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Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

-13.02.2024
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccus

BATCH / CEPUA

4030C60101

BATCH SIZE /OBBEM NAPTUU
than 25'C/

31.602 Packs/ ynakoBok

Production date: / llata n3rotoBnenus:
Expiry date: / Cpok roaHocTu:
Store in a dry place, not available for children, under the room temperature not more

729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITLIE NNEHOUHON
060n04KON, Maccoi 729 Mr U Kancynbl Maccon 746 Mr

01.2024 /mecsu, roa,
01.2026 /mecsu, roa

XpaHuTb B CyXOM, HEAOCTYNMHOM ANA AeTeir MecTe nNpv TeMneparype He Bbiwe 25C

ANALYTICAL DATA TABLETS/
AHANMTUTUYECKUE AAHHDIE TABJIETKN

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/1IbTATD!

Description / OnucaHue

Appearance / BHewHwiA Bua

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

OBanbHble, ABOAKOBLINYKAbIE
TabneTku, NOKPLITbIE NAEHOYHONA
060n04Koit, 0T 6enoro Ao NoUTH
6enoro userta

meets the requirements /
cooTBeTCcTBYET TPpeboBaHUAM

Physical tests /
UcnbiTanue husnvecKkux CBONCTB

Mean weight / CpeaHss Macca

729.0 mg £ 4 %/ 729,0 Mr £ 4 %

732.9mg/ 732,9 mr

Individual weight /
NHaveuayanoHas macca

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

meets the requirements /
COOTBETCTBYET TPE60BAHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbLITas NNEHOYHOK 060NOUKON, COAEPXUT CNeayiouMe BUTAMUHbLI U 3NEMEHTbI B CNeloBbIX

KONN4ecTBax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
Buramun C (AckopbuHoBas kucnota) 35mg /55 mr B Npeaenax mMaccol
(B hopme kanbuua ackopbata)

Nicotinamide / HukoTuHamMna, 15mg/ 15 mr weighed in /

B nNpeaenax MaccCobl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B popme di-anbda-Tokodepona
aueraTa)

4.8mg /4,8 mMr

weighed in /
B npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

HWTpara)

NaHToTEeHOBas KUcnoTa (B popMe Kanbuua 6mg/6wmr

naHTOTeHaTa) B Npeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (B hopme 1.9mg/ 1,9 mr B npeaenax Maccbl
NUPUAOKCUHA MMAPOXNOPUAA)

Vitamin B2 (riboflavin) / weighed in /
ButamwH B2(pnbodnasuH) 1.4 mg /1,4 wmr B Npeaenax mMaccol
Vitamin B1 (thiamine) (as thiamine nitrate) / . .
ButamuH B1 (Twamut) (B dopme TnamuHa 1.4mg/1,4mr weighed in /

B npeaenax Macchl

Folate / ®onart
o folic acid / dponnesan xucnoTta
¢ L-methylfolate / L-meTuncdonar
(as Calcium salt L-methylfolate ) /
(8 popmMe L-meTundonart kanoums)

400 g / Mkr
e 200 pg / mkr
e 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercTByeTr 200 MKr
donueBoi KNCNOTbI)

weighed in / 8 npeaenax
Macchbl
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Quality and Safety Certificate / CepTudukar kauecresa n 6esonacHocTun

13.02.2024

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / Tabnetkn, NoKpbITbie NNEHOYHOIA

DD.MM.YYYY/Yucno,mecau, rog

060104KON, Maccon 729 Mr n Kancynol Maccon 746 mMr

BATCH / CEPUSR Production date: / Qata usrotosneHvs: 01.2024 /mecsau, roa
4030C60101 Expiry date: / Cpok roaHocTuh: 01.2026 /mMecsu, ropg,
BATCH SIZE /OBBEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.602 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTer MecTe Npu TeMnepaType He Boitwe 25C
Iodine (as potassium iodide) / weighed in /
Woa (B dopmMe kanus noanaa) U UL B NpeAaesiax Macchl
Biotin / 6noTtuH 40 ug / 40 Mkr weighed in /
B Npeaenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuH B12 (unaHokobanaMun) 4.5 1g / 4,5 mkr B Npeaenax Macch!

Toxic elements/

TOKCUUYHBLIE 3NEMEHTbI

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

mg / kg
Mr / kr

Lead / CeuHel

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

Cadmium/ Kagmuit

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

Arsenic/ Mblwbak

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

Mercury/ PTyTb

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

Pesticides/
Necrnunab

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

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa U30OMEpOB reKCaxa0pumKnorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AuxnopandeHnnTpuxnopaTaH u ero
MeTabonuThbl

not more than 0.2 /
He Gonee 0,2

< 0.005/ < 0,005

Aldrin/ AnapwH

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

< 0.001 / < 0,001

Heptachlor/ Fentaxnop

not permitted (<0,002) /
He aonyckatotcs (< 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 /
bBakTepuun rpynnel KUwWeYyHoin nanoukn 8 0,1 r

not permitted /
He gonyckalTcs

not detected /
He o6HapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaetcs

not detected /
He obHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MUKPOOPraH13Mbl, B.T.4.
Salmonellas, 8 10 r

not permitted /
He AonycKalTca

not detected /
He obHapyXeHbl
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Quality and Safety Certificate / Ceptudmkar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

13.02.2024
DD.MM.YYYY/Yucno,mecsiu, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccuna

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNIEHOYHON

060104YKON, Maccon 729 Mr n Kancynb! Maccon 746 mr

BATCH / CEPUA

4030C60101

BATCH SIZE /OBBEM NAPTUU
than 25C/

31.602 Packs/ ynakoBok

Production date: / flata U3rotoeneHus:
Expiry date: / Cpok roaHocTv:
Store in a dry place, not available for children, under the room temperature not more

01.2024 /mecsu, roa
01.2026 /mecau, roa

XpaHuTb B CyXOM, HEAOCTYNHOM ANS AeTei MecTe Npu TeMnepaTtype He sbiwe 25°C

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

Nnecexn (BKnlO"laﬂ APO)K)KM)[ KOE/r He 6onee 100 KOE/I’ <10 KOE/I‘
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANTUTUMECKUE NAHHDBIE KANCY/bI TPEBOBAHUA PE3YNbTATbHI

Description / Onucaxnue

Appearance /
BHewHun Bua

Oval clear natural capsules
containing a red suspension /
OBanbHble NPO3payHble Kancysbl
eCTeCTBEHHOro uBeTa,
coaepxalwue CyCnNeH3nK KpacHoro
useTa

meets the requirements /
COOTBETCTBYET TPe6OBaHUAM

Physical tests /
UcnbitaHne dU3nyecKux CBOKUCTB

Mean weight /
CpeaHaa macca

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

764 mg / 764 mr

527 mg / 527 wmr

Individual weight /
NHauBuayansHas Macca

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

meets the requirements /
COOTBETCTBYET TPeboBaHUAM

Composition / Cocrvas
One capsule at least contains the following:

OaHa Kancyna copepXuT Kak MUHMMYM cneaytowee:

Docosahexaenoic acid (DHA) /
Aoko3arekcaeHosas kucnora (ArK)

200-244 mg / mr

218 mg/ 218 mr

Lutein
JloTtenH

9-10 mg/ mMr

10mg/ 10 mr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHns (COOTBETCTBYET KUCNOTHOMY | He Gonee uem 4,0 mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / | > Mea/ka/
NepekucHoe yncno He 6onee 10,0 02 MIKB/KI 5 M3KB/KF
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Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTtudukar kauecresa n 6ezonacHocrTu

-13.02.2024
DD.MM.YYYY/Hucno,mecau, roa
CAT. NO. / KAT. N° DESIGNATION/ HAMUMEHOBAHUE
81757758
FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbLITLIE NAIEHOYHON

060n04YKON, Maccoi 729 Mr n Kancynol Maccon 746 mr

BATCH / CEPUA Production date: / llata usrotosnexus: 01.2024 /mecsu, rog

4030C60101 Expiry date: / Cpok roaHocTh: 01.2026 /mecsau, roa

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

than 25'C/

31.602 Packs/ ynakoBok XpaHuTb B CyXOM, HEIOCTYNHOM ANA AeTel MecTe Npv TeMnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUUHBIE 3NEMEHTbI Mr / kr, He 6onee Mr/ kr

n than 1. 0.0/0,0
Lead / Canney ot more than 1.0 / He 6onee 1,0 /
th .2 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
i mg / kg , not more than
Pesticides/ Mr / kr, He Gonee r'? / Kl:g
MecTtnuuabi
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa u30MepoB rekcaxnopumknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpuxnopaTaH 1 ero He 6onee 0,1
MeTabonuTel
less than or equal to 0.002 /
) 0.001 /0,001
Aldrin/ AnapvH MeHble unun pasHo 0,002
| | .
Heptachlor/ l'entaxnop DML C TIOR3/ 0.001 /0,001
MeHbwe unun pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AnokcuHb! (B nepecyere Ha xup) He Gonee 2
Polychloric bephenyl / not more than 3.0/ 0.1/0,1
NonnxnopuposaHHble 6udeHunb! AT I ’ !
. - Bq / kg, not more than
Radioactivity/ Bk / xr, He 6onee ueM Bq / kg
PaauoaKTMBHOCTb Bk / wr

Cesium-137 / Ue3uninn-137

not more than 130 / He 6onee 130 10

Strontium-90 / CtpoHumit-90

not more than 100 /He 6onee 100 | O

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 / Ceptudmkar kauecrsa n 6esonacHocTun

CAT. NO. / KAT. N?
81757758

Russia/ Poccus

BATCH / CEPUA
4030C60101
BATCH SIZE /OBbEM NAPTUU

31.602 Packs/ ynakoBok

13.02.2024
DD.MM.YYYY/Hucno,Mecsu, roa
DESIGNATION/ HAMUMEHOBAHMUE

FEMIBION® 2/ PEMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKpbITbIE NAEHOYHOM
o60onoukoi, Maccoit 729 Mr u Kancynol Maccoi 746 mr

Production date: / flaTa n3rotoeneHua: 01.2024 /mecsu, roa

Expiry date: / Cpok roaHoCTH: 01.2026 /mecs, roa

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

XpaHuTb B CYXOM, HEAOCTYIMHOM ANS AeTei MecTe nNpu Temnepatype He Bbiwe 25C

Microbiological indices/

Muxkpob6uonormueckue nokasarvenu

QMAFANM cfu/g /
KMA®AHM KOE/r

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

<10 cfu/g/
<10 KOE/r

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

not permitted /
He AonyCcKalTCs

not detected /
He O6HapYXEeHb!

E.coliin 1g/
E.colislr

not permitted /
He AonycKaerca

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/

Salmonellas, 8 10 r

NaToreHHble MUKPOOPraHuaMel, B.T. 4.

not detected /
not permitted /

He O6HapyXeHbl
He AonycKalTcs

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

not permitted / not detected /

HE AgonycCKaeTcs He 06HapyxeHa

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

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

<10 cfu/g/
<10 KOE/r

Date of release / [laTta Bbinycka

13 FEB 2024

008 Zﬁ L

DD.MM.YYYY / Yucno, mecay, roa

Release office / otaesa’paspewenus

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
WwWWw.pg.com

Rechtsform: Offene Geselischaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION ||

Product Description:
FEMIBION 1l 28CT RU

Statement of Conformity

Batch Number:
4030C60101

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:

05 JAN 2024 JAN 2026

Lot Quantity: Unit of Measure:
31,602.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 40038338947

Bulk batches consumed in the reported Batch Code:
Batch No: 0014026406, Manufacturing Date:05.01.2024

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRlIgasse 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
HoRlIgasse 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 13.02.2024

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 13.02.2024

PeG

Package Size:
28

Package Type:

blisters
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