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Quality and Safety Certificate / Cepruduxart xayecrsa u 6e3onmacHocTn

CAT. NO./ KAT. \e
81725417

Russia/ Poccenn

27.06.2022

DD.MM.YYYY/Uncnomecau, rox

DESIGNATION / HAUMEHOBAHHNE
Bion 3 / buon 3

3-layer film coated tablets /3-x cnoiinbie TaGneTKH, NOKPBITEIE 000I04KOIH

BATCH / CEPHUSA
2090C60105 Prod.-date / lata n3rotoiennst  21.01.2022 DDMMYY/Uuncno, mecan, rox
BULK/ITAPTUSA Exp.-date / Cpok roanocru 21.07.2024 DDMMY Y/Uncno, mecsu, rox
0009561457
ANALYTICAL DATA REQUIREMENTS RESULTS
AHAJIMTUYECKHUE JAHHBIE TPEBOBAHMA PE3YJBTATHI

Description / Onucanue

Appearance / Buewmnuii Bug

3-layer film coated tablets: white orange,
yellow orange and grayish brown layers /
3-cnofible TabETKH, MOKPLITHIE NICHOYHOMH
obornoukoii 6e0oro opaHxeBoro, XKENTOo-
OPaH)XEBOT'O H CEPOBATO-KOPHYHEBOTO CIOEB.

meets the requirements
/ ynosnerBopser
TpeOoBaHUAM

Physical tests /
Hcnpitanne pu3nuecknx cBoiicTp

Tablet size / Pasmep Tabnerku

oblong / npononrosartoii gopmbr

meets the requirements
/ yoosnerBopser
TpeGoBaHUAM

Length / [Inuna

18£0.5mm/ 18 £0,5 Mm

meets the requirements
/ yroBnetrBopaet
TpeGOBaHUAM

Thickness / Tommuuna

75+£03mm/7,5+£0,3 Mm

meets the requirements
/ ynosnetrBopser
Tpe6OBaHHAM

Width / lllupuna

82+03mm/82+0,3Mm

meets the requirements
/ ynoBnerBopseT
TpebOBaHHAM

Mean weight / Cpeanuii Bec

Specified as/ ycranosnen kak 1050 mg/mr
(1029-1071 mg/mr)

1053.700 mg/wMr

Individual weight / UInauBuayanbHbiii Bec

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

meets the requirements
/ ynoBneTBopseT

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

TpeOOBaHUAM
Hardness (acc. to Ph. Eur.) / TBeprocts
(8 coots. ¢ Ph. Eur.) Z60N/60H 3I9N/H
Loss on drying (3h/105°C; acc. to Ph. Eur.) / <49 39
- 0 (1]

Disintegration time / Bpems pacnaga

< 60 minutes / MUHYT

<29 minutes / MHHYT

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

Page 1 of 4

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau

UID-Nr. ATU43740706

Landesgericht Klagenfurt FN 168759a




&

Quality and Safety Certificate / CepTudukat xauyecTBa u 6e30nacHOCTH

CAT. NO./ KAT. Ne
81725417

Russia/ Poccun

BATCH / CEPHA
2090C60105
BULK/ITAPTHA
0009561457

Prod.-date / laTa H3roToBjieHnsi
Exp.-date / Cpok roasoct

DD.MM.YYYY/ducnomecsu, ron

DESIGNATION / HAUMEHOBAHUE
Bion 3/ buon 3

3-layer film coated tablets /3-x cnoiinbie TaGneTKH, MOKPHITEIE 060104KOl

21.01.2022 DDMMYY/UYncio, Mecs, roa
21.07.2024 DDMMY Y/4ucno, Mecau, rox

Composition / CocTraB

One film coated tablet at least contains the following vitamins, minerals and trace elements:
Onua nokpsiTas 0601040 TabseTka COAEPIKUT KaK MHHHMYM CieMYyIOIHE BUTAMHHbI, MUHEPATBI H MUHEPATbHLIE BELIECTBA:

Cholecalciferol / Xonexansuudepon
(as dry vitamin D3 equals 5 pg cholecalciferol) /

(8 ¢popme cyxoro BuTamuHa D3 cooTBeTcTBYET 5 MKT 200 IU/ME weighed in / B3semreno
xonekasblHepona)
Vitamin E / Butamun E
(as dl-a-tocopherol acetate) / 10 mg/ Mr weighed in / B3Bewexo
(8 dopme dl-anba-Tokodepona anerara)
higmine Fnasm 1.4 mg / Mr weighed in / p3BelieHo
(as thiamine nitrate) / (B gopMe HUTpaTa THAMHHA) )
Riboflavine / Pu6odnaBun 1.6 mg / Mr weighed in / B3BeIIeHO
Pyridoxine / ITupumokcun
(as pyridoxine hydrochloride) / 2 mg / Mr weighed in / B3BelIeHO
(B popMe NUPHIOKCHHA THAPOXJIOPHIA)
Nicotinamide / HukoTHHamMuzx 18 mg / Mr weighed in / B3BemeHo
Pantothenic acid / [TanToTeHoBas xucnora
(as calcium pantothenate) / 6 mg / Mr weighed in / B3BemeHo
(B popMe maHTOTEHATA KalbLIHA)
Ascorbic acid / Ackop6uHoBas kHca0Ta
(as calcium ascorbate) / 60 mg/ Mr weighed in / B3BeweHo
(8 hopme ackopbaTta Kanbius)
Folic acid / @onuesas xucnora 200 ug / Mxr weighed in / B3BemIeHo
Biotin / buotun 150 pg / Mxr weighed in / B3BeneHo
Cyanocobalamin / Iluanko6anamus 1 pg / Mxr weighed in / B3BenIeHo
Calcium / Kanbuuit
(as tribasic calcium phosphate equals 90 mg
calcium and 38 mg pl:osphorus) ; 90 mg/ Mr weighed in / B3BeIEHO
(8 dopme TpukanbuHiipocdara coorsercTByeT 90 Mr
kanbuus u 38 Mr docdopa)
Magnesium / Marnwuii
(as magnesium oxide, heavy) / 45 mg / Mr weighed in / B3BenIeHO
(B popMe okcHaa MarHUA TAXKENOTO)
Potassium / Kanuit
as potassium chloride equals 5 mg potassium and . .

E1.5 rr,ng chloride) / (B Q):;lme xnoprcgoro KaJIus 3 mg / Mr weighed in / Bspemeno
COOTBETCTBYET 5 MI KaJIHA ¥ 4,5 Mr xjiopnaa)
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Quality and Safety Certificate / CepTuduxar kayecTBa n 6e30nacHOCTH

27.06.2022

DD.MM.YYYY/Uucno,mecan, rox
CAT. NO./KAT. Ne DESIGNATION / HAUMEHOBAHHE
81725417 Bion 3 / buon 3
Russia/ Poccus 3-layer film coated tablets /3-x cioiinbie TaGneTKH, NOKPBITEIE 000NOUKOH
BATCH / CEPUSI
2090C60105 Prod.-date / IaTa nirorosienns  21.01.2022 DDMMY Y/UYncio, Mecan, rox
BULK/HNAPTHA Exp.-date / Cpok roaHocti 21.07.2024 DDMMY Y/Uncno, mecsn, ron
0009561457

Iron / Xeneso

(as dried ferrous sulphate) / 5 mg / Mr weighed in / B3BelIeHO
(8 hopme cynbdara xenesa Ge3BoaHOrO)
Zine [ Lpunx 5 mg/ Mr weighed in / B3BelweHo

(as zinc oxide) / (B popMe okcHa HUHKA)

Manganese / Maprasen

(as manganese sulphate monohydrate) / 1.2 mg / Mr weighed in / B3BeleHo
(B popMe MoHOrHApaTa cysdaTa MapraHiia)

Molybdenum / Monu6aex

(as sodium molybdate dihydrate) / 25 ug / Mkr weighed in / B3BemweHo

(B popMe auruapata MoaubGAaTa HaTpHs)

Chromium / Xpom
(as chromium chloride hexahydrate) / 25 pg / Mkr weighed in / B3BelIeHo
(B hopMe rexcaruapara XJIOpHIa XpoMa)

Selenium / Cenen

(as sodium selenate 1% trituration) / 30 ng/ Mxr weighed in / B3BemweHo
(8 hopme ceneHarta HaTpust 1% nopouok)

lodine / Hon . .

(as potassium iodide) / (8 dopMe HoaUAa KaNHA) 100 ug / mxr weighed in / B3pemmreHo
Phosphorus / ®ocop 38 mg / Mr weighed in / B3BeLIEHO
Chloride / Xnopun 4.5 mg / Mr weighed in / B3BeweHo

Amount of the human strains of viable / KoninuecTBo kH3HecnocoGHbIX Ye10BEYECKHX IITAMMOB:

Lactobacillus gasseri

at least 107 cfu/ was weighed in probiotic culture preparation/
Bifidobacterium bifidum xax musmmym 107 KOE B3BELIEHO B MpenapaTax NpoGHOTHIECKHX
& Ky BTYp

Bifidobacterium longum

Toxic elements/ mg / kg, not more than mg / kg
TokcHunbie 3IEMEHTBI Mmr/kr, He 6osiee MI/Kr
Lead / Ceunen 1.0/1,0* 0.1
Cadmium/ Kaamuit 0.5/0,5* 0.2
Arsenic/ Mblupsak 0.1/0,1** 0.1
Mercury/ PtyTh 0.005/0,005*** < 0.005

*according to Commission regulation of amending Regulation (EC) No. 1881/2006 as regards heavy metals/ B cooTseTcTBHK
¢ ITocranosnennem Komuccuu o uamenenuio Pacnopsxenus (EC) Ne 1881/2006 B oTHOMIEHHH TSXKENBIX METANNIOB.

** Adapted from EC Expert Recommendation, SCOOP 2004/ OTperyaupoBaHO B COOTBETCTBHH C DKCHEPTHBIMH
Pexomenmauuamu EC, SCOOP 2004. ***SANCO/1524/2007 (Drafty, SANCO/1524/2007 (TIpoexT).
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Quality and Safety Certificate / Ceprudukar kayecTBa H 6€30MaCHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Pocens

BATCH/ CEPHsI
2090C60105
BULK / ITAPTHS
0009561457

Prod.-date / {aTa H3roroBJjienus
Exp.-date / Cpok rogHocTH

27.06.2022

DD.MM.YYYY/ducno,mecsu, rog

DESIGNATION / HAMUMEHOBAHME
Bion 3/ Bbuon 3

3-layer film coated tablets /3-x cnolitple TaGneTKH, MOKPHITEIE 060I0YKOM

21.01.2022 DDMMYY/Yucao, Mecsi, rox
21.07.2024 DDMMY Y/Ynciio, Mecsiu, rox

Pesticides/ mg / kg, not more than mg/ kg
MecTHunant Mr/kr, He OoJiee MI/KT
Sum of isomers of hexachlorocyclohexane/ 0.05/0,05 <0.005
Cymma n3omepos I'XIT

Dichlorodiphenyltrichloroethane and its metabolites/ 0.05/0,05 <0.005
JUT u ero MetaboauTh1

Aldrin/ Anapun less than 0.002/menee yem 0,002 <0.001
Heptachlor/ I'entaxnop less than 0.002/menee yem 0,002 <0.001

Microbiological indices/ Mukpo6uoaornieckne

NnoKa3aTesIn

Bacteria of colon bacillus group in 1.0 g / Baktepun
rpynne! KAIeyHo# nasouku B 1,0 r

not permitted / He RomyckaoTcs

not detected /
He 0OHapyXeHb!

Pathogenic microorganisms, Salmonellas inclusive,
in 10 g/ IlaToreHHbIe MHKPOOPraHH3MBI, B.T.Y.

caJbMOHeNIsL, B 10 T

not permitted / He fonyckatoTcs

not detected /
He 0OHapyKeHbI

E.coli, in 5.0 g/ Kumieynas nasgoyka 8 5.0 r

not permitted / He HomyckaroTcs

not detected /
He 0OHapyXeHBI

S. aureus, in 1.0 g/
3onotHcThlii craddunokkox B 1,0 T

not permitted / He qomycKaOTCA

not detected /
He 00HapyXeHb

Yeast/ Ipoxoxu, cfu/g / KOE/r not more than/ e 6onee yem 50 Not tested
HCIIBITAaHO
Moulds/ Inecenn, cfu/g / KOE/r not more than/ se 6onee yem 50 Not tested
HMCTIBITAaHO

Date of release / Jlata Boinycka

27, Juni 2022

DD.MM.YYYY / Yncno, mecsiu, ron

Mag. DI Thomas Unteregger

Release office / oTaena paspewsenunn

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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Rechtsform: Offene Gesellschaft (OG)
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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 2090C60105

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81725417 81725417

Date of Manufacturing: Expiration Date:

21 JAN 2022 JUL 2024

Lot Quantity: Unit of Measure:
59,436.00 T

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037360654

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

| 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:

bulk batches consumed in the reported batch code: 0009561457 + 0009561458

Usage Decision Code:
ACC - Accept

Approved By: Date Approved:
Mag. DI Thomas Unteregger (DN4518) / Qualified 23.06.2022
Person

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 23.06.2022

PeG

Package Size:
30

Package Type:
bottles

Page: 1 of 1



