&

Quality and Safety Certificate / CepTruduxkar kauecrsa n 6esonacHocru

CAT. NO. / KAT. N?
81757758

-26.08.2022 = =
DD.MM.YYYY/4ucno,mecsau, roa

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBNOH® 2

Russia/ Poccun

BATCH / CEPUA

2201C60105

BATCH SIZE /OBbBEM NAPTUU
than 25C/

32.373 Packs / ynakoBoK

Production date: / [laTa M3rotoBneHus:
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 / TabneTkn, NOKPbLITbIE NNEHOYHON
o6onoukon, Maccon 729 Mr 1 Kancynbl Maccon 746 mr

05.2022 /mecsu, roa,
05.2024 /mecsu, roa

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTen MecTe Npu TeMnepaTtype He Bbiwe 25'C

ANALYTICAL DATA TABLETS/
AHANTUTUYECKUE AAHHDBIE TABNETKWU

REQUIREMENTS
TPEBOBAHUA

RESULTS
PE3VJ/IbTATDH!

Description / Onucauue

Appearance / BHewHuni Bua

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

OBanbHble, ABOAKOBLINYKbIE
TabneTku, NOKPLITbIe NNEHOYHON
o6onoykoin, ot 6enoro 4o NoYTK
6enoro ugeta

meets the requirements /
cooTBeTCTBYEeT TpeboBaHMAM

Physical tests /
UcnbiTaHne dusnyeckux cBONCTB

Mean weight / CpeagHas Macca

729.0 mg = 4 %/ 729,0 Mr £ 4 %

729.6 mg / 729,6 mr

Individual weight /
NHavnemayanbHas macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B cooTs. C EBp. ®apMm.

meets the requirements /
cooTBeTCTBYyeT TpeboBaHUAM

Composition / Cocras

KonwunyecTeax::

One film coated tablet at least contains the following vitamins and trace element:
OaHa TabneTtka, NOKPLITas MIEHOYHOW 060NOYKON, COAEPXKUT Cneayowmne BUTaMUHb! U SNEMEHTbI B CNeAOBbIX

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

weighed in /

Butamun C (Ackop6uHOBas KUCNOTa) 55 mg/ 55 mr B Nnpeaenax Macchbl
(B hopMe kanbuus ackopbarta)
Nicotinamide / Hukotunamug 15mg/ 15 mr weighed in /

B npeaenax MaccChbl

Vitamin E (as dl-a-tocopherol acetate) /
ButamuH E (B8 dopme dl-anbda-Tokodepona
auerara)

48 mg/ 4,8 Mr

weighed in /
B npeaenax Macchbt

Pantothenic acid (as calcium pantothenate) /

weighed in /

ButamuH B6 (nupnaokcuH) (8 hopme
NUPUAOKCUHA r’MAPOXNopuaa)

MaHTOTEeHOBas kKUCcNoTa (B popMe Kanbuma 6mg/6mMr

naHToTeHaTa) B nNpeaenax Macchbl
Vitamin B6 (pyridoxine) (as pyridoxine

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

B Npeaenax Macchbl

Vitamin B2 (riboflavin) /
ButamuH B2(pubodnasuH)

14mg/1,4wmr

weighed in /
B Npesenax Macchbl

Vitamin B1 (thiamine) (as thiamine nitrate) /
Burtamun B1 (TnamuH) (B popme TMaMmHa
HUTpaTa)

i4mg/1,4wmr

weighed in /
B Npegenax Macchl

Folate / ®onat
o folic acid / donueBas kucnora
e L-methyifolate / L-meTundonar
(as Calcium salt L-methylfolate ) /
(B ¢opme L-MeTundonat kanbuus)

400 pg / Mkr
e 200 ug / Mkr
« 208 ug / MKr (equal to
200 pg folic acid) /
(coorsercrByer 200 MKr
donneBo# KUCNOTLI)

weighed in / B npeaenax
Macchbl
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&

Quality and Safety Certificate / CepTtu¢gpukar kauecrsa n 6esonacHocTn

26.08.2022

DD.MM.YYYY/4ucno,mecau, roa

CAT. NO. / KAT. N2 DESIGNATION/ HAMMEHOBAHMUE

81757758

FEMIBION® 2/ ®EMUBUOH® 2
Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKpbITbIE NNEHOYHOM

o6onoukoil, Maccoin 729 Mr n Kancynbt Maccoi 746 mr

BATCH / CEPNA Production date: / flaTa n3rotoBnenus: 05.2022 /mecsau, roa,
2201C60105 Expiry date: / Cpok roaHocTu: 05.2024 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25'C/
32.373 Packs / ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTell MecTe Npu TeMnepartype He Boiwe 25C
lIodine (as potassium iodide) / weighed in /
WNopa (B cbopMe kanus noanaa) UL B npeaenax Maccol
- weighed in /
Biotin / 6noTuH 40 pyg / 40 mkr B NpEeNnax Macchl
Vitamin B12 (cyanocobalamin) / weighed in /

ButamMuH B12 (unaHoko6anamuH)

4.5 ug/ 4,5 mkr

B Npegenax MaccChb!

Toxic elements/

TOKCUYHbLIE NIEMEHTbDI!

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

mg / kg
Mr / kr

Lead / CBuHey

not more than 5.0 / He 6oneeyem 5,0 | 0.1/0,1

Cadmium/ Kaamuin

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

Arsenic/ MblWwbsikK

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/
Oecruunasl

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

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumnknorekcaHa

not more than 0.1/
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AunxnopandeHnnTpuxnopataH v ero
meTabonuTtbl

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ AnapuH

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

< 0.001 /< 0,001

Heptachlor/ Fentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpobuonornyeckue 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 /
BakTtepuu rpynnel KMWEeYHon nanoukn 8 0,1 r

not permitted /
He AonycKalTes

not detected /
He 06HapyXeHbl

E.coliin 1g/
E.colislr

not permitted /
He AONyCKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
NaToreHHbIe MUKPOOPFraHU3Mbl, B.T.Y.
Salmonellas, B 10 r

not permitted /
He AonycKalTcs

not detected /
He O6HapyXeHbl
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Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / CepTtudpukar kavecrsa n 6esonacHocTun

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2201C60105
BATCH SIZE /OBbEM NAPTUU

_26.08.2022
DD.MM.YYYY/"ucno,mecau, roa
DESIGNATION/ HAUMEHOBAHWE

FEMIBION® 2/ PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTtku, NOKPbLITbIE NNEHOYHOK
060N04KON, Maccoin 729 Mr u Kancynbl Maccoin 746 mr

Production date: / lata usrotosneHus: 05.2022 /mecsau, ron
Expiry date: / Cpok rogHocTu: 05.2024 /mecsu, rog
Store in a dry place, not available for children, under the room temperature not more

than 25C/
32.373 Packs / ynakoBok

XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTel MecTe Npu TemnepaTtype He sbiwe 25°C

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

Nnecenu (Broyas apoxoku), KOE/T He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKUE AAHHBIE KANCYNbI TPEBOBAHMUA PE3YNbTATbDI

Description / Onucanue

Appearance /
BHewHwWit BUA

Oval clear natural capsules
containing a red suspension /
OBarnbHblE NPO3payHble Kancynbl
ecTecTBeHHOro LBeTa,
coaepaume CyCneH3unto KpacHoro
usera

meets the requirements /
cooTBeTCTBYET TpebosBaHUAM

Physical tests /
UcnbiTaHue dranyecknx cBOUCTB

Mean weight /
CpeaHan Macca

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

739 mg/ 739 mr

534 mg/ 534 wmr

Individual weight /
UHauBMAYansHas Macca

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

meets the requirements /
cooTBeTcTByeT TpeboBaHUSAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna CoaepXuT Kak MMHUMYM cneayiowee:

Docosahexaenoic acid (DHA) /
Jdoko3arekcaeHosas kucnota (ArK)

200-244 mg / mr

221 mg/ 221 mr

Lutein
JotenH

9-10 mg/ mr

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 KUCNOTHOMY | He 6onee uem 4,0 Mr KOH/r 0,0 mr KOH/r
yncny)

Peroxide number / not more than 10.0 meq Oz/kg / 1 meq/kg /
NepekucHoe uncno He 6onee 10,0 O2 MIkB/KI 1 M3kB/Kr

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

&

26.08.2022

DD.MM.YYYY/Uucno,mecau, rog

CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHME

81757758

FEMIBION® 2/ YEMWBUOH® 2

Russia/ Poccusa 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON
060/104KOM, Maccor 729 Mr n Kancynbl Maccon 746 mr

BATCH / CEPUA Production date: / laTta u3rotosneHus: 05.2022 /mecsu, rog

2201C60105 Expiry date: / Cpok rogHOCTH: 05.2024 /mecau, roa

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

than 25°C/

32.373 Packs / ynakoBOK XpaHuTb B CYXOM, HEAOCTYMHOM AN AeTeil MecTe Npu TemnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
TOKCUYHbIE 3N1EMEHTbI Mr / kr, He 6onee Mr/ kr

not more than 1.0 / He 6onee 1,0 0.0/0,0
Lead / CeuHeu
. " not more than 0.2 / He 6onee 0,2 0.0/0,0
Cadmium/ Kaamwii
. not more than 1.0 / He 6onee 1,0 0.0/0,0
Arsenic/ MbilwbsK
Mercury/ PTyTh not more than 0.3/ He 6onee 0,3 0.0/0,0
e mg / kg , not more than
Pesticides/ Mr / kr, He 6onee :\rg / Kkrg
MecTnunab)
Sum of isomers of hexachlorocyclohexane / not more than 0.1 / 0.0/0,0
CyMMa M30MEpOoB rekcaxniopumnknorekcata He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
RuvxnopandeHmnnTpuxnopatar u ero He 6onee 0,1
meTabonurbl
less than or equal to 0.002 /
. 0.001 / 0,001
Aldrin/ AngpuH MeHbiue unu pasHo 0,002
| h .
Heptachlor/ Fentaxnop DL IICIRCE L RO 0.001/ 0,001
MeHbwe wnu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 0
[OnoKcKuHb! (B NepecyeTe Ha Xup) (e 10)
Polychloric bephenyl / not more than 3.0 / 0.1/01
MonnxnopnpoBaHHble 6udeHnnbl He 6onee 3,0
. . . Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee ueM
PaauoaKTMBHOCTb / ws Bx / kr
Cesium-137 / Ue3un-137 not more than 130 / He 6onee 130 10
Strontium-90 / CTpoHuMit-90 not more than 100 /He Gonee 100 | 0

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / CepTudmkar kauecrsa n 6e3onacHoOCTH

CAT. NO. / KAT. N2
81757758

Russia/ Poccus

BATCH / CEPUA
2201C60105
BATCH SIZE /OBbEM NAPTUN

32.373 Packs / ynakoBok

26.08.2022
DD.MM.YYYY/Yucno,Mmecau, roa

DESIGNATION/ HAUMEHOBAHME

FEMIBION® 2/ ®EMUBUNOH® 2
729 mg film coated tablets and 746 mg capsules / Tabnetkun, NOKPLITLIE NNEHOUHON
060N04YKON, MAaccon 729 Mr u Kancynbsl Maccon 746 mr

Production date: / Qlata u3roroeneHus: 05.2022 /mecsu, rog

Expiry date: / Cpok roqHoCTu: 05.2024 /mecsu, rog

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

XpaHuTb B CyXOM, HEAOCTYMNHOM AN AeTen MecTe Npu TemnepaTtype He Bblwe 25'C

Microbiological indices/

Mukpo6uonornueckue nokasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

<10 cfu/g/
<10 KOE/r

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

not detected /

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

not permitted /
He A0onyCcKalTcA

He o6HapyxXeHbl

E.coliin 1g /
E.colislr

not permitted /
He aonycKaeTcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g /
MaToreHHble MUKPOOPraHU3Mbl, B.T. 4.
Salmonellas, 8 10 r

not permitted /

He A0NYCKAaKTCA

not detected /

He O6HapyXeHb!

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

not permitted /
He aonyckaertcsa

not detected /
He obHapyxeHa

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

not more than 100 cfu/g /

<10 cfu/g/
<10 KOE/r

Date of release / [lata Bbinycka

2 6, Aug. 2022

He 60164 190 KPE/r/

/

DD.MM.YYYY / Yucno, mecau, roa

Mag. DI Thorhas Unteregger *

Release office / otgena 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

Rechtsform: Offene Gesellschaft (OG)
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 .
Statement of Conformity

Brand Name:

FEMIBION Il

Product Description: Batch Number:
FEMIBION Il 28CT RU 2201C60105

Importing Country: Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Iltem No:
81757758 81757758

Date of Manufacturing: Expiration Date:

05 MAY 2022 MAY 2024

Lot Quantity: Unit of Measure:
32,373.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037430643

Bulk batches consumed in the reported Batch Code:

Batch No: 0011329218, Manufacturing Date:05.05.2022

Manufacturing Site:

P&G Health Austria GmbH & Co. OG

Ho6sslgasse 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

Hésslgasse 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:
Larissa Hermann, MSc. (DN4429) / QA expert for  25.08.2022
food supplements

This document was signed electronically and is valid without signature.

Printed by: DN4429 Print Date: 25.08.2022

PeG

Package Size:
28

Package Type:

blisters
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