&

Quality and Safety Certificate / CepTudpmnkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

02.04.2024
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA

4058C60109

BATCH SIZE /OBbEM NAPTUN
than 25°'C/

31.608 Packs/ ynakoBok

Production date: / laTa nsrotosneHus:
Expiry date: / Cpok rogHocTu:
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 MNNEHOUYHON
060104KOIiH, MAaccoin 729 Mr 1 Kancynbl MAaccoin 746 mr

02.2024 /mecsau, roa
02.2026 /mecsu, roa

XpaHuTL B CYXOM, HEAOCTYNHOM AN AeTeil MecTe Npu TemnepaType He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANNTUTUYHECKUE AIAHHBIE TABJIETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/NIbTATbI

Description / Onucanue

Appearance / BHewHW# sua

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

OBanbHble, ABOAKOBLINYK/IbIE
Tabnetkn, NOKpbiTble NAEHOYHOMN
o6onoukoin, oT 6enoro Ao NOYTH
6enoro userta

meets the requirements /
coorBeTCTBYET TPe6oBaHUAM

Physical tests /
UcnbiTaHue dpnanyeckux cBoncrs

Mean weight / CpegHsst macca

729.0mg £ 4 %/ 729,0 Mr £ 4 %

737.4mg/ 737,4 mr

Individual weight /
WuavBuayanoHas Macca

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

meets the requirements /
CoOTBETCTBYET TPpeboBaHNAM

Compoaosition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
Opara tabnerka, NOKPbLITAan NNEHOMHON 060N04YKON, COAEPKUT CREeAYIoW e BUTAaMUHBLI U SNEMEHTHI B CNEAOBbIX

KONUYecTeax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Buramun C (AckopbuHoBas kucnora) 35 mg / 55 mr B Npeaenax Macchol
(B cbopMe kanbums ackopbara)

Nicotinamide / HukoTuHamna 15mg/ 15 mr weighed in /

B Apeaenax MaccChbl

Vitamin E (as dl-a-tocopherol acetate) /
Buramun E (8 popme dl-anvda-tokodepona
auerara)

48 mg/ 4,8 mr

weighed in /
B Npeaenax mMacchol

Pantothenic acid (as calcium pantothenate) /

weighed in /

Butamud B6 (nupuaokcuH) (8 dopme
NUPUAOKCUHA ruapoxaopuaa)

NaHToTEeHOBas kucnota (B dopme Kanbu1a 6mg/ 6 mMr

naHToTEHaTa) B npeaenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine

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

B npeaenax Maccbl

Vitamin B2 (riboflavin) /
ButammH B2(pnbodnasuH)

14mg/1,4wmr

weighed in /
B Npeaenax Macchl

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (tmamun) (B popMe TMaMuHa
HUTpaTa)

1.4mg/1,4wmr

weighed in /
B Npeaenax Maccol

Folate / ®onat
¢ folic acid / dponmesasn kucnota
e L-methylfolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B popme L-meTundonat Kanbuma)

400 pg / mkr
o 200 ug / Mkr
o 208 g / Mkr (equal to
200 ug folic acid) /
(coorBercrayer 200 MKr
¢ onneBoin KNCNOTbI)

weighed in / B npeaenax
Maccobl
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Quality and Safety Certificate / Ceptndpukar kauecrsa n 6esonacHocTu

02.04.2024

CAT. NO. / KAT. N? DESIGNATION/ HAUMEHOBAHUE

81757758

FEMIBION® 2/ ®PEMWUBUOH® 2

Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITLIE NAEHOYHON

DD.MM.YYYY/Yucno,mecsu, roa

060N04KOIN, MACCOM 729 MI 1 Kancynbl Maccoi 746 Mr

BATCH / CEPUSA Production date: / laTa u3rotosneHus: 02.2024 /mecsu, ron

4058C60109 Expiry date: / Cpok roaHocTh: 02.2026 /mecsau, roa

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

31.608 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TeMnepaType He solwe 25'C

Iodine (as potassium iodide) / weighed in /

Moa (8 dropme kanusa uoamaa) eI VL B nNpeaenax Macchbl
- weighed in /

Biotin / 6uoTuH 40 ug / 40 mkr B Npeaenax Macch!

Vitamin B12 (cyanocobalamin) / weighed in /

ButamMunH B12 (unaHokobanammH) 4.5 g / 4,5 Mkr B Npegenax Macchbl

Toxic elements/

TokcuuHbie 31EMEHTbI

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

mg / kg
Mr / kr

Lead / CBuHey,

not more than 5.0 / He 6onee yem 5,0 0.8/ 0,8

Cadmium/ Kagmuwn

not more than 1.0 / He 6onee yem 1,0 09/ 09

Arsenic/ Mbllwbak

not more than 3.0 / He 6onee uem 3,0 2

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 / «r

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumkiorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopandeHnnTpUXnopaTaH n ero
meTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapuH

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

< 0.001/ < 0,001

Heptachlor/ lentaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonoruueckue 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 rpynnel KMweyHon nanoykm 8 0,1 r

not permitted /
He AONyCKaoTCa

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.coliBlr

not permitted /
He gonyckaercs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
aToreHHble MMKPOOPraH1M3Mb!, B.T.\.
Salmonellas, 8 10 1

not permitted /
He AoMycKaKTCa

not detected /
He obHapyXeHbl
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Quality and Safety Certificate / CepTtudmkar kauecrsa n 6esonacHocTu

CAT. NO. / KAT. N¢
81757758

02.04.2024
DD.MM.YYYY/Mucno,mMecau, rog

DESIGNATION/ HAUMEHOBAHMUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

729 mg film coated tablets and 746 mg capsules / TabneTky, NOKpsITbie NNEHOYHOMN

060NM104KOM, MACCoit 729 Mr n Kancynsl Maccoi 746 mr

BATCH / CEPUA

4058C60109

BATCH SIZE /OBbEM NAPTUA
than 25'C/

31.608 Packs/ ynakoBok

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

02.2024 /mecsu, roa
02.2026 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTein MecTe Npu TemnepaTtype He Boiwe 25°C

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

NneceHu (Bmmqag apoxokn), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE OAHHDIE KANCYNbI TPEBOBAHUA PE3YNbTATbLI

Description / Onucanue

Appearance /
BHewHwuit BuAa

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3paydHble Kancynbl
€CTeCTBEHHOro LBETa,
cojepxalime CyCcrneH3u KpacHoro
uBeTa

meets the requirements /
cooTBeTcTBYeT TpeboBaHNAM

Physical tests /
UcnbiTanue dbusnyecknx cBONCTB

Mean weight /
Cpearas macca

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

767 mg / 767 mr

532 mg /532 mr

Individual weight /
WHansuayanbHas Macca

5%, acc. to Ph. Eur. /

+7.
+ 7.5%, B coots. c EBp.®apm.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / CoctaB

One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MUHUMYM cneayiowiee:

Docosahexaenoic acid (DHA) /
Joko3zarekcaeHoBas kucnota (ArK)

200-244 mg / mr

220 mg / 220 mr

Lutein
Noten

9-10 mg/ mMr

10 mg / 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHun (COOTBETCTBYET KUCIOTHOMY He 6onee yem 4,0 Mr KOH/r 0,0 mr KOH/r
uuecny)

Peroxide number / not more than 10.0 meq O/kg / 0 meq/kg /
NepekncHoe yucno He 6onee 10,0 O2 M3kB/Kr 0 M3KB/KF
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&

Quality and Safety Certificate / Ceptudpukar kauecresa u 6esonacHocTu

02.04.2024
DD.MM.YYYY/4ucno,mecsu, roa
CAT. NO. / KAT. N° DESIGNATION/ HAMMEHOBAHME
81757758
FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccus 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITLIE NNEHOYHOW
060N04KOM, Maccon 729 Mr 1 Kancynbl Maccoi 746 mr

BATCH / CEPUA Production date: / llata narorosneHus: 02.2024 /mecsu, ron

4058C60109 Expiry date: / Cpok roaHocTw: 02.2026 /mecsau, roa

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

than 25C/

31.608 Packs/ ynakosok XpaHUTb B CyXOM, HEAOCTYNHOM ANA AeTeW MecTe Npu TemnepaTtype He Bbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
ToKCHYHbIe 31eMEeHTbI Mr / kr, He 6onee Mr/ «r

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CsuHeu
. 0.0/0,0
Cadmium/ Kaamwit not more than 0.2 / He 6onee 0,2 /
. 0.0/0,0
Arsenic/ MbiLbsk not more than 1.0 / He 6onee 1,0 /
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
Mectuunab Mr/ kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/ 0,0
CyMMa M30MepoB rekcaxnopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyitrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHUnTpuxnopsTaH u ero He 6onee 0,1
MeTabonuTebl
less than or equal to 0.002 /
. 0.001/ 0,001
Aldrin/ AnapuH MeHble unu pasHo 0,002
| h to 0.002
Heptachlor/ Mrentaxnop SO CIRCEED / 0.001 /0,001
MeHblue unn pasro 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHbl (B nepecyeTte Ha XUp) D)
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonuxnoprupoBaHHble 6udeHnnbl e eTEI0 ) !
. o Bq / kg, not more than
Radioactivity/ !
Radioactivit Bk / xr, He 6onee ueMm Bq / kg
PaanoakTUBHOCTb Bk / xr
Cesium-137 / Ue3unii-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuuin-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
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&

Quality and Safety Certificate / CepTugpukar kauecrsa un 6esonacHocTun

02.04.2024

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

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbITbIE NNEHOYHON
060n104KOI1, Maccoin 729 Mr n Kancynol Maccon 746 mMr

Russia/ Poccun

BATCH / CEPUA
4058C60109
BATCH SIZE /OBBEM NAPTUK

Production date: / [laTta usrotoBnenus: 02.2024 /mecsau, roa

Expiry date: / Cpok roaHocTu: 02.2026 /mMecsu, roa

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

31.608 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe npu TeMnepaTtype He sblwe 25'C

Microbiological indices/
Mukpo6uonormueckne noxasarenu

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

Bacteria of colon bacillus groups in 0.1g / not permitted /

HE AoNyCKakTCA

not detected /

BakTepwuu rpynnsl KMweyHon nanoykm 8 0,1 r He 06HapyxeHb!

E.coliin 1g / not permitted /

He AonyckKaeTca

not detected /

E.colisir He obHapyxeHa

. : ; not detected /
Pathogenic microorganisms,

t itted
Salmonellas inclusive in 10 g / not permitted /

He obHapyxeHbl
MNaTtoreHHble MUKPOOPraHU3Msbl, B.T. 4. He AonycKaloTCa

Salmonellas, B 10 r

S.aureus, in 1,09/ not permitted /

He AonyCKaeTCa

not detected /

S.aureus81,0r He obHapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / lata Bbinycka

02 APR 2024

DD.MM.YYYY / Yucno, mecauy, rog

LAASH

Release office / praena paspewenun

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION 1l

Product Description:
FEMIBION 11 28CT RU

Statement of Conformity

Batch Number:
4058C60109

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

13 FEB 2024 FEB 2026

Lot Quantity: Unit of Measure:
31,608.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038389136

Bulk batches consumed in the reported Batch Code:
Batch No: 0014129101, Manufacturing Date:13.02.2024

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
HoéBlgasse 20, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GDP certificate number 483031

Packaging Site:

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

I 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 14.03.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 14.03.2024

PeG

Package Size:
28

Package Type:

blisters
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