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Quality and Safety Certificate / CepTudukar xayecTBa u 6€30NMaCHOCTH

CAT. NO./KAT. N\e
81725417

Russia/ Poccun

28.12.2021
DD.MM.YYYY/tncnomecan, rox

DESIGNATION / HAUMEHOBAHUE
Bion 3 / Buon 3

3-layer film coated tablets /3-x cnoiinble TabneTKH, NOKPLITHIE 0GOIOYKOMH

BATCH / CEPAA
1350C60102 Prod.-date / laTa u3rorosaenus 12.10.2021 DDMMYY/Yucno, mecsan, rox
BULK/IIAPTHUA Exp.-date / Cpok roanocrn 12.04.2024 DDMMYY/Uncno, Mecsu, ron
0008324735
ANALYTICAL DATA REQUIREMENTS RESULTS
AHAJIMTHIYECKHUE JAHHBIE TPEBOBAHHA PE3VYJBTATBI

Description / Onucanne

Appearance / BHeurnuii Bua

3-layer film coated tablets: white orange,
yellow orange and grayish brown layers /
3-cnoiinbie TabNeTKH, NOKPHITHIE MIEHOYHOMN
o6onoukoii 6enoro opanxeBoro, KenTo-
OpaHXEBOTO H CEPOBATO-KOPHYHEBOTO CIIOEB.

meets the requirements
/ ynosnerBopser
TpeGoBaHHAM

Physical tests /

HcnbiTanne QHZ!II‘ICCKIIX CBOIiCTB

Tablet size / Pasmep Tabnetku

oblong / npoxonroearoit popmse!

meets the requirements
/ ymosneTBopser
TpeOOBaHHAM

Length / Inuna

18£0.5mm/ 18 £0,5 Mm

meets the requirements
/ yaoenetTBopser
TpeOOBaHUAM

Thickness / Tommuxa

7.5203mm/7,5%0,3 MM

meets the requirements
/ ymoBnetTBopser
TpeGoBaHHAM

Width / lllupuna

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

meets the requirements
/ ynosnerBopsaer
Tpe6oBaHHAM

Mean weight / Cpenunii Bec

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

1061.700 mg/mr

Individual weight / UnauBuayanbHElil Bec

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

meets the requirements
/ ynoBneTBopset

Totepu npu cymke (34 /105°C; B coots. ¢ Ph. Eur.)

TpeGoBaHUAM
Hardness (acc. to Ph. Eur.) / TBeprocrs
(B coots. ¢ Ph. Eur.) 260N/60H 303N/H
Loss on drying (3h/105°C; acc. to Ph. Eur.) / <49 39
= 0 (1]

Disintegration time / Bpems pacnana

< 60 minutes / MUHYT

<31 minutes / MHHYT
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Quality and Safety Certificate / CepTuduxat kauecTBa u 6€30MacHOCTH

CAT. NO./KAT. Ne
81725417
Russia/ Poccusn

BATCH / CEPHSI
1350C60102
BULK/IIAPTHs
0008324735

Prod.-date / JlaTa u3roToBjieHHA
Exp.-date / Cpok roanoctn

28.12.2021

DD.MM.YYYY/ducnomecan, rox

DESIGNATION / HAUMEHOBAHNE
Bion 3/ Buou 3

3-layer film coated tablets /3-x cnoiisbie TaGNETKH, NOKPLITHIE 060NOUKOM

12.10.2021 PDMMYY/Yucsno, Mecsn, rox
12.04.2024 DDMMYY/UYucno, mecsau, rox

Composition / Coctas

One film coated tablet at least contains the following vitamins, minerals and trace elements:
Onna noxperTas o6onoukoit TabneTka CoAEPKUT Kak MHHHMYM CleyIOLHE BATAMHUHBI, MUHEPAJIbI H MHHEPABHBIE BEIECTBA:

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

www.pg.com

UID-Nr. ATU43740706

(B dpopMe cyxoro Butamuta D3 cooTBETCTBYET 5 MKT 200 IU/ME weighed inssnetmiesto
Xosekanpungepoa)
Vitamin E / Butamun E
(as dl-a-tocopherol acetate) / 10 mg/ Mr weighed in / B3BemeHo
(B dopme dl-aneda-Tokodepona auerara)
Thiamine / Tnamun 14 / iehed in /
(as thiamine nitrate) / (B ¢opMe HUTpaTa THAMHHA) ) mg / Mr welghed in / B3BCLICHO
Riboflavine / Pu6odnasun 1.6 mg / Mr weighed in / B3BelICHO
Pyridoxine / TTupunokcun
(as pyridoxine hydrochloride) / 2 mg/ Mr weighed in / B3BeweHo
(8 hopMe MUPHAOKCHHA THAPOXJIOpHIA)
Nicotinamide / HukoTuHamMHua 18 mg / Mr weighed in / B3BeLIEHO
Pantothenic acid / TlanToTeHoBas KHCIOTA
(as calcium pantothenate) / 6 mg / Mr weighed in / B3BeweHo
(B dopMe MaHTOTeHaTa KAJIBLIHA)
Ascorbic acid / Ackop6GuHoBas KHCIOTa
(as calcium ascorbate) / 60 mg / Mr weighed in / B3BelIeHO
(B dopme ackopbaTa KaJbLIHA)
Folic acid / ®onnesas kucnora 200 pg / MKr weighed in / B3BeweHo
Biotin / BuoTHH 150 ng/ MKr weighed in / B3BemeHo
Cyanocobalamin / IluankobanamMuu 1 ug / Mxr weighed in / B3BemeHo
Calcium / Kaneumii
(as tribasic calcium phosphate equals 90 mg
e pl‘\‘osphorus) 4 90 mg / Mr weighed in / B3Be1eHO
(B dpopme Tpuxanbuuidocdara coorsercTByet 90 Mr
kansuug 1 38 Mr docdopa)
Magnesium / Maruuii
(as magnesium oxide, heavy) / 45 mg / Mr weighed in / B3BewIeHo
(B PpopMe OKCHIAa MAarHHA TAXKENOTO)
Potassium / Kanuit
as potassium chloride equals 5 mg potassium and . ]

S,.S Ir)ng chloride) / (B tb:;()lme xnopfcgoro Kanus 3 mg & ur WelshSdlintssER =0
COOTBETCTBYET S5 MI Kanus U 4,5 Mr xnopuaa)

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 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 / Cepruduxar xayecTBa u 6€30aCHOCTH

28.12.2021

DD.MM.YYYY/Yncno,mecan, rox
CAT. NO./KAT. \e DESIGNATION / HAUMEHOBAHHUE
81725417 Bion 3/ buon 3
Russia/ Poccus 3-layer film coated tablets /3-x cnoitHbie TaGneTKH, MOKPLITbIE 000IO0YKOMH
BATCH / CEPUSA
1350C60102 Prod.-date / JlaTa H3roToBJeHHn 12.10.2021 DDMMYY/Uncno, Mecau, rox
BULK/NAPTHUA Exp.-date / Cpok roanocrn 12.04.2024 DDMMYY/Unucno, mecsin, rox
0008324735

Iron / Xeneso

(as dried ferrous sulphate) / 5 mg / Mr weighed in / B3BemeHo
(8 hopMe cynbdara xenesa 6e3BoAHOro)
Zinc/ Lk 5 mg / Mr weighed in / B3BewIEHO

(as zinc oxide) / (B popmMe okcHaa LHHKA)

Manganese / Mapranxert

(as manganese sulphate monohydrate) / 1.2 mg / Mr weighed in / B3BemeHo
(8 popMe MoHoTHApaTa cynbdaTa MapraHua)

Molybdenum / Monu6aex

(as sodium molybdate dihydrate) / 25 pg / Mxr weighed in / B3BeleHo

(B hopme nuruapara MonuGaaTa HaTpHs)

Chromium / Xpom
(as chromium chloride hexahydrate) / 25 pg / Mxr weighed in / B3BeIeHo
(B hopMe rekcaruapara XJIOpHIA XpoMa)

Selenium / Cenen

(as sodium selenate 1% trituration) / 30 ug / Mxr weighed in / B3BeleHo
(B hopme cenenara Hatpus 1% nopotok)

Todine / Mon . .

(as potassium iodide) / (B ¢popme Hoanaa Kanaus) . ug / Mxr S il psncnicio
Phosphorus / ®ocdop 38 mg / Mr weighed in / B3BeleHo
Chloride / Xnopuz 4.5 mg / Mr weighed in / B3Bemeno

Amount of the human strains of viable / KoanuecTso ku3Hecnoco6HbIX Yea0BeUYeCKHX LITAMMOB:

Lactobacillus gasseri
at least 107 cfu/ was weighed in probiotic culture preparation/
Bifidobacterium bifidum xax murmvym 107 KOE B3BEILEHO B Npenapatax Npo6GHOTHYECKUX

& KynBTyp

Bifidobacterium longum

Toxic elements/ mg / kg, not more than mg / kg
ToKCHYHBIE 3JIEMEHTBI Mr/Kkr, He Gonee Mr/kr
Lead / CeuHen 1.0/1,0* 0.1
Cadmium/ Kagmuit 0.5/0,5* 0.3
Arsenic/ MpImpsak 0.1/0,1** 0.0
Mercury/ PtyTs 0.005/0,005*** <0.005

*according to Commission regulation of amending Regulation (EC) No. 1881/2006 as regards heavy metals/ B cooTsercTBHH
¢ INocranoBnennem Komuccuu mo namenenuro Pacnopsokenns (EC) Ne 1881/2006 B OTHOILEHHH TAXKENBIX METAIOB.

** Adapted from EC Expert Recommendation, SCOOP 2004/ OTperynupoBaHo B COOTBETCTBHH ¢ DKCIIEPTHBIMH
Pexomerpammuamu EC, SCOOP 2004. ***SANCO/1524/2007 (Draft)/, SANCO/1524/2007 (ITpoexT).

P&G Health Austria GmbH & Co. OG
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&

Quality and Safety Certificate / Ceprnukar kauyecra u 6€30MacHOCTH

28.12.2021
DD.MM.YYYY/Uncnomecsin, rox
CAT. NO./KAT. Ne DESIGNATION / HAUMEHOBAHHUE
81725417 Bion 3 / Buon 3
Russia/ Poccus 3-layer film coated tablets /3-x cnoiinble TaGneTKH, MOKPHITHIE 000I0YKOMH
BATCH/CEPUA
1350C60102 Prod.-date / laTa naroroBieHnsn 12.10.2021 DDMMYY/Yucsnio, Mecan, rox
BULK /ITAPTHUA Exp.-date / Cpok rognoctH 12.04.2024 DDMMY Y/Uncio, Mecsin, rox
0008324735
Pesticides/ mg / kg, not more than mg / kg
MecTruusi Mr/kr, He Gosiee Mr/Kr
Sum of isomers of hexachlorocyclohexane/ 0.05/0,05 <0.005
Cymma nzomepos IXIIT
Dichlorodiphenyltrichloroethane and its metabolites/ 0.05/0,05 <0.005
JUIT u ero MeTaboauTel
Aldrin/ Anapun less than 0.002/menee uem 0,002 <0.001
Heptachlor/ I'enrraxop less than 0.002/menee uem 0,002 <0.001
Microbiological indices/ MukpoGuosoruteckue
HOKA3aTEIH
Bacteria of colon bacillus group in 1.0 g / Baxtepun . not detected /
= not permitted / He momyckaroTCs
rpynnsl KHieyHoi najgouku 8 1,0 r He 06HapyXeHb!
Pathogenic microorganisms, Salmonellas inclusive, d 4/
in 10 g/ TTaToreRHbIE MHKPOOPraHH3MBI, B.T.4. not permitted / He foMycKaloTCS not detecte

He 0OHapY>KeHBI
canbMoHesl, B 10 © 4

not detected /

E.coli, in 5.0 g/ Kuureynas nanouka 8 5.0 r not permitted / He KormyckaroTcs
He 00HapyXEeHb

S. aureus, in 1.0 g/ not permitted / He ZONVCKAIOTCS not detected /
3onoTHcThli cTadbunokkok B 1,0 T P zony He 0OHapy KeHbl
Yeast/ Jlpoxoxu, cfu/g / KOE/r not more tharn/ He 6onee yem 50 <10
Moulds/ Ilnecenn, cfu/g / KOE/r not more than/ He 6onee yem 50 <10

Date of release / JlaTa Boimycka Grubgy Katrip

DD.MM.YYYY / Yucno, mecsiu, roa Mag. Katrin Grube

Qualified person / xBfMpuUUPOBAHHEIH CHIELUATHC
Release office / otaena paspewmenus

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 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 ' Page 4 of 4 Landesgericht Klagenfurt FN 168759a

www.pg.com UID-Nr. ATU43740706



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 1350C60102

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor Item No:
81725417 81725417

Date of Manufacturing: Expiration Date:
12 OCT 2021 APR 2024

Lot Quantity: Unit of Measure:
31,369.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037096326

Bulk batches consumed in the reported Batch Code:

Batch No: 0008324735, Manufacturing Date:12.10.2021

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. 0G

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:
Ii\)llag. DI Thomas Unteregger (DN4518) / Qualified 22.12.2021
erson

This document was signed electronically and is valid without signature.

Printed by: DN4518 Print Date: 22.12.2021

PeG

Package Size:
30

Package Type:
bottles
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