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Quality and Safety Certificate / CepTtudpmukar kauecrBa n 6esonacHocTun

—30.10.2023
DD.MM.YYYY/Yucno,mecsy, roa
CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAMMEHOBAHMUE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPbITblE NAEHOYHON
060n04KOM, Maccon 729 Mr u Kancynb! Maccow 746 Mr

Russia/ Poccua

BATCH / CEPUA
3278C60102
BATCH SIZE /OBbEM NAPTUW

Production date: / Aata usrotoBneHus: 09.2023 /mecau, roa
Expiry date: / Cpok rogHocTu: 09.2025 /mecsau, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
31.440 Packs/ ynakoBok

XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTein MecTe nNpu TeMnepaType He Boiwe 25°C

ANALYTICAL DATA TABLETS/
AHANMNTUYECKUE AAHHDBIE TABNETKHA

REQUIREMENTS
TPEGOBAHUA

RESULTS
PE3YNbTATbI

Description / Onucanue

Appearance / BHewHwih Bua

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

OsanbHble, ABOSKOBbLINYKAbLIE
TabneTku, NoKpbIThe NIeHOYHON
060104KOW, OT 6€n0ro A0 NOYTH
6enoro ugeta

meets the requirements /
cooTBeTCcTBYEeT Tpe6oBaHuaM

Physical tests /
UcnbiTanue dnsnuecknx cBOUCTB

Mean weight / CpegHsas Macca

729.0mg + 4 %/ 729,0 Mmr £ 4 %

745.8 mg / 745,8 mr

Individual weight /
WHavBMAYyanbHasa macca

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

meets the requirements /
COOTBETCTBYET Tpe6oBaHMAM

Compaosition / Cocrtas

Konuyecreax:.

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKpbITas NAEHOUYHON 060N0UKON, COAEPXUT Cneayrowme BUTaMUHbI U 3NEMEHTbI B CNeA0BbIX

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

weighed in /

Butamun C (AckopbuHoBasa Kucnora) 35 mg /55 mr B Npeaenax Maccobl
(8 dhopMe kanbuus ackopbarta)
Nicotinamide / HukoTnHamug, 15mg/ 15 mr weighed in /

B Npeaenax Maccbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B dopme dl-anbda-Tokodepona
auetaTa)

4.8mg/4,8wmr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /
MaHToTeHoBas kucnoTa (8 opMe Kanbuus
naHToTeHara)

6mg/6mMr

weighed in /
B Npeaenax Macchl

Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) /

Butamun B6 (nupuaokcuH) (B ¢popme
NMUPUAOKCUHA rMapoxnopuaa)

1.9mg/1,9wmr

weighed in /
B Npeaenax Maccol

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasun)

1.4mg/1,4mr

weighed in /
B Npeaenax mMaccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
Butamun B1 (Twamun) (8 dopme TwaMmHa
HUTpaTa)

1.4mg/ 1,4 mr

weighed in /
B Npeaenax Maccoi

Folate / ®onat
e folic acid / donuesas kucnota
¢ L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(8 dpopme L-metundonat kanbuma)

400 pg / Mkr
e 200 pg / MKkr
¢ 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
¢ onueBoit KNCNOTbI)

weighed in / B npeaenax
Maccobt
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&

Quality and Safety Certificate / CepTtndgpukar kauecrsa n 6esonacHocTu

30.10.2023

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

81757758

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / Ta6neTku, NOKPbLITbIE NAECHOYHON

DD.MM.YYYY/Yucno,mecsu, rog

060104KOI, Maccoin 729 Mr n Kancynbl Maccoi 746 Mr

BATCH / CEPUA Production date: / lata narotoBnenus: 09.2023 /mecsu, roa
3278C60102 Expiry date: / Cpok roaHocTu: 09.2025 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25C/
31.440 Packs/ ynakoBsok XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He Bblwe 25°C
Iodine (as potassium iodide) / weighed in /
foa (8 hopMe Kanus uoanaa) I/ B Npeaenax Macchol
_— weighed in /
Biotin / 6uoTuH 40 ug / 40 mkr B Npenenax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /
ButamuvH B12 (unaHoko6anamun) 4.5 19/ 4,5 Mkr B NpeAenax Macchl

Toxic elements/

ToxcuuHble 3IEMEHTDbI

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

mg / kg
Mr / kr

Lead / CsuHel,

not more than 5.0 / He 6onee uem 5,0 01/ 0,1

Cadmium/ Kagmu#

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

Arsenic/ Mbiwbak

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/
Necruuugbl

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

mg / kg
Mr / Kr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB reKcaxnopumnknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005/ < 0,005

Dichlorodiphenyitrichloroethane and its
metabolites /
AnxnopandernnTpuxnopaTtaH u ero
MeTtabonutbl

not more than 0.2 /
He 6onee 0,2

< 0.005/ < 0,005

Aldrin/ AnapviH

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

< 0.001 / < 0,001

Heptachlor/ F'entaxnop

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

< 0.001/ < 0,001

Microbiological indices/
Mukpobuonorunyeckue nokasarenv

QMAFANM cfu/g /
KMA®AHM KOE/r

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

< 10CFU/g/
< 10 KOE/r

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

not permitted /
He A0NyCKaKTCA

not detected /
He o6HapyXeHbl

E.coliin 1g/
Ecolislr

not permitted /
He aonyckaercs

not detected /
He OGHapyXeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MMKPOOpPraHu3Mbl, B.T. 4.
Salmonellas, 8 10 r

not permitted /
He AONyCKalTCA

not detected /
He obHapyXeHbl
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&

Quality and Safety Certificate / CepTudmkar kauecrsa u 6esonacHocTn

—30.10.2023

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

81757758

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPbITbIE NNEHOUHON
060n10uUKON, MAaccoil 729 Mr u Kancynbl Maccoi 746 mr

Russia/ Poccuna

BATCH / CEPUA
3278C60102
BATCH SIZE /OBbEM NAPTUU

Production date: / AaTta uarotoBneHuns: 09.2023 /mecsu, roa

Expiry date: / Cpok rogHocTu: 09.2025 /mecay, roa

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

31.440 Packs/ ynakoBok XpaHuTb B CyXOM, HEAOCTYMNHOM ANA AeTel MecTe Npu TemnepaTtype He Bblwe 25C

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

Mnecenn (Brnouas apoxokn), KOE/r He Gonee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANNTUYECKUE AAHHBIE KANCYJbI TPEBOBAHUA PE3YJ/IbTATDI

Description / Onucanue

Appearance /
BHewHUA BUA

Oval clear natural capsules
containing a red suspension /
OBanbHble Npo3pauHbIe Kancynbl
eCcTecTBeHHOro usera,
cogepxalmne CyCcrneHsunio KpacHoro
usera

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
Ucnbitanue husnyecknx cBONCTB

Mean weight /
Cpearnas mMacca

capsule mass: 708 - 783 mg /
macca kancynbl: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mr

747 mg / 747 mr

535 mg/ 535 mr

Individual weight /
NHuanemnayanbHas Macca

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

meets the requirements /
cooTBeTCTBYeT TpeboBaHUsM

Composition / Cocras
One capsule at least contains the following:

OpaHa Kancyna CoOAePXUT Kak MUHUMYM cnieaytowlee:

Docosahexaenoic acid (DHA) /
[oko3arekcaeHoBasa kucnota (ArK)

200-244 mg / mr

221 mg/ 221 mr

Lutein
JoTenH

9-10 mg/ mr

9mg /9 wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

Yucno okucneHus (COOTBETCTBYET KMCNOTHOMY | He 6onee yeM 4,0 mr KOH/r 0,0 mr KOH/r
yucny)

Peroxide number / not more than 10.0 meq Oz/kg / 5 meq/kg /
NepexucHoe uncno He 6onee 10,0 Oz M3kB/Kr 5 M3KB/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 / Ceptudukar kauecresa n 6esonacHocTun

30.10.2023

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

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOUHON
060n04YKON, Maccoi 729 Mr n Kancynbl Maccoi 746 Mr

Russia/ Poccuns

BATCH / CEPHUA
3278C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / AaTta nsrotoBnexHus: 09.2023 /mecsu, roa

Expiry date: / Cpok rogHocTu: 09.2025 /mecsu, roa

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

31.440 Packs/ ynakoBox XpaHuTb B CyXOM, HEAOCTYNMHOM ANA AeTel MecTe Npu TemnepaType He Bbiwe 25°C

Toxic elements/ mg / kg, not more than mg / kg
TOKCHYHBIE 3NEMEHTbI Mr / kr, He Gonee Mr / kr
. 0.0/0,0
Lead / Cauew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kagmwii not more than 0.2 / He 6onee 0,2 /
Arsenic/ Mbibsik not more than 1.0 / He 6onee 1,0 0.0/0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
. mg / kg , not more than
Pesticides/ Mr / Kr, He 6onee mg / kg
MecTuunas! Mr / kr
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa n3oMepoB rekcaxnopumknorekcasa He 6onee 0,1 '
Dichlorodiphenyitrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHnnTpnxnopaTtaH U ero He 6Gonee 0,1
MeTabonuTb!
less than or equal to 0.002 /
; 0.001 /0,001
Aldrin/ AngapuH MeHbtie unu pasHo 0,002
Heptachlor/ Fentaxnop less than or equal to 0.002/ 0.001 / 0,001
MeHblwe unn pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
AvokcuHbl (B NepecyeTte Ha Xup) A
Polychloric bepheny! / not more than 3.0 / 0.1/0,1
NonuxnopuposaHHble GudeHnnbl He 6onee 3,0
. o Bq / kg, not more than
Radioactivity/ !
Radioactivi Bk / Kkr, He 6onee yem Bq / kg
PaanoaKTMBHOCTb Bx / kr
Cesium-137 / Ue3nn-137 not more than 130 / He 6onee 130 10
Strontium-90 / CtpoHunt-90 not more than 100 /He 6onee 100 | 2

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 / CepTudpukar kauecrsa n 6esonacHocTu

—30.10.2023
DD.MM.YYYY/Yucno,mecsau, ron
CAT. NO. / KAT. N¢
81757758

DESIGNATION/ HAMMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbLITbIE NNEHOYHOM
060104KOI, Maccor 729 Mr 1 Kancynb! Maccon 746 mr

Russia/ Poccusa

BATCH / CEPUA
3278C60102
BATCH SIZE /OBbEM NAPTUN

Production date: / laTta uarotoenenus: 09.2023 /mecsu, roa

Expiry date: / Cpok rogHoCTu: 09.2025 /mecsu, roa

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

31.440 Packs/ ynakoBoK XpaH1Tb B CyXOM, HEAOCTYMHOM ANA AeTeW MecTe Npu TeMnepaType He Bolwe 25'C

Microbiological indices/
Mukpobuonornyeckue noxasarenm

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 / not permitted /

He lonyCcKatoTca

not detected /

bakTepuu rpyninbs K1MwieyHor nanouykm 8 0,1 r He 06HapyXeHb

E.coliin 1g / not permitted /

HEe AonycKaeTca

not detected /

EcoliBlr He ObHapyXeHa

. . . not detected /
Pathogenic microorganisms, tted

Salmonellas inclusive in 10 g / not permitted /
He OBHapyXeHbl

MNaToreHHbie MUKPOOPraHW3Mbl, B.T.4. He AoNyCKaloTCA

Salmonellas, 8 10 r

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

He ObHapyXeHa

S.aureus B 1,0r He aonycKaeTcs

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

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

<10 cfu/g/
<10 KOE/r

Date of release / [lata sbinycka

30 OCT 2023

DD.MM.YYYY / Yucno, mecay, rog

Release office / oTaena paspeweHusn

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 Il

Product Description:

Statement of Conformity

Batch Number:

FEMIBION Il 28CT RU 3278C60102

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 SEP 2023 SEP 2025

Lot Quantity: Unit of Measure:
31,440.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040038166420

Bulk batches consumed in the reported Batch Code:
Batch No: 0013778440, Manufacturing Date; 13.09.2023

Manufacturing Site:

P&G Health Austria GmbH & Co. OG
HoRIgasse 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
HoéRlIgasse 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 o.f 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 12.10.2023

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 12.10.2023

PeG

Package Size:
28

Package Type:

blisters
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