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Quality and Safety Certificate / CepTudukar kayecTBa u 6€30nacHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccun

09.09.2021
DD.MM.YYYY/Uncromecan, rox

DESIGNATION / HAUMEHOBAHUE
Bion 3/ buou 3

3-layer film coated tablets /3-x cinoiiHble TabneTKH, NOKPHITbIE 0G0IOUKOH

BATCH / CEPUSA
1228C60108 Prod.-date / JlaTa uirorosaenns 19.07.2021 DDMMYY/UYnco, mMecsan, rox
BULK/IIAPTUA Exp.-date / Cpok roanocTn 19.01.2024 DDMMY Y/Unco, Mecan, roa
0007397844
ANALYTICAL DATA REQUIREMENTS RESULTS
AHAJIMTUYECKHE JAHHBIE TPEBOBAHUAA PE3VJIBTATBI

Description / Onucanue

Appearance / BHewunuii Bua

3-layer film coated tablets: white orange,
yellow orange and grayish brown layers /
3-cnofiHble TabneTkH, MOKPHITHIE MIEHOYHOH
o6ostouKoii 6enoro opaHxeBOro, JKenTo-

OPAaHXEBOr'o H CEPOBATO-KOPHYHCBOTO CNIOCB.

meets the requirements
/ ynoBneTBopset
TpeGOBaHHAM

Physical tests /
Hcneitanune pu3nyecknx cpoiicrs

Tablet size / Pazmep Tabnerku

oblong / npononrosatoit opmbI

meets the requirements
/ ynoBneTBopseT
TpeboBaHUAM

Length / Inuna

18+ 0.5mm/ 18 £0,5 mm

meets the requirements
/ ynosnersopser
TpeGoBaHHAM

Thickness / Tonmuna

7.5+03mm/75+0,3 MM

meets the requirements
/ ynosnetsopset
TpeboBaHUAM

Width / lnpuna

82+0.3mm/8,2+0,3 MM

meets the requirements
/ yrosnersopset
TpeGoOBaHHAM

Mean weight / Cpenunii Bec

Specified as/ ycranoBnen xak 1050 mg/mMr
(1029-1071 mg/wmr)

1054.600 mg/wMr

Individual weight / TaausugyansHsiii Bec

+ 5%, acc. to Ph. Eur. /
+ 5%, B coots. ¢ Ph. Eur.

meets the requirements
/ yrosneTBopseT

IMotepu npu cyuike (34 /105°C; B coots. ¢ Ph. Eur.)

TpeboBaHHAM
Hardness (acc. to Ph. Eur.) / Teeprocts
(B coots. ¢ Ph. Eur.) > 60 N/60 H 280N/H
Loss on drying (3h/105°C; acc. to Ph. Eur.) / <49, 25
ey 0 (1]

Disintegration time / Bpems pacnana

< 60 minutes / MUHYT

<28 minutes / MHHYT
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Quality and Safety Certificate / CepTuduxar xauecra u 6e30nacHocTH

09.09.2021

DD.MM.YYYY/Ynucno,mecan, rox
CAT. NO./KAT. Ne DESIGNATION / HAUMEHOBAHHUE
81725417 Bion 3/ buon 3
Russia/ Pocenn 3-layer film coated tablets /3-x coiinbie TabaeTKH, NOKPHITHIE 060IOYKOH
BATCH / CEPHUs
1228C60108 Prod.-date / JIaTa n3roroB/ienunsn 19.07.2021 DDMMYY/UYucno, mecan, rox
BULK/IIAPTHUA Exp.-date / Cpok roanoctn 19.01.2024 DDMMYY/Uscno, Mecsin, rox
0007397844

Composition / Coctas
One film coated tablet at least contains the following vitamins, minerals and trace elements:

Onna nokpeiTas 06on04Ko# TabneTka COAEPKUT KaK MHHHMYM CNeAYIOLIHEe BHTAMHHbI, MHHEPAJIBI H MHHEpaNbHbIE BEILECTBA:

Cholecalciferol / Xonexansundepon

(as dry vitamin D3 equals S pg cholecalciferol) /

(B dopme cyxoro BuTaMHHa D3 cooTBeTCTBYET 5 MKT
Xosekansiudepona)

200 IU/ME weighed in / B3BeLIeHo

Vitamin E / Butamun E
(as dl-a-tocopherol acetate) / 10 mg / Mr weighed in / B3Beweno
(8 ¢popme dl-anbda-toxodeporna aerara)

Thiamine / Tuamuu

(as thiamine nitrate) / (B popMe HUTpaTa THAMHHA) L4 mg / mr weighed in / s3seueno

Riboflavine / Pubo¢naBun 1.6 mg / Mr weighed in / B3BenIeHo

Pyridoxine / ITupugokcun
(as pyridoxine hydrochloride) / 2 mg/ Mr weighed in / B3BeweHo
(B popMe MUPHAOKCHHA THAPOXIOPHAA)

Nicotinamide / HukoTHHaMH I 18 mg / Mr weighed in / B3BelIcHO

Pantothenic acid / [TanToTeHOBas KucI0Ta
(as calcium pantothenate) /

6 mg/ Mr weighed in / B3BemieHo
(B hopMe MaHTOTEHATa KanbLHsA)

Ascorbic acid / AckopbHHOBas KHCOTa
(as calcium ascorbate) / 60 mg/ mr weighed in / B3Be1IEHO
B ¢opme ackopbaTa KajabLHA)

Folic acid / ®onueBan xucnora 200 ug / MKr weighed in / B3BeIlIcHO

Biotin / BuoTuH 150 ug / Mkr weighed in / B3BelIeHO

Cyanocobalamin / [luanko6anamux 1 ug / Mkr weighed in / B3BeIeHO

Calcium / Kansuuii

(as tribasic calcium phosphate equals 90 mg

calcium and 38 mg phosphorus) /

(8 dpopme Tpukansuuiidocdara coorserctayer 90 Mr
kanabiua ¥ 38 Mr doctopa)

90 mg / Mr weighed in / B3Be1eHO

Magnesium / Marxwuii
(as magnesium oxide, heavy) /

45 mg / Mr weighed in / B3BewIeHo
(B popMe oKkcHIA MarHUA TAKEIOTO)

Potassium / Kannii

(as potassium chloride equals 5 mg potassium and
4.5 mg chloride) / (B popme xnopucroro kaaus
COOTBETCTBYET 5 Mr Kanus H 4,5 Mr xnopuia)

5 mg / Mr weighed in / B3BeLIEHO

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
Telefon +43 (0)4762 51 §1-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Page 2 of 4 Landesgericht Klagenfurt FN 168759a
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&

Quality and Safety Certificate / CepTudpukart kauecTBa u 0€30MaCHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccus

BATCH / CEPUA
1228C60108
BULK/IIAPTHUSA
0007397844

DESIGNATION / HAUMEHOBAHUE
Bion 3/ Buon 3

3-layer film coated tablets /3-x cioiinbie TabneTKH, HOKPHITBIE 0GONOUKOMH

Prod.-date / JIaTa u3roros/ieHnsn
Exp.-date / Cpoxk roanoctn

09.09.2021
DD.MM.YYYY/Unucno,mecan, rox

19.07.2021 DDMMYY/Uucno, Mecsn, rox
19.01.2024 DDMMY Y/Uncno, mecsin, roa

Iron / Xeneso

(as dried ferrous sulphate) / 5 mg / Mr weighed in / B3BelIEHO
(B dopme cynbdara xenesa 6e3B0AHOTO)

Zinc / Lunk . .

(as zinc oxide) / (B hopMe okcHia LMHKA) J mg / mr weighed in / s3semieso
Manganese / Mapraneu

(as manganese sulphate monohydrate) / 1.2 mg/ Mr weighed in / B3BeweHo
(8B hopMe MoHOrHApaTa cyab(haTa MapraHua)

Molybdenum / Monn6zen

(as sodium molybdate dihydrate) / 25 ug / Mxr weighed in / B3BeweHo
(B hopMe muruapara MonubaaTa HaTpUs)

Chromium / Xpom

(as chromium chloride hexahydrate) / 25 pg / Mxr weighed in / B3BeLIeHO
(B hopMe rekcaruapara XJa0pHaa XpoMa)

Selenium / Cenex

(as sodium selenate 1% trituration) / 30 nug/ Mkr weighed in / B3BemIeHo
(B dopme cenenata Hatpua 1% nopoiiok)

Iodine / Hon . .

(as potassium iodide) / (B dopme Hoauaa KaHs) a Hg / mxr weighed in / B3semero
Phosphorus / ®ocgop 38 mg / Mr weighed in / B3BeIeHO
Chloride / Xnopun 4.5 mg/ Mr weighed in / B3BelIeHO

Amount of the human strains of viable / Konuuecrno xxn3necnocofHbIX Yen0BeuecKHX LWITAMMOB:

Lactobacillus gasseri

Bifidobacterium bifidum
&
Bifidobacterium longum

kak MuHuMyM 107 KOE

at least 107 cfu/

was weighted in probiotic culture preparation/
B3BEHICHO B Mpenaparax NpoGHOTHYECKUX

KyTBTYp

Toxic elements/ mg / kg, not more than mg / kg
ToxcHusnbie 31eMeNTDb Mr/kr, e Gosee MI/Kr
Lead / Ceunen 1.0/1,0* 0.1
Cadmium/ Kagmuit 0.5/0,5* 0.33
Arsenic/ MpImpak 0.1/0,1** 0.1
Mercury/ Pryth 0.005/0,005*** <0.005

*according to Commission regulation of amending Regulation (EC) No. 1881/2006 as regards heavy metals/ B cooTseTcTBHH
¢ INocranosnennem Komuccnu no usmereHuto Pacnopsikenns (EC) Ne 1881/2006 B oTHOIIEHHH TAKEIBIX METAIIJIOB.

** Adapted from EC Expert Recommendation, SCOOP 2004/ OTperyanpoBaHO B COOTBETCTBHH ¢ DKCIIEPTHBIMH
Pexomennaunamu EC, SCOOP 2004. ***SANCO/1524/2007 (Draft)/, SANCO/1524/2007 (ITpoekr).

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau * Austria
Telefon +43 (0)4762 51 51-0
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&

Quality and Safety Certificate / Cepruduxar kauecTBa n 6€30MaCHOCTH

09.09.2021
DD.MM.YYYY/4ducnomecan, rog
CAT. NO./KAT. Ne DESIGNATION / HAMMEHOBAHUE
81725417 Bion 3/ buon 3
Russia/ Poccus 3-layer film coated tablets /3-x cnoiiubie TabneTKH, MOKPHITEIE 060M0UKOH
BATCH / CEPUA
1228C60108 Prod.-date / laTa u3roToBjieHHs 19.07.2021 DDMMYY/Uncano, Mecsin, roa
BULK /ITAPTHAA Exp.-date / Cpok rognoctn 19.01.2024 DDMMYY/Uncio, Mecsn, roa
0007397844
Pesticides/ mg / kg, not more than mg / kg
MecTuumasi Mr/kr, He GoJiee Mr/Kr
Sum of isomers of hexachlorocyclohexane/ 0.05/0,05 <0.005
Cymma n3omepos I'XUT
Dichlorodiphenyltrichloroethane and its metabolites/ 0.05/0,05 <0.005
JT un ero MeTaboanThl
Aldrin/ Anapun less than 0.002/Menee yem 0,002 <0.001
Heptachlor/ Tenraxnop less than 0.002/menee yem 0,002 <0.001

Microbiological indices/ MukpoGuoaornueckne

NnoKa3laTeJaH

Bacteria of colon bacillus group in 1.0 g / Baktepun
rpynnsl KHieyHoi najouku B 1,0 r

not detected /

not permitted / He JomycKaTCS
P Alomy He 0GHapy XeHbI

Pathogenic microorganisms, Salmonellas inclusive,
in 10 g/ TTaToreHHbIe MHKPOOPraHH3MBI, B.T.4.

caJbMOHE/UIBL, B 10 T

not detected /

not permitted / He JomycKarOTCA
P Aoty He oOHapyKeHb!

E.coli, in 5.0 g/ Kuuteunas nanouka B 5.0 r not permitted / He goMycKarOTCA LGl
He 00HapyIKeHb!

S. aureus, in 1.0 g/ . not detected /

3onotuctslit crapdunokkok B 1,0 r L ORI T O He 0OHapY KEHBI

Yeast/ JIpoxoxku, cfu/g / KOE/r not more than/ He 6onee ueMm 50 <10

Moulds/ ITnecenn, cfu/g / KOE/r not more than/ He 6osee yem S50 <10

Date of release / Jlara Boinycka

09, Sep. 2021

DD.MM.YYYY / Ynucno, mecsau, rog Mag. Thomas Unteregger
Qualified person / kBanupUIMPOBAHHBIH CIIEUHUATHCT

Release office / otaena paspeuieHus

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

Statement of Conformity

Brand Name:

BION3

Product Description: Batch Number:

BION3 GF RUSSIA-BOTTLE (30 TBL) - RU 1228C60108

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81725417 81725417

Date of Manufacturing: Expiration Date:

19 JUL 2021 JAN 2024

Lot Quantity: Unit of Measure:
62,314.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036853627

Bulk batches consumed in the reported Batch Code:

Batch No: 0007397850, Manufacturing Date:20.07.2021

Batch No: 0007397844, Manufacturing Date:19.07.2021

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. DI Thomas Unteregger (DN4518) / Qualified 02.09.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 02.09.2021

PeG

Package Size:
30

Package Type:
bottles
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