&

Quality and Safety Certificate / CepTtucdmkar kauecrsa n 6esonacHocTu

28.03.2022
DD.MM.YYYY/Yucno,mecsu, roa
CAT. NO. / KAT. N°
81757758

DESIGNATION/ HAUMEHOBAHUE

FEMIBION® 2/ ®EMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbLITLIE NNEHOUHON
o60nouKoi, Maccor 729 Mr u kancynsl Maccon 746 mr

Russia/ Poccun

BATCH / CEPUA
2063C60105
BATCH SIZE /OBbEM NAPTUN

Production date: / laTta u3rotosneHus: 02.2022 /mecsau, roa
Expiry date: / Cpok roaHocTu: 02.2024 /Mecsu, roa
Store in a dry place, not available for children, under the room temperature not more

than 25'C/
30.189 Packs/ ynakoBok

XpaHuTb B CyXOM, HEAOCTYNHOM ANA AeTen MecTe nNpu Temnepartype He Bolwe 25°C

ANALYTICAL DATA TABLETS/
AHAJTUTUYHECKMNE AAHHDIE TABJNIETKH

REQUIREMENTS
TPEGOBAHURA

RESULTS
PE3YNbTATbHI

Description / Onucanue

Appearance / BHewHuin Bna

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

OBanbHble, ABOAKOBbINYK/biE
Tabnerku, NOKPLITbIE NAEHOYHON
o6onoukoi, oT 6enoro 4o NoYTH
6enoro useta

meets the requirements /
cooTBeTCTBYET TPpeboBaHMAM

Physical tests /
HcnbiTanue pu3nvyecKux CBOMUCTB

Mean weight / CpeaHsas macca

729.0mg £ 4 %/ 7290 Mr £ 4 %

7249 mg / 724,9 mr

Individual weight /
UHavemayansHas Macca

+ 5%, acc. to Ph. Eur. /
+ 5%, B c00OTB. C EBp. ®apM.

meets the requirements /
COOTBETCTBYET TpeboBaHUAM

Composition / Cocras

One film coated tablet at least contains the following vitamins and trace element:
OpaHa Tabnetka, NOKPbITas NAEHOYHON 060N0UKON, COREPKUT Cneayiowmne BUTAMUHbI U SNEMEHTbI B CNeAOBbIX

KONMYecTeax::

Vitamin C (Ascorbic acid) (as calcium

ascorbate) / weighed in /
ButamuH C (AckopbuHOBas KUCNOTA) 55mg/ 55 mr B Npeaenax Macchbl
(8 ¢popmMe kanbuus ackopbarta)

Nicotinamide / HukotunHamua 15mg/ 15 mr weighed in /

B Npeaenax Macchbl

Vitamin E (as dl-a-tocopherol acetate) /
Butamun E (8 dopme dl-anbda-Tokodepona
auerara)

48mg/ 4,8 mMr

weighed in /
B Npeaenax Maccol

Pantothenic acid (as calcium pantothenate) /

weighed in /

HuTparta)

NaHToTEHOBaA KMCNoTa (B popMe Kanbuua 6mg/6mMr

naHToTeHaTa) B Npeaenax Maccol
Vitamin B6 (pyridoxine) (as pyridoxine

hydrochloride) / weighed in /
ButamuH B6 (nupuaokcuH) (B popme 1.9mg/1,9mr B Npeaenax Macchb!
NMUPUAOKCUHA rnapoxnopuaa)

Vitamin B2 (riboflavin) / weighed in /
Butamud B2(pnbodnasuH) 1.4mg/1,4mr B Npeaenax Macchbl
Vitamin B1 (thiamine) (as thiamine nitrate) / weighed in /
Butamun Bl (TnamuH) (B hopme TMamuHa 14mg/1,4mr 9

B npeaenax MaccChb!

Folate / ®onat
o folic acid / ¢ponmesas kucnorta
e L-methylfolate / L-meTunconar
(as Calcium sait L-methylfolate ) /
(8 dpopmMe L-meTundonat Kanbums)

400 pg / Mkr
e 200 ug / Mkr
« 208 ug / MKr (equal to
200 pg folic acid) /
(coorBercrayer 200 mkr
cponneBoit KNCNOTbI)

weighed in / B npeaenax
Macchbl

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / CepTtudukar kauecrsa u 6e3onacHocTn

28.03.2022

CAT. NO. / KAT. N2 DESIGNATION/ HAMUMEHOBAHUE

81757758

FEMIBION® 2/ PEMUBUOH® 2

Russia/ Poccun 729 mg film coated tablets and 746 mg capsules / TabneTkun, NOKPbITbIE NNEHOYHON

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

060n0uKOi, Maccoit 729 Mr 1 Kancynbl Maccoit 746 mMr

BATCH / CEPUA Production date: / flaTa uarotosnexus: 02.2022 /mecsu, roa
2063C60105 Expiry date: / Cpok roaHocTu: 02.2024 /mecsu, roa
BATCH SIZE /OBbEM NAPTUU Store in a dry place, not available for children, under the room temperature not more
than 25°C/
30.189 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYMHOM ANA AeTer MecTe Npu TeMnepaType He Bbiwe 25C
Iodine (as potassium iodide) / weighed in /
Nop (B popmMe kanua uoamaa) ST UL B Npeaenax Maccbl
- weighed in /
Biotin / 6uoTHH 40 ug / 40 mMkr B Npenenax Maccht
Vitamin B12 (cyanocobalamin) / weighed in /
ButaMuH B12 (unaHoko6anamuH) 4.5ug / 4,5 mkr 8 nNpeAenax Macchi

Toxic elements/

TOKCUYHBIE 2NIEMEHTDI

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

mg / kg
Mr / Kr

Lead / CBuHeu

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

Cadmium/ Kagmuin

not more than 1.0 / He Gonee uem 1,0 0.1/0,1

Arsenic/ MullwbakK

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/
NecTuunabl

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

mg / kg
Mr / xr

Sum of isomers of hexachlorocyclohexane /
CyMMa M30MepoB rekcaxnopumkniorekcaHa

not more than 0.1 /
He 6onee 0,1

< 0.005 /< 0,005

Dichlorodiphenyltrichloroethane and its
metabolites /
AuxnopandeHnnTpuxnopaTaH U ero
MeTabonuThb!

not more than 0.2 /
He 6onee 0,2

< 0.005 /< 0,005

Aldrin/ Anaput

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

< 0.001 /< 0,001

Heptachlor/ Frentaxnop

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

< 0.001 /< 0,001

Microbiological indices/
Mukpo6uonoruyeckue nNoKasarenu

QMAFANM cfu/g /
KMA®AHM KOE/r

not more than 5 x 104 cfu/g /
He 6onee yeM 5 x 10* KOE/r

< 10 CFU/g /
< 10 KOE/r

Bacteria of colon bacillus groups in 0.1g /
Bakrepun rpynnbl KMweyHoi nanoyku B 0,1 r

not permitted /
HE AOoMyCKalTCa

not detected /
He 06HapyXeHbl

E.coliin 1g /
E.colislr

not permitted /
He ponyckaertcs

not detected /
He obHapyxeHa

Pathogenic microorganisms,
Salmonellas inclusive in 10 g/
MNaToreHHbIe MUKPOOPFanU3Mbl, B.T.Y.
Salmonellas, 8 10 r

not permitted /
He AoNYyCKaloTCA

not detected /
He O6HapyXeHbl
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&

Quality and Safety Certificate / CepTudukar kauecrsa n 6esonacHocTn

CAT. NO. / KAT. N2
81757758

28.03.2022

DD.MM.YYYY/Uucno,mecsau, roa

DESIGNATION/ HAMMEHOBAHWE

FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccus

729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE MNEHOYHON

060nouKon, Maccoit 729 Mr u Kancynbl Maccoi 746 mr

BATCH / CEPUA

2063C60105

BATCH SIZE /OBbEM NAPTUU
than 25C/

30.189 Packs / ynakoBok

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

02.2022 /mecau, rop,
02.2024 /mecau, roa

XpaHuTb B CYXOM, HEAOCTYMHOM ANg AeTel MecTe Npu TemnepaTtype He Bblwe 25'C

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

NneceHu (BKkntouas apoxku), KOE/r He 6onee 100 KOE/r < 10 KOE/r
ANALYTICAL DATA CAPSULES/ REQUIREMENTS RESULTS
AHANMUTUYECKWUE NAHHLIE KANCYbI TPEBOBAHMNA PE3Y/NIbTATDI

Description / Onucanue

Appearance /
BHewHuit Bug,

Oval clear natural capsules
containing a red suspension /
OBanbHble NPo3padHble Kancynbl
eCTeCTBEHHOro uBeTa,
coaepxalline CyCneH3uio KpacHoro
uBeta

meets the requirements /
COOTBETCTBYET TPE6OBAHUAM

Physical tests /
UcnsbiTatHue dnsnuecknx CBONCTB

Mean weight /
CpenHsas macca

capsule mass: 708 - 783 mg /
macca kancynel: 708 - 783 mr
filling mass: 510 - 564 mg /
Macca HanosnHexHus: 510 - 564 mr

750 mg / 750 mr

536 mg / 536 mMr

Individual weight /
UuausuayanbHas Macca

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

meets the requirements /
COOTBETCTBYET TPe6oBaHUSAM

Composition / Cocras
One capsule at least contains the following:

OaHa Kancyna coaepXuT Kak MMHUMYM cneayioulee:

Docosahexaenoic acid (DHA) /
Loko3arekcaeHoBas kucnota (ArK)

200-244 mg / mr

222 mg / 222 mr

Lutein
JliotenH

9-10 mg/ mMr

9mg/9wmr

Oxidation number (corresponds to acid
number) /

not more than 4.0 mg KOH/g /

0.0 mg KOH/g /

YWUCNO OKUCAEHWS (COOTBETCTBYET KMCNOTHOMY | He 6onee uem 4,0 mr KOH/r 0,0 Mr KOH/r
uuecny)

Peroxide number / not more than 10.0 meq Oz/kg / 2 meq/kg /
MNepeknucHoe Ynucno He 6onee 10,0 O2 MIKkB/KI 2 MOKB/Kr

P&G Health Austria GmbH & Co. OG
Hoésslgasse 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 / Ceptudpmkar kauecresa n 6esonacHocTu

28.03.2022
DD.MM.YYYY/Hucno,mecsau, roa
CAT. NO. / KAT. N2 DESIGNATION/ HAUMEHOBAHUE
81757758
FEMIBION® 2/ ®EMUBUOH® 2

Russia/ Poccua 729 mg film coated tablets and 746 mg capsules / TabneTku, NOKPbITbIE NNEHOYHON

060104KON, Maccon 729 Mr U Kancynbl Maccoi 746 mMr

BATCH / CEPUA Production date: / flaTa narotoBneHus: 02.2022 /mecau, rog

2063C60105 Expiry date: / Cpok rogHoCTK: 02.2024 /mecau, roa

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

than 25C/

30.189 Packs/ ynakoBok XpaHuTb B CYXOM, HEAOCTYNHOM ANA AeTer MecTe nNpu TemnepaTtype He Bbiwe 25°C
Toxic elements/ mg / kg, not more than mg / kg
ToKcuuHble 3/IeMeHTbI Mr / kr, He 6onee Mr / kr

. 0.0/0,0
Lead / Caurey not more than 1.0 / He 6onee 1,0 /
. 0.0/0,0
Cadmium/ Kaamuii not more than 0.2 / He 6onee 0,2 /
. 0.0/0,
Arsenic/ Muiwbsik not more than 1.0 / He 6onee 1,0 /0,0
Mercury/ PTyTb not more than 0.3/ He 6onee 0,3 0.0/0,0
- mg / kg , not more than
Pesticides/ Mr / xr, He 6onee :rg / Kl:_g
MecTuunanl
Sum of isomers of hexachlorocyclohexane / not more than 0.1/ 0.0/0,0
CyMMa 1M30MepoB rekcaxsiopumnknorekcaHa He 6onee 0,1
Dichlorodiphenyltrichloroethane and its
metabolites / not more than 0.1/ 0.0/0,0
AnxnopandeHUNTpUxnopaTaH u ero He 6onee 0,1
MeTabonuTh!
less than or equal to 0.002
. . / 0.001 /0,001
Aldrin/ AngpuH MeHble nnu pasHo 0,002
| h .002
Heptachlor/ lentaxnop SEIEID GG / 0.001 /0,001
MeHbwe unu pasHo 0,002
Diossina (calculation into fat) / not more than 2 / 2
AnokcuHbl (B NnepecyeTe Ha Xup) N e
Polychloric bephenyl / not more than 3.0/ 0.1/01
NonuxnopuvposaHHble 6ucdeHunbl He Gonee 3,0
. - Bq / kg, not more than
Radioactivity/ ’ Bq / kg
Bk / kr, He 6onee ueM
PaanoakTMBHOCTb / wrs Bk / Kr
Cesium-137 / Lle3un-137 not more than 130 / He 6onee 130 | < 10
Strontium-90 / CTpoHumit-90 not more than 100 /He 6onee 100 | < 0.9

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)
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&

Quality and Safety Certificate / CepTudmnkar kauecresa n 6esonacHocTu

CAT. NO. / KAT. N2
81757758

Russia/ Poccun

BATCH / CEPUA
2063C60105
BATCH SIZE /OBBEM NAPTUW

30.189 Packs/ ynakoBok

28.03.2022
DD.MM.YYYY/Yucno,mecau, roa

DESIGNATION/ HAMUMEHOBAHUE

FEMIBION® 2/ ®PEMUBUOH® 2
729 mg film coated tablets and 746 mg capsules / TabneTkn, NOKPLITLIE MNIEHOYHOM
o6onoukoi, Maccoit 729 Mr v Kancynbl Maccoit 746 mMr

Production date: / QaTta u3rotoBnexvs: 02.2022 /mecsau, roa

Expiry date: / Cpok rogHocTu: 02.2024 /mecsu, rog

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

XpaHuTb B CYXOM, HEAOCTYNHOM ANS AeTei MecTe Npu TemnepaTtype He Bbiwe 25C

Microbiological indices/

Muxkpob6uonoruueckue noxkasarenu

QMAFANM cfu/g / not more than 5 x 10* cfu/g / <10 cfu/g/
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 /
BakTepvn rpynnbl KUuweyHoi nanouku B 0,1 r | He AonyckatoTes He 06HapyXeHbi
E.coliin 1g / not permitted / not detected /
E.coligslr He Aonyckaercs He obHapyxeHa

Pathogenic microorganisms,

Salmonellas, 8 10 r

Salmonellas inclusive in 10 g /
NaToreHHbIE MUKPOOPraHU3Mbl, B.T.u.

not detected /
not permitted /

He ob6Hapy KeHb!
He AoNyCKaloTCA

S.aureus, in 1,09/
S.aureus B 1,0r

not permitted / not detected /

He aonyckaeTcs He o6HapyxeHa

Date of release / [laTa Bbinycka

Y
DD.MM.%% ,aiuw,%cnu, roa Mag. Katrin Grub

Yeast, Moulds cfu/g / not more than 100 cfu/g / < 10 cfu/g/
Mnecenun, Apoxkun, KOE/r He 6onee 100 KOE/r < 10 KOE/r
F enib

r
Release office / 'r/ana paspeweHusn

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Page 5 of 5 Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20

SPITTAL A.D. DRAU AUSTRIA

Brand Name:
FEMIBION Ii

Product Description:
FEMIBION 11 28CT RU

Importing Country:

Statement of Conformity

Batch Number:
2063C60105

Dosage Form:

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

NOT APPLICABLE

Brand Code: Contractor Item No:
81757758 81757758

Date of Manufacturing: Expiration Date:

14 FEB 2022 FEB 2024

Lot Quantity: Unit of Measure:
30,189.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037223516

Batch No: 0009795451, Manufacturing Date:14.02.2022

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 24.03.2022

This document was signed electronically and is valid without signature.

Printed by: DN4228 Print Date: 24.03.2022

PeG

Package Size:
28

Package Type:

blisters
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