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Quality and Safety Certificate / Cepruduxar kauecrsa n 6e30nacHOCTH

CAT. NO./KAT. e
81725417

Russia/ Poccus

28.06.2022

DD.MM.YYYY/Uncnomecsu, rox

DESIGNATION / HAUMEHOBAHUE
Bion 3/ buon 3

3-layer film coated tablets /3-x cnoiinble Tab1eTKH, NOKPBITEIE 06010YKOH

BATCH / CEPUs
2091C60104 Prod.-date / laTa u3roToBjeHns 19.03.2022 DDMMYY/UYncno, mecan, rox
BULK/ITAPTHUSA Exp.-date / Cpok roaHocTn 19.09.2024 DDMMY Y/UYucno, Mecsu, rox
0009802392
ANALYTICAL DATA REQUIREMENTS RESULTS
AHAJIMTHYECKHE JAHHBIE TPEBOBAHUA PE3YJbTATHI

Description / Onucanune

Appearance / Buewnnii Bun

3-layer film coated tablets: white orange,
yellow orange and grayish brown layers /
3-cnoiiHbie TabneTky, MOKPHITHIE MNIEHOYHOMH
obonoukoii 6e710r0 OpaHKEBOTO, KEMTO-
OpaHXEBOT0 H CEpOBATO-KOPHYHEBOTO CJIOEB,

meets the requirements
/ ynosneTBopser
TpebGoBaHUAM

Physical tests /
HcnbiTanne puanyeckux CBOHCTB

Tablet size / Pazmep Tabnerku

oblong / npoaonrosatoii opms!

meets the requirements
/ ynoBsnerBopser
TpeOOBaHHAM

Length / [Inuna

18+0.5mm/18+0,5 MM

meets the requirements
/ ynoBnerBopset
TpebGoBaHHAM

Thickness / Tonuuna

75+£03mm/75+£03 MM

meets the requirements
/ ymoBneTBopsieT
TpeboBaHHAM

Width / lllnpuna

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

meets the requirements
/ ymoBnerBopsier
TpebOBaHHAM

Mean weight / Cpenunit Bec

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

1053.700 mg/™r

Individual weight / THmuBHayanbHbIH BeC

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

meets the requirements
/ ynosnetBopsaeT

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

TpeGoBaHUAM
Hardness (acc. to Ph. Eur.) / Teeprocts
(B coots. ¢ Ph. Eur.) Z60N/60H 297N/H
Loss on drying (3h/105°C; acc. to Ph. Eur.) / <49 2%
> 0

Disintegration time / Bpems pacnama

< 60 minutes / MHHYT

<23 minutes / MHHYT
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Quality and Safety Certificate / Ceprudukar kauecrBa u 6e301aCHOCTH

CAT. NO./KAT. Ne
81725417

Russia/ Poccun

BATCH /CEPUA
2091C60104
BULK/ITAPTHA
0009802392

DESIGNATION / HAUMEHOBAHME
Bion 3/ buon 3

3-layer film coated tablets /3-x cioiiHbie TabNeTKH, MTOKPHITHIE 060I0YKOH

Prod.-date / JIaTta n3roToBJIeHus
Exp.-date / Cpok roaHocT

28.06.2022

DD.MM.YYYY/4ucno,mecan, rox

19.03.2022 DDMMY Y/UYucno, Mecsin, rox
19.09.2024 DDMMYY/Uncno, mecau, rox

Composition / CoctaB

One film coated tablet at least contains the following vitamins, minerals and trace elements:
OnHa nokpsITas 060104K0H TabneTka COAEPKHT KaK MHHUMYM CIEAYIOLUIHE BHTaAMHHbI, MHHEPANbl H MHHEPa/IbHbIE BELECTBa:

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

(B dpopme cyxoro ButamuHa D3 cooTBercTByeT 5 MK 200 IU/ME weighed in / 3setero
XoJekanpLundepona)
Vitamin E / Butamuu E
(as dl-a-tocopherol acetate) / 10 mg / Mr weighed in / B3BenieHo
(8 popme dl-anbdha-Toxodepona auerara)
Thiamine / Tuamun 1.4 mg/ Mr weighed in / B3BeweHo
(as thiamine nitrate) / (8 hopMe HUTpaTa THaMHHA) ) g g
Riboflavine / PuGodnasun 1.6 mg / Mr weighed in / B3BeleHO
Pyridoxine / Ilupuaokcuu
(as pyridoxine hydrochloride) / 2 mg/ Mr weighed in / B3BeLIeHO
(B hopMe MHPHAOKCHHA THAPOXJIOpH.AA)
Nicotinamide / HukoTHHaMuI 18 mg / Mr weighed in / B3BelIeHO
Pantothenic acid / IlanToTeHoBas kucsoTa
(as calcium pantothenate) / 6 mg/ Mr weighed in / B3BeLIEHO
(B hopMe MaHTOTEHATA KablMs)
Ascorbic acid / AckopGuHoBas kucnOTa
(as calcium ascorbate) / 60 mg/Mr weighed in / B3BenIeHo
(8 hopMe ackopbara KanbLHs)
Folic acid / ®onuesas kucnora 200 pg/ Mxr weighed in / B3BewieHo
Biotin / buotHH 150 ug / Mxr weighed in / B3BeIeHO
Cyanocobalamin / Ilnanko6anamus 1 ug/ Mxr weighed in / B3BemeHo
Calcium / Kanpumii
(as tribasic calcium phosphate equals 90 mg
calcium and 38 mg pEosphorus) ! 90 mg / Mr weighed in / B3BeIeHO
(8 dopme Tpukansuuiidhocdara coorsercTayer 90 Mr
Kanbuus 1 38 mr pocdopa)
Magnesium / Maruuit
(as magnesium oxide, heavy) / 45 mg / Mr weighed in / B3BemeHo
(B hopMe oKkCHAa MaTHHA TAKENOTO)
Potassium / Kanuit
(as potassium chloride equals 5 mg potassium and . .
4.5 I1"ng chloride) / (B q::;)lme xnoplfcgoro KaJTHs S mg / mr weighed in / 53ewero
COOTBETCTBYET 5 MrI Kajus U 4,5 Mr XJiopu/a)
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Quality and Safety Certificate / CepTudpuxkar kauecrBa 1 6e3011aCHOCTH

28.06.2022

DD.MM.YYYY/Yncno,Mecan, rox
CAT. NO./KAT. Ne DESIGNATION / HAUMEHOBAHHE
81725417 Bion 3 / buon 3
Russia/ Poccun 3-layer film coated tablets /3-Xx cioiiHble TaOAETKH, MOKPHITHIE 000I0YKOH
BATCH / CEPUSA
2091C60104 Prod.-date / laTa u3roToBjieHus 19.03.2022 DDMMY Y/Uncino, Mecsin, rox
BULK/IIAPTHUSA Exp.-date / Cpok rognocth 19.09.2024 DDMMY Y/Uncno, Mecau, rox
0009802392

Iron / Xeneso

(as dried ferrous sulphate) / 5 mg/ Mr weighed in / B3BeuIeHO
(B dopme cynpdara sxenesa 6e3B0ZHOT0)
Zinc / Lunk 5 mg / Mr weighed in / B3BeIeHo

(as zinc oxide) / (B dopMe okcHIa LIHHKA)

Manganese / Mapranen

(as manganese sulphate monohydrate) / 1.2 mg / Mr weighed in / B3BenIeHO
(B popMe MOHOTHApPATA Cy/bdaTa MapraHiua)

Molybdenum / Monu6zen

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

(B hopMe auruapara MoaubaaTa HaTpus)

Chromium / Xpom
(as chromium chloride hexahydrate) / 25 ng / MKr weighed in / B3BemeHo
(B hopMe rekcaruapata XJIopuaa Xpoma)

Selenium / Cenen

(as sodium selenate 1% trituration) / 30 ng / Mkr weighed in / B3BeweHo
(B hopme cenenara Hatpus 1% nopouok)

Iodine / Mox . .

(as potassium iodide) / (B dopMe Homuaa kanus) 100 ug / mxr weighed in / B3peuteno
Phosphorus / ®ocdop 38 mg / Mr weighed in / B3BeLIeHO
Chloride / Xnopun 4.5 mg / Mr weighed in / B3BenIeHO

Amount of the human strains of viable / KonnuecTso xH3HecnocoGHbIX Ye0BeYECKHX LITAMMOB:

Lactobacillus gasseri
at least 107 cfu/ was weighed in probiotic culture preparation/
Bifidobacterium bifidum kak Mannvym 107 KOE B3BEILCHO B NpeNapaTax MpoOHOTHYECKHX

& KyNnsTYyp

Bifidobacterium longum

Toxic elements/ mg / kg, not more than mg/ kg
ToKCHYHBIE 2JIEMEHThI Mr/Kr, He Gostee Mr/Kr
Lead / Cunen 1.0/1,0* 0.1
Cadmium/ Kaamuit 0.5/0,5* 0.2
Arsenic/ MpIlbsaK 0.1/0,1** 0.1
Mercury/ PtyTs 0.005/0,005*** < 0.005

*according to Commission regulation of amending Regulation (EC) No. 1881/2006 as regards heavy metals/ B cooTBercTBHH
¢ Iocranosnennem Komuccun no uaMeHenuo Pacopsxenus (EC) Ne 1881/2006 B oTHOIIEHHH TAXENBIX METAIIIOB.

** Adapted from EC Expert Recommendation, SCOOP 2004/ OtperymHpoBaHo B COOTBETCTBHH C JKCIIEPTHBIMH
Pexomengaunsmu EC, SCOOP 2004. ***SANCO/1524/2007 (Draft)/, SANCO/1524/2007 (ITpoexkr).
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Quality and Safety Certificate / Cepruduxkar xauecTtBa n 6e30macHOCTH

28.06.2022
DD.MM.YYYY/Yncno,mecsan, rox
CAT. NO./KAT. Ne DESIGNATION / HAUMEHOBAHHE
81725417 Bion 3 / buon 3
Russia/ Poccus 3-layer film coated tablets /3-x cnoiinble TabneTku, MOKPHIThIE 060MI04KOH
BATCH / CEPHUSL
2091C60104 Prod.-date / JlaTa n3roTtoBJieHHA 19.03.2022 DDMMYY/UYncno, Mecau, rox
BULK /ITIAPTHUA Exp.-date / Cpok roanoctx 19.09.2024 DDMMY Y/Uncno, Mecsin, rox
0009802392
Pesticides/ mg / kg, not more than mg / kg
MecThunan Mr/kr, He Gosee Mr/Kr
Sum of isomers of hexachlorocyclohexane/ 0.05/0,05 <0.005
CymMa uzomepos I'XLTT
Dichlorodiphenyltrichloroethane and its metabolites/ 0.05/0,05 <0.005
JUIT u ero MeraGonuTh!
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/ Mukpo6uoaoruueckune

NOKA3aTeNRH
Bacteria of colon bacillus group in 1.0 g / baktepun . not detected /
. not permitted / He gomyckarTCA
rpynmns! KHIeyHo# nasouku B 1,0 r He 06Hapy>XeHb!
Pathogenic microorganisms, Salmonellas inclusive, d d/
in 10 g/ IlaToreHHble MHKPOOPTAHH3MBI, B.T.4. not permitted / He ZomycKatoTCA not detecte
He oOHapyXeHb!
canbMOHeby, B 10 T
.. . n /
E.coli, in 5.0 g/ Knuteunas nanouka B 5.0 r not permitted / He KomyckatoTCs ot detected
He 0OHapYXEeHBI
S. aureus, in 1.0 g/ . not detected /
o not permitted / He momyckatoTcs
3onoTHcThIl cTaddunokkok B 1,0 ¢ He 00HapYXeHBI
_ Not tested
r
Yeast/ JIposoku, cfu/g / KOE/r not more than/ ne 6onee yem 50 HCTILITAHO
Not tested
not more than/ He Gonee yem 50
Moulds/ INnecenn, cfu/g / KOE/r € MCIILITAHO

Date of release / Jlata Boinycka

28, Juni 2022

DD.MM.YYYY / Yucno, mecan, roa Mag. DI Thomas Unteregger
Release office / oTaena paspemenns
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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 2091C60104

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 MAR 2022 SEP 2024

Lot Quantity: Unit of Measure:
35,457.00 IT

Marketing Authorization No: Inspection Lot No:
NOT APPLICABLE 040037360655

Manufacturing 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

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

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:

bulk batches consumed in the reported batch code: 0010294398 + 0009802392

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
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