&

Quality and Safety Certificate / CepTugmkar kauecrsa n 6e3onacHoOCTH

CAT. NO. / KAT. N2
81757758

17.03.2022

DD.MM.YYYY/Uucno,mecsau, rog

DESIGNATION/ HAMMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2

Russia/ Poccus

BATCH / CEPUSA

2042C60104

BATCH SIZE /OBbEM MAPTUN
than 25°C/

31.392 Packs/ ynakoBok

Production date: / Qata usrotosnenus:
Expiry date: / Cpok rogHoCTI:
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 NAACHOUYHOK
060Nn04KON, Maccoi 729 Mr 1 Kancysibl Maccoin 746 mMr

12.2021 /mecsu, roa
12.2023 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANSA AeTel MecTe nNpu Temnepatype He Bblule 25°C

ANALYTICAL DATA TABLETS/
AHANUTUHECKUE OAHHBIE TABJTETKU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3Y/NIbTATDI

Description / Onucaxue

Appearance / BHewHuih Bua

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

OBanbHble, ABOSIKOBLINYK/IbIE
TabneTku, NOKpbITbie NAEHOUYHON
060n0o4Koi, OT 6enoro 20 NoYTH
6enoro usera

meets the requirements /
cooTBeTCTBYEeT TPeboBaHUAM

Physical tests /
UcnbiTanue dpnauveckux cCBOKCTB

Mean weight / CpeaHssa mMacca

729.0 mg + 4 %/ 729,0 Mr £ 4 %

735.4mg / 735,4 mr

Individual weight /
VHavBuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPpeboBaHUsAM

Composition / Cocras

Konuyecrteax::

One film coated tablet at least contains the following vitamins and trace element:
OpHa TabneTtka, NOKpPLITas NNEHOYHOR 060NO0MKON, COAEPXUT CNeaYIIoWe BUTaMUHbI U INEMEHTbI B CNeAOBbLIX

Vitamin C (Ascorbic acid) (as calcium

ButamMun B6 (nupuaokcuH) (B popmMe
NYPUAOKCUHA rMapoxIopruaa)

ascorbate) / weighed in /
Butamun C (AckopbuHoBas Kucnota) 35 mg / 55 mr B npeaenax Macchbl
(B dopme kanbuus ackopbara)
Nicotinamide / HukoTuHamug 15mg/ 15 mr weighed in /

B Npegenax Macchbl
Vitamin E (as dl-a-tocopherol acetate) / weighed in /
gn;::g; E (8 dopme di-anbda-Tokodepona 48mg/ 4,8 mr B Npeaenax Macchl
Pantothenic acid (as calcium pantothenate) / weighed in /
NaHTOoTEeHOBas kucnoTa (8 popme Kanbums 6mg/6Mr 9
naHToTeHaTa) B Npeaenax Maccobl
Vitamin B6 (pyridoxine) (as pyridoxine
hydrochloride) / 1.9mg/ 1,9 Mr weighed in /

B npeaenax Maccol

Vitamin B2 (riboflavin) /
Butamun B2(pnbodnasuH)

14mg/1,4wmr

weighed in /
B npeaenax Maccol

Vitamin B1 (thiamine) (as thiamine nitrate) /
ButamuH Bl (tnamuH) (8 hopme TMaMUHa
HUTpaTa)

14mg/1,4wmr

weighed in /
B Npeaenax Macchbl

Folate / ®onart
o folic acid / ¢ponuesas kucnota
e L-methylfolate / L-meTundonat
(as Calcium salt L-methylfolate ) /
(B dopme L-MmeTundonat kanbums)

400 ug / Mkr
e 200 pg / Mkr
e 208 pg / Mkr (equal to
200 pg folic acid) /
(coorBercrByer 200 MKr
donueBoi KUCNOTbI)

weighed in / 8 npeaenax
Maccol
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Quality and Safety Certificate / CepTudukar kauecrsa u 6esonacHocTi

CAT. NO. / KAT. N?
81757758

17.03.2022

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun

BATCH / CEPUA
2042C60104
BATCH SIZE /OBbEM NAPTUU

31.392 Packs / ynakosok

Production date: / [lata usrotoenexus:
Expiry date: / Cpok rogHocTu:

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

XpaHuTb B CYXOM, HEAOCTYNHOM AN AeTeil MecTe Npu TeMnepaType He Bbiwe 25C

DD.MM.YYYY/HYucno,mecau, ron

729 mg film coated tablets and 746 mg capsules / Tabnerky, NOKpLITbLIE NNEHOYHON
060n04KOK, Maccon 729 Mr u Kancynbl Maccow 746 mr

12.2021 /Mecsau, roa
12.2023 /mecsu, roa

Butamun B12 (umaHoko6anamMuH)

4.5 ug/ 4,5 mkr

Iodine (as potassium iodide) / weighed in /

WNoa (8 dopme kanusa noauaa) oIl L B Npeaenax Maccol
- weighed in /

Biotin / 6M0OTHH 40 pg / 40 mkr B APEENax Macch!

Vitamin B12 (cyanocobalamin) / weighed in /

B npeaenax Maccbl

mg / kg, not more than

Toxic elements/ mg / kg
Mr/ Kr, He 6onee ueMm

TOKCUUHbIE 3AIEMEHTbI £Kr, Mr / kr

Lead / CeuHeu not more than 5.0 / He 6onee yem 5,0 [0.1/0,1

Cadmium/ Kagmuit not more than 1.0 / He 6onee uem 1,0 0.2/0,2

Arsenic/ MblWwbsAkK

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

Mercury/ PtyTb

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

< 0.005 / < 0,005

Pesticides/
Necruunabi

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

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MeposB rekcaxnopuvknorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AnxnopanderRnnTpUXNopaTaH u ero
MeTabonuTbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapvH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonorunuyeckve noKasarenm

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 10* cfu/g /
He Gonee yem 5 x 10* KOE/r

< 10 CFU/g/
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /

bakTepuu rpynnbl KMWe4yHou nanodyku B 0,1 r

not permitted /
He A0oNyCcKaTCs

not detected /
He OBHapyxeHbl

E.coliin 19/
E.coliBlr

not permitted /
He AaonyckaeTca

not detected /
He o6HapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHble MMKPOOPraHu3Mebl, B.T. 4.
Salmonellas, B 10 r

not permitted /
He AonycKaloTcs

not detected /
He o6HapyXeHbl
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Quality and Safety Certificate / CepTtudmkar xauecrsa n 6esonacHocTu

17.03.2022
DD.MM.YYYY/4ucno,mecsy, roa

CAT. NO. / KAT. N2
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ OEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NIEHOYHON
060n0o4Koi, Maccon 729 Mr n Kancynbl Maccoin 746 mMr

Russia/ Poccun

BATCH / CEPMA
2042C60104
BATCH SIZE /OBbEM NAPTUN

Production date: / lata usrotosneHus: 12.2021 /mecsu, roa

Expiry date: / Cpok rogHocTh: 12.2023 /mecsu, roa

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

31.392 Packs / ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANs AeTei MecTe Npu TeMnepaTtype He Bobiwe 25°C

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

Nnecenun (Bkniouas apoxoku), KOE/r He Gonee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE OJAHHBIE KAMCYNbI TPEBOBAHUA PE3YNbTATDI

Description / Onucanue

Appearance /
BHewHui Bua

Oval clear natural capsules
containing a red suspension /
OBasnbHblE NPO3payHbIe Kancynbl
€CTeCTBEHHOrO UBETa,
coaepxalme CyCcrneH3nio KpacHoro
uBeta

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Physical tests /
UcnbiTaHue dusnyecknx ceoiicrs

Mean weight /
CpenHas Macca

capsule mass: 708 - 783 mg /
Macca kancynbel: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanonHeHus: 510 - 564 mMr

738 mg / 738 mr

528 mg / 528 wmr

Individual weight /
WHuavBuayansHas macca

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

meets the requirements /
cooTBeTcTBYET Tpe6oBaHNAM

Composition / Cocras

One capsule at least contains the following:
OAaHa kancyna CoaepXUT Kak MMHUMYM cneaytowee:

Docosahexaenoic acid (DHA) /
Joko3arekcaeHoBasa kucnota (ArNK)

200-244 mg / mr

218 mg / 218 mr

Lutein
JliotenH

9-10 mg/ Mr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YUCno oKMUCNEHUs (COOTBETCTBYET KUCNOTHOMY | He 6onee ueM 4,0 Mr KOH/r 0,0 mMr KOH/r
uncny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meq/kg /
NepekucHoe uncno He 6onee 10,0 Oz M3ks/Kr 2 M3kB/Kr

P&G Health Austria GmbH & Co. OG
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Quality and Safety Certificate / Ceprucdpukar kauecrsa n 6esonacHocTu

&

17.03.2022

DD.MM.YYYY/Hucno,mecau, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHMWE

81757758

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NAEHOYHON

060N04KOM, Maccoin 729 Mr n Kancynbl Maccoin 746 mr

BATCH / CEPUA Production date: / flata usrotosneHus: 12.2021 /mecau, roa

2042C60104 Expiry date: / Cpok rogHOCT!: 12.2023 /mecsu, roa

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

than 25°'C/

31.392 Packs / ynakoBok XpaHuTb B CyXOoM, HEAOCTYNHOM ANA AeTel MecTe Npu Temnepatype He Bbiwe 25C
Toxic elements/ mg / kg, not more than mg / kg
TOKCHUYHBIE 21EMEHTb] Mr / kr, He 6onee Mr / Kr

. 0.0/0,0
Lead / Caurew not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuit 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
s mg / kg , not more than
Pesticides/ Mr / kr, He 6onee :1'_9 / Kkrg
MecTruunabt
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/ 0,0
CyMMa U30MEepOB reKCax1opumMKnorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0

BuxnopandeHnnTpuxnopaTtaH y ero
Metabonutbl

He 6onee 0,1

Aldrin/ Angpun

less than or equal to 0.002 /
MeHbwe unn pasHo 0,002

0.001/ 0,001

Heptachlor/ Fentaxnop

less than or equal to 0.002 /
MeHbwe nnu pasHo 0,002

0.001/ 0,001

Diossina (calculation into fat) /

not more than 0.000002 /

ANOKCUHBI (B NnepecueTe Ha Xup) He Gonee 0.000002 0

Polychloric bephenyl / not more than 3.0 / 0.1/0,1

MonnxnopupoBaHHble udeHnnsbl onceIo ) g

R - Bq / kg, not more than
Radioactivity/ Bq / kg
Bk / kr, He 6onee ueM

PaanoakrMeHOCTb L Bi / kr

Cesium-137 / Ue3nii-137 not more than 130 / He 6onee 130 10

Strontium-90 / CTpoHumit-90 not more than 100 /He 6onee 100 0
P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTu

17.03.2022
DD.MM.YYYY/4Yucno,mecsu, roa
CAT. NO. / KAT. N? DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®PEMUBUOH® 2
Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTky, NOKPLITLIE NNEHOYHON
060104KON, MACCoi 729 Mr M Kancynbl Maccoi 746 mr
BATCH / CEPMSA Production date: / flata uarotosnenus: 12.2021 /mecau, roa
2042C60104 Expiry date: / Cpok rogHocTu: 12.2023 /mecau, roa
BATCH SIZE /OBbEM NAPTUMU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
31.392 Packs / ynakoBok XpaHWUTbL B CYXOM, HEAOCTYNHOM AN AeTeil MecTe Npu TeMnepaTtype He Bbiwe 25C

Microbiological indices/
Mukpobuonormueckue nokasarenm

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfulg/
KMA®AHM KOE/r He 6onee 5 x 10* KOE/r <10 KOE/r
Bacteria of colon bacillus groups in 0.1g / not permitted / not detected /
BakTepuu rpynnb! kuweyHoi nanoyku B 0,1 r | He Aonyckaiotcs He 0GHapyXeHbl
E.coliin 1g/ not permitted / not detected /
Ecoliglr He AonycKaeTcs He o6HapyxeHa

. . . not detected /
Pathogenic microorganisms, " J

itt
Salmonellas inclusive in 10 g / not permitted /
He O6HapYyXeHb!

MNaToreHHble MUKPOOPraHUaMel, B.T.u. He AoNyCKaKoTCS

Salmonellas, 8 10 r

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

S.aureusB1,0r He gonyckaercs He obHapyxeHa

Yeast, Moulds cfu/g / not more than 100 cfu/g / < 10 cfu/qg/

Mnecenu, Apoxoku, KOE/r He 6onee 100 KOE/r < 10 KOE/r
Grihér Katrip”/

Date of release / [lata Bbinycka

17, Marz 2027 1l (a9
DD.MM.YYYY / Yucno, mecal, roa Mag. Katfin Grube
Release office / qéna paspeweHus

4

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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SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION i

Product Description:
FEMIBION Il 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2042C60104

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

29 DEC 2021 DEC 2023

Lot Quantity: Unit of Measure:
31,392.00 IT

Marketing Authorization No: Inspection Lot No:

NOT APPLICABLE 040037187859

Batch No: 0009290342, Manufacturing Date:29.12.2021

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021

GDP certificate number 483031

Packaging Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20-22, 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:
Mag. Katrin Gruber (DN4228) / Qualified Person 15.03.2022

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 15.03.2022

PeG

Package Size:
28

Package Type:

blisters
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