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Quality and Safety Certificate / CepTuduxart kayecrBa u 6e30MaCHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccus

25.11.2021
DD.MM.YYYY/4ucno,mecsu, rox

DESIGNATION / HAUMEHOBAHUE
Bion 3/ buon 3

3-layer film coated tablets /3-x cnoiinbie TaGneTKH, MOKPLIThIE 000104YKO#H

BATCH / CEPUA
1270C60105 Prod.-date / JIaTa n3roroBaenus 11.09.2021 DDMMYY/Yucno, Mecsu, rox
BULK/ITTAPTHA Exp.-date / Cpok rogsoctu 11.03.2024 DDMMYY/Yucno, Mecsu, rox
0007888278
ANALYTICAL DATA REQUIREMENTS RESULTS
AHAJIMTHYECKHUE JAHHBIE TPEBOBAHHA PE3VYJIBTATDBI

Description / Onucanue

Appearance / Buewnuii Bug

3-layer film coated tablets: white orange,
yellow orange and grayish brown layers /
3-croitnble TabneTKH, MOKPHITHIE NICHOYHO
o6onoukoii Genoro opaHkeBoro, KeTo-

OPAaHXXEBOTro H CEPOBATO-KOPHYHEBOTIO CJIOEB.

meets the requirements
/ ymosneTBopsier
TpeboBaHUAM

Physical tests /
HcnpiTanne puznyecknx cBolicTs

Tablet size / Pa3mep Tabnerku

oblong / npoxonrosaro#t popmbl

meets the requirements
/ ymoBnerBopser
TpeOOBAHUAM

Length / Inuna

18+0.5mm /18 0,5 Mmm

meets the requirements
/ ymoenerBopser
TpeOOBaHHAM

Thickness / Tomuuna

7.5£03mm/7,5+£0,3 mm

meets the requirements
/ ynosneTBopser
TpeboBaHHAM

Width / Illupuna

82+03mm/8,2+0,3 MM

meets the requirements
/ ynoBnerBopser
TpeGoBaHUAM

Mean weight / Cpenunii Bec

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

1060.100 mg/wmr

Individual weight / UnpuBugyansHelit Bec

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

meets the requirements
/ ynoBneTBopsaeT

IMoTtepu npu cyuike (34 /105°C; B coot. ¢ Ph. Eur.)

TpeboBaHHAM
Hardness (acc. to Ph. Eur.) / Teeprocts
(8 cootB. ¢ Ph. Eur.) 260N/ 60H 325N/H
Loss on drying (3h/105°C; acc. to Ph. Eur.) / <49, N
> (1] (]

Disintegration time / Bpems pacnaga

< 60 minutes / MHHYT

<23 minutes / MHHYT
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Quality and Safety Certificate / CepTuduxar kauecra u 6€30MacHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccun

BATCH/ CEPHsA
1270C60105
BULK/ITAPTHA
0007888278

Prod.-date / laTa #3roToB/eHHs
Exp.-date / Cpok roanoctn

25.11.2021

DD.MM.YYYY/ducnomecnan, ron

DESIGNATION / HAUMEHOBAHHUE
Bion 3/ buon 3

3-layer film coated tablets /3-x cinoitHble TaONETKH, HOKPHITHIE 060I0YKOIH

11.09.2021 PDMMYY/Yncino, Mecsi, rox
11.03.2024 DDMMYY/UYncno, Mecsau, rox

Composition / Coctas

One film coated tablet at least contains the following vitamins, minerals and trace elements:
Onna nokpbiTas 060/104K0#t TabeTKa COAEPKHUT KaKk MHHUMYM CIIEAYIOIHE BATAMMHBI, MHHEPAJIBI M MHHEPANIbHBIE BEIECTBA!

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

(B dopMe cyxoro ButamuHa D3 cooTBeTCTBYET 5 MKT 200 IU/ME weighed in//pasertetto
xonexansiudepona)
Vitamin E / Butamun E
(as dl-a-tocopherol acetate) / 10 mg/ Mr weighed in / B3Be1IeHO
(B popme dl-anbda-Tokodepona auerara)
jfhiaminG/ Laauan 1.4 mg / Mr weighed in / B3BeweHo
(as thiamine nitrate) / (8 ¢opMe HHTpaTa THAMKHA) ) g g
Riboflavine / Pubodnasun 1.6 mg / Mr weighed in / B3BeIEHO
Pyridoxine / Tlupugoxcun
(as pyridoxine hydrochloride) / 2 mg / mMr weighed in / B3BemIeHo
(8 hopMe MUpHAOKCHHA THAPOXJIOPHAA)
Nicotinamide / HukoTHHamMux 18 mg / Mr weighed in / B3BellleHO
Pantothenic acid / ITanToTeHOBas KHCnOTA
(as calcium pantothenate) / 6 mg/ Mr weighed in / B3BelIeHO
(B hopMe MaHTOTEHATA KAJILLIHA)
Ascorbic acid / Ackop6GuHoBas kucnoTa
(as calcium ascorbate) / 60 mg / Mr weighed in / B3Be1IeHO
(B popMe ackopbaTa KaJbiHA)
Folic acid / donuesas kucnora 200 ug / Mxr weighed in / B3Beneno
Biotin / Buorun 150 ug / MKr weighed in / B3BElIEHO
Cyanocobalamin / Iluanko6anamux 1 ug/ MKr weighed in / B3BeIeHO
Calcium / Kanbuuit
(as tribasic calcium phosphate equals 90 mg
calcium and 38 mg pbosphorus) ‘ 90 mg / Mr weighed in / B3Beweno
(8 dopMe Tpukaneuuiidocdara coorsercTayer 90 Mr
kansuua u 38 Mr docdopa)
Magnesium / Marxuii
(as magnesium oxide, heavy)/ 45 mg / Mr weighed in / B3BewweHo
(B dopMe OKCHIIa MarHHA TAXKENOTO)
Potassium / Kanmuit
as potassium chloride equals 5 mg potassium and . .

E1.5 Ir)ng chloride) / (B q):;?Me xnopfcgoro Kaius 2 mg / Mr REEhetli SR EicHD
COOTBETCTBYET 5 Mr xaiust H 4,5 Mr XJiopuaa)
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Quality and Safety Certificate / Ceprudukar kayecrBa u 6€30NaCHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccusn

BATCH / CEPHUA
1270C60105
BULK/ITAPTHA
0007888278

Prod.-date / [laTa H3roTOBJICHHSA
Exp.-date / Cpok rognoctu

25.11.2021
DD.MM.YYYY/Yncno,mecan, rox

DESIGNATION / HAUMEHOBAHME
Bion 3/ Buon 3

3-layer film coated tablets /3-x cnoiiHble TaGneTKH, MOKPLITHE 060I0UKOM

11.09.2021 DDMMYY/4ncno, mecsn, roa
11.03.2024 DDMMYY/Yucio, Mecsny, rox

Iron / Xeneso
(as dried ferrous sulphate) /
(B dhopme cynedara xenesa GessogHoro)

5 mg / Mr

weighed in / B3BeweHo

Zinc / Luuk
(as zinc oxide) / (B hbopMe okcua HHKA)

5 mg / Mr

weighed in / B3BemeHo

Manganese / Maprasen
(as manganese sulphate monohydrate) /
(B dopMe MoHoTHApaTa CyibhaTta MapraHua)

1.2 mg / Mr

weighed in / B3BemeHo

Molybdenum / Monu6aen
(as sodium molybdate dihydrate) /
(8 hopmMe auruapara MoaHOIATA HATPHSA)

25 ug / MKr

weighed in / B3BeIeHO

Chromium / Xpom
(as chromium chloride hexahydrate) /
(B dopMe rekcaruapata XJOpHaa Xpoma)

25 pg / MKr

weighed in / B3BewweHo

Selenium / Cenen
(as sodium selenate 1% trituration) /
(B hopme ceneHara Hatpua 1% nmopouiok)

30 pg / Mkr

weighed in / B3BewweHo

Todine / Hon
(as potassium iodide) / (B dopme Homuaa Kanus)

100 ng / Mxr

weighed in / B3BeweHo

Phosphorus / ®ocdop

38 mg / Mr

weighed in / B3BemeHo

Chloride / Xnopun

4.5 mg / Mr

weighed in / B3BemeHo

Amount of the human strains of viable / KonusuecrBo :xu3necnocoGHbIX Yeq0Be4eCKHX IITAMMOB:

Lactobacillus gasseri

Bifidobacterium bifidum
&
Bifidobacterium longum

at least 107 cfu/

xak muaumyM 107 KOE

was weighed in probiotic culture preparation/
B3BEILIEHO B Npenaparax NpoGHOTHYECKHX

KyTsTYp

Toxic elements/ mg / kg, not more than mg/ kg
Toxcnumnbie 31emMeRTBI Mr/Kr, He GoJiee Mr/Kr
Lead / Ceunen 1.0/1,0* 0.14
Cadmium/ Kaamuit 0.5/0,5* 0.2
Arsenic/ MBIbsk 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 cooTBeTcTBHH
¢ ITocranosnennem Komuccun mo uzmenenuio Pacniopsxenns (EC) Ne 1881/2006 B OTHOIIEHHH TAXKENBIX METAILIOB.

** Adapted from EC Expert Recommendation, SCOOP 2004/ OtperyiupoBaHo B COOTBETCTBHH C DKCIIEPTHBIMH
Pexomernamuamu EC, SCOOP 2004. ***SANCO/1524/2007 (Draft)/, SANCO/1524/2007 (TIpoexT).
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Quality and Safety Certificate / Cepruduxar kauecTBa u 6€30IaCHOCTH

25.11.2021
DD.MM.YYYY/dncno,mecan, rox
CAT. NO./KAT. \e DESIGNATION / HAUMEHOBAHHUE
81725417 Bion 3/ buon 3
Russia/ Poccust 3-layer film coated tablets /3-x cnoiinble TaGneTKH, MOKPLITHIE 060I0YKOA
BATCH / CEPUA
1270C60105 Prod.-date / J/IaTa u3rorosJieHun 11.09.2021 DDMMYY/Uncno, Mecan, roa
BULK/ITAPTHSA Exp.-date / Cpok rogHoctu 11.03.2024 DDMMYY/Yucno, Mecsin, rox
0007888278
Pesticides/ mg / kg, not more than mg / kg
HecTnuuap Mr/kr, He GoJiee Mr/Kr
Sum of isomers of hexachlorocyclohexane/ 0.05/0,05 <0.005
Cymma nsomepos I'XIIT
Dichlorodiphenyltrichloroethane and its metabolites/ 0.05/0,05 <0.005
JT u ero MeTaGoOMHTHI
Aldrin/ Anapun less than 0.002/Menee yem 0,002 <0.001
Heptachlor/ Fenraxop less than 0.002/menee yem 0,002 <0.001
Microbiological indices/ MukpoGuooruueckue
noKazaTeiH
Bacteria of colon bacillus group in 1.0 g / Bakrepuu . not detected /
not permitted / He JomyckaroTcs
Ipynisl KHIIEeYHOH manoyku B 1,0 r He 0BHapy>KeHbI
Pathogenic microorganisms, Salmonellas inclusive, d 4/
in 10 g/ TlaToreHHbIE MUKPOOPraHU3MBI, B.T.4. not permitted / He gomyckaroTcs not detecte

He OOHapy KeHs!
callbMOHeNEL, B 10 T Py

E.coli, in 5.0 g/ Kuweunas nanouka B 5.0 r not permitted / He JomyckalOTCA not detected/
HE 0OHApYKEHBI

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

3onotucThiii craddumokkok B 1,0 r not permitted / ne gomyckatorcs He 00HapY>KeHb

Yeast/ [ipoxcoxu, cfu/g / KOE/r not more than/ He Gosnee yem 50 <10

Moulds/ Tneceuwu, cfu/g / KOE/r not more than/ He 6osee yem 50 <10

Date of release / JIaTa Bbinycka

2 5. Nov. 2021

DD.MM.YYYY / Yncno, mecsn, roa Mag. Thomas Unteregger
Qualified person / kBanuULUPOBAHHBIH CIIELHATHCT
Release office / oTaena pa3speenus

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
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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 1270C60105

Importing Country: Dosage Form:

RU film coated tablets
Strength/Potency:

NOT APPLICABLE

Brand Code: Contractor ltem No:
81725417 81725417

Date of Manufacturing: Expiration Date:

11 SEP 2021 MAR 2024

Lot Quantity: Unit of Measure:
30,233.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040036930880

Bulk batches consumed in the reported Batch Code:

Batch No: 0007888278, Manufacturing Date:11.09.2021

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

Hdsslgasse 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

Hésslgasse 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:
Dr. Barbara Unterlerchner (DN4521) / Qualified 18.11.2021
Person

This document was signed electronically and is valid without signature.

Printed by: DN4521 Print Date: 18.11.2021

PeG

Package Size:
30

Package Type:
bottles
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