, B.T. 4,
Salmonellas, 8 10 r

not permitted /

HE A0NyCKaloTcsa

not detected /

He 06HapyXeHbl

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

not permitted /
He AonyckaeTcs

not detected /
He o6HapyxeHa

Yeast, Moulds cfu/g /
Nnecenn, Apoxokun, KOE/T

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

<100 cfu/g/
<100 KOE/r

Date of release / [lata Bbinycka

13, Juni 2024

ﬂ/ﬁ;t!&%@ il

DD.MM.YYYY / Yucno, mecauy, roa

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau  Austria

Release office / oTEna paspelieHns

=

Rechtsform: Offene Gesellschaft (OG)

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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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

Statement of Conformity

Batch Number:
4142C60101

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor ltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

30 APR 2024 APR 2026

Lot Quantity: Unit of Measure:
31,752.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038504089

Bulk batches consumed in the reported Batch Code:
Batch No: 0065458654, Manufacturing Date:30.04.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoéRIgasse 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

HoRlIgasse 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 11.06.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 11.06.2024

PeG

Package Size:
28

Package Type:

blisters
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