CAT.NO./KAT.
81725463
Ukraine / Ykpauna

Y

MUERCK

Certificate of Quality / Cepruduxar xayecrna
10.09.2020

DD.MM.YYYY/"ucaomecru, roa

DESIGNATION / HAWNMEHOBAHUE
Bion® 3/ buon 3
film coated tablets in 30-tablet packages / Ta6neriu, MOKPBITHIC MAEHOMHO#H

ofonoukoi, B ynakonke Ne 30

BATCH / CEPHSA

390020A Prod.-date / [ata warotoBnenus 072020

BULK /TAPTHUSA Exp.-date / Cpok roaxoctu 12/2022

390020/100 (store at a cool and dry place) / (XpanHTE B cyxOM i MpoXnaaHOM MecTe)

ANALYTICAL DATA REQUIREMENTS RESULTS

AHAJIMTHYECKHE JAHHBIE TPEBOBAHHA PE3IYJbTATHI

Description / Onucanue

white orange, yellow orange and greyish brown

coloured 3-layer film coated tablets / passed/
Appearance / Bueuinnit sun 3-x cnofimeie Tabnetku Geno-opawxkesoro YAOBACTBOPAET

KeNTO-0PAHKEBOTO H CEPOBATO-KOPHYHEEOTO TpeGosannay

LUBCTA, NOKP&IThIE NACHOYHON 0Bonoukok

Physical tests /

Heneivanne dusnueckux caoiicrs
passed /

Tablet size / Pasmep Tabnerku oblong / npodonrosatoii dopss! YAOBRETBOPAET
TpebGopannasm
passed /

Length / Inuua 18£0.5mm/ 18 10,5 My YAOBAETBOPAET
TpeBosannsm
passed /

Thickness / Tonutuua; 1.5+£03mm/75+03 um YAOBACTBOPRET
Tpeboraunsm
passed /

Width / lUupuna 8.2+03 mm/8210,3 mu YAOBNETBOPACT
Tpebosanuam

: specified/ycranosnes xax [050 mgimr
o 3

Mean weight / Cpeanitit sec (10291071 mg/nir) 1043.8 mg / mr

orcs ; * 5%, acc. to Ph. Eur. / passed / ynrosneTsopa

i 1]

ndividual weight / HuansunyansHelit sec +5%. B coota. ¢ Ph. Eur, TpeGonatias

Hardness (acc. to Ph. Eur.) /

Tseprocte (8 coots, ¢ Ph. Eur.) 260N/60 H il

Loss on drying (3h/105°C; acc. to Ph. Eur.)/

Totepy npn cywxe (34 /105°C; & cooTs. <4% 2%

¢ Ph. Eur.)

Disintegration time / Bpems pacnana < 60 minutes / MUHYT < 33 minutes / MunyT

mposition / B

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

i . e HLAC 2 YK 5 Py

Oasa nokphiTan fneHowHON ofonotukol TabneTka conePKHT KAK MHHHMYM cneaytoy Wm;ﬁ:“kg  MHHEDAND! H MUREPATbHbIE

BetlecTra: &5 K - H Oy

Vitamin A / Butamun A Qﬁ\“o d

(as Retinol acetate equals 0.8 mg Retinol) / i

(8 Gopme peTunona auerara cootsercrayer 0,8 Mr 2667 IU/ME k

peTHHona)

i 4 O 7
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MRRCK

Certificate of Quality / Cepruduxar kauecrpa

10.09.2020
DD.MM.YYYY/Uncaomecau, ron

CAT.NO./KAT. M DESIGNATION / HAMMEHOBAHUE

81725463 Bion® 3 / Buon 3

Ukraine / Ykpauna film coated tablets in 30-tablet packages / TabMETKH, MOKPLITEIE MIeHOYHOH
obfonoukoh, B ynakoske Ne 30

BATCH / CEPHUA

3900204 Prod.-date / lata uarorornesus 07,2020

BULK / [TAPTHA Exp.-date / Cpok roauocts 1272022

390020/100 (store-at a cool and dry place)} / (XparHTE B CyXOM i NPOXIANHOM MecTe)

Cholecalciferol / Xonekansundepon
(as dry Vitamin Dy equals S pg Cholecalciferol) /

(B dopme cyxoro sHTaMHua Dy COOTBETCTAYET 5 MKl 200 U/ ME weighed in / s3scuieno
Xonekaneundiepona}

Vitamin E / Burayuu E

(as dl-a-Tocopherol acetate) / 10 mg / mr weighed in / B3seincHo
(8 popwme dl-ansa-rokodepona auerara)

Thiamine / Tuamuu . :

as Thiamine nitrate) / (s popate HUTPATa THAMHHA) bt mg / ar weighed in / aettetio
Riboflavine / Pubognasun 1.6 mg / ar weighed in / B3Be1ICHO
Pyridoxine / Ilnpiaokcus

(as Pyridoxine hydrochloride) / 2 mg / sr weighed in / Bisewreno

| {2 hopme nupHAOKCHHA rHApPOXTOpAa)

Nicotinamide / HuxoTunasug 18 mg / Mr weighed in / Basewreno
Pantothenic acid / [Tawtorenosan kucnota

{as Calcium pantothenate) / (s dopme nautotenara 6 mg/ smr weighed in / B3scwecno

| Kanbuns)

Ascorbic acid / AckopBunosag kucroTa

(as Calcium ascorbate) / 60 mg / yr weighed in / BascicHo

B dopme ackopbaTa kambuma)

Folic acid / ®onuesas xucnora 200 HE / MKr weighed in / B3scweno
Biotin / BruoTiH 150 ug / MK weighed in / BiBeleno
Cyanocobalamin / LnankoGanain | MR/ MKr weighed in / s3seweno

Calcium / Kansunii

(as Tribasic Calcium phosphate equals 90 mg

Calcium and 38 mg phosphorous) / (e dopae 90 mg / mr weighed in / B3seurero

Tpukansuniidocdara cootreretayer 90 Mr

Kkansuux 38 Mr gocgopa)

Magnesium / Maruuit

{as magnesium oxide, heavy) / 45 mg/ Mr weighed in / B3BewreHo

(B dopme okcuaa Maruus TRAKEOro)

Potassium / Kanuit

(as Potassium chloride equals $ mg Potassium and

4.5 mg Chloride) / (s dopme xnopucroro kannsg

COOTBETCYBYET 5 Mr KA ¥ 4.5 Mr XnopHaa)

Iron / Keneso

{as dried ferrous sulphate) / 5 mg / Mr weighed in / B3seweno

(8 PopMe eyaudaTa Kenesa Seasonuoro)

Zine / Lunk

{as Zinc oxide) / (8 dopme okchna uinka)

Manganese / Mapraueun

(as Manganese sulphate monohydrate) / 1.2 mg/mr . ,w}w‘,a,\ff_,”'“'«s-- weighed in / B3sewieno
8 hopme MoHorHApaTa Cynbdara Mapraita) CMEHOL*

Molybdenum / Monu6nen N s

(as Sodium molybdate dihydrate) / 25 HE/MET & 3 8 3 s weighed in / B3seweno
(2 dopme aurnapare MonubaaTa KatPHA) ) 2
Chromium / Xpom

(as Chromium chloride hexahydrate) / 25 R/ MKT
(B dopMe reKcarnnpaTa XnopHoa xpoMa)

S mg / Mr weighed in / BasewcHo

5 mg /Mr weighed in / B3sewreno

h dju!nagyéﬁd‘

7 g

$ e
\,50"} -xf :
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MRRCK

Certificate of Quality / Ceprudmkar xauecrsa

ynakoske Ne 30

CAT.NO./KAT. \»
81725463 Bion® 3/ Buon 3
Ukraine / Yxpanna

o6onouxoi, &
BATCH/ CEPUSA
390020A Prod.-date / lata waroronnenus
BULK /ITAPTHS Exp.-date / Cpok romHocTs
390020/100

10.09.2020
DD.MM.YYYY/Yscno,stecnu, ron

DESIGNATION / HAWHMEHOBAHWE

film coated tablets in 30-tablet packages / TabneTkH, MoKphIThie MACHOYHOM

072020
12/2022

(store at a cool and dry place) / (XpaHHTE B CYXOM H NPOXNARHOM MECTe)

Selenium / Cenen

(as Sodium selenate 1% trituration) / 30 Mg / MKT weighed in / B3senIcHo
(8 dopme cenenara watpus 1% MOpPOILOK)
lodine / Hon ; ;

| (as Potassium iodide) / (& dopare womina Ka/IHR) W Hg L Weighed in / msenictio
Phosphorus / Goedop 38 mg / Mr weighed in / B3semeno
Chloride / Xnopua 4.5 mg / Mr weighed in / a3BcincHo

Amount of the human strains of viable / Kosnyecrs

0 MHIHECNOCo0HbIX YenoBeYeckuy WITAMMOB:

Laciobacilius gasseri PA 16 /8

Bifidobacterium bifidum MF 20/ 5
&

Bifidobacierium longum SP 07 / 3

at least 107 cfu/

Kak MuHHMyM 107 KOE

was weighed in probiotic culture preparation/
B3BCUICHO B Npenapatax MpoGHOTHYCCKHX

KYTBTYp

Date of release / lata saimycka

10 -09- 2020

s 45@

DD.MM.YYYY / Yncno, mecs u, roa Mag,

Katrln Gruber

qualified person / xsaan

Merck KGaA & Co. Werk Spittal

Hossigasse 20 - 9800 Spittal/Drau
Telefon  +43 (0) 47 62/51 510
Telefax  +43 (0) 47 82/51 51-22
www.merck-spillal.at

Osterreich
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CAT.NO./KAT.
81725463
Ukraine / Ykpauna

Y

MUERCK

Certificate of Quality / Cepruduxar xayecrna
10.09.2020

DD.MM.YYYY/"ucaomecru, roa

DESIGNATION / HAWNMEHOBAHUE
Bion® 3/ buon 3
film coated tablets in 30-tablet packages / Ta6neriu, MOKPBITHIC MAEHOMHO#H

ofonoukoi, B ynakonke Ne 30

BATCH / CEPHSA

390020A Prod.-date / [ata warotoBnenus 072020

BULK /TAPTHUSA Exp.-date / Cpok roaxoctu 12/2022

390020/100 (store at a cool and dry place) / (XpanHTE B cyxOM i MpoXnaaHOM MecTe)

ANALYTICAL DATA REQUIREMENTS RESULTS

AHAJIMTHYECKHE JAHHBIE TPEBOBAHHA PE3IYJbTATHI

Description / Onucanue

white orange, yellow orange and greyish brown

coloured 3-layer film coated tablets / passed/
Appearance / Bueuinnit sun 3-x cnofimeie Tabnetku Geno-opawxkesoro YAOBACTBOPAET

KeNTO-0PAHKEBOTO H CEPOBATO-KOPHYHEEOTO TpeGosannay

LUBCTA, NOKP&IThIE NACHOYHON 0Bonoukok

Physical tests /

Heneivanne dusnueckux caoiicrs
passed /

Tablet size / Pasmep Tabnerku oblong / npodonrosatoii dopss! YAOBRETBOPAET
TpebGopannasm
passed /

Length / Inuua 18£0.5mm/ 18 10,5 My YAOBAETBOPAET
TpeBosannsm
passed /

Thickness / Tonutuua; 1.5+£03mm/75+03 um YAOBACTBOPRET
Tpeboraunsm
passed /

Width / lUupuna 8.2+03 mm/8210,3 mu YAOBNETBOPACT
Tpebosanuam

: specified/ycranosnes xax [050 mgimr
o 3

Mean weight / Cpeanitit sec (10291071 mg/nir) 1043.8 mg / mr

orcs ; * 5%, acc. to Ph. Eur. / passed / ynrosneTsopa

i 1]

ndividual weight / HuansunyansHelit sec +5%. B coota. ¢ Ph. Eur, TpeGonatias

Hardness (acc. to Ph. Eur.) /

Tseprocte (8 coots, ¢ Ph. Eur.) 260N/60 H il

Loss on drying (3h/105°C; acc. to Ph. Eur.)/

Totepy npn cywxe (34 /105°C; & cooTs. <4% 2%

¢ Ph. Eur.)

Disintegration time / Bpems pacnana < 60 minutes / MUHYT < 33 minutes / MunyT

mposition / B

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

i . e HLAC 2 YK 5 Py

Oasa nokphiTan fneHowHON ofonotukol TabneTka conePKHT KAK MHHHMYM cneaytoy Wm;ﬁ:“kg  MHHEDAND! H MUREPATbHbIE

BetlecTra: &5 K - H Oy

Vitamin A / Butamun A Qﬁ\“o d

(as Retinol acetate equals 0.8 mg Retinol) / i

(8 Gopme peTunona auerara cootsercrayer 0,8 Mr 2667 IU/ME k

peTHHona)

i 4 O 7
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MRRCK

Certificate of Quality / Cepruduxar kauecrpa

10.09.2020
DD.MM.YYYY/Uncaomecau, ron

CAT.NO./KAT. M DESIGNATION / HAMMEHOBAHUE

81725463 Bion® 3 / Buon 3

Ukraine / Ykpauna film coated tablets in 30-tablet packages / TabMETKH, MOKPLITEIE MIeHOYHOH
obfonoukoh, B ynakoske Ne 30

BATCH / CEPHUA

3900204 Prod.-date / lata uarorornesus 07,2020

BULK / [TAPTHA Exp.-date / Cpok roauocts 1272022

390020/100 (store-at a cool and dry place)} / (XparHTE B CyXOM i NPOXIANHOM MecTe)

Cholecalciferol / Xonekansundepon
(as dry Vitamin Dy equals S pg Cholecalciferol) /

(B dopme cyxoro sHTaMHua Dy COOTBETCTAYET 5 MKl 200 U/ ME weighed in / s3scuieno
Xonekaneundiepona}

Vitamin E / Burayuu E

(as dl-a-Tocopherol acetate) / 10 mg / mr weighed in / B3seincHo
(8 popwme dl-ansa-rokodepona auerara)

Thiamine / Tuamuu . :

as Thiamine nitrate) / (s popate HUTPATa THAMHHA) bt mg / ar weighed in / aettetio
Riboflavine / Pubognasun 1.6 mg / ar weighed in / B3Be1ICHO
Pyridoxine / Ilnpiaokcus

(as Pyridoxine hydrochloride) / 2 mg / sr weighed in / Bisewreno

| {2 hopme nupHAOKCHHA rHApPOXTOpAa)

Nicotinamide / HuxoTunasug 18 mg / Mr weighed in / Basewreno
Pantothenic acid / [Tawtorenosan kucnota

{as Calcium pantothenate) / (s dopme nautotenara 6 mg/ smr weighed in / B3scwecno

| Kanbuns)

Ascorbic acid / AckopBunosag kucroTa

(as Calcium ascorbate) / 60 mg / yr weighed in / BascicHo

B dopme ackopbaTa kambuma)

Folic acid / ®onuesas xucnora 200 HE / MKr weighed in / B3scweno
Biotin / BruoTiH 150 ug / MK weighed in / BiBeleno
Cyanocobalamin / LnankoGanain | MR/ MKr weighed in / s3seweno

Calcium / Kansunii

(as Tribasic Calcium phosphate equals 90 mg

Calcium and 38 mg phosphorous) / (e dopae 90 mg / mr weighed in / B3seurero

Tpukansuniidocdara cootreretayer 90 Mr

Kkansuux 38 Mr gocgopa)

Magnesium / Maruuit

{as magnesium oxide, heavy) / 45 mg/ Mr weighed in / B3BewreHo

(B dopme okcuaa Maruus TRAKEOro)

Potassium / Kanuit

(as Potassium chloride equals $ mg Potassium and

4.5 mg Chloride) / (s dopme xnopucroro kannsg

COOTBETCYBYET 5 Mr KA ¥ 4.5 Mr XnopHaa)

Iron / Keneso

{as dried ferrous sulphate) / 5 mg / Mr weighed in / B3seweno

(8 PopMe eyaudaTa Kenesa Seasonuoro)

Zine / Lunk

{as Zinc oxide) / (8 dopme okchna uinka)

Manganese / Mapraueun

(as Manganese sulphate monohydrate) / 1.2 mg/mr . ,w}w‘,a,\ff_,”'“'«s-- weighed in / B3sewieno
8 hopme MoHorHApaTa Cynbdara Mapraita) CMEHOL*

Molybdenum / Monu6nen N s

(as Sodium molybdate dihydrate) / 25 HE/MET & 3 8 3 s weighed in / B3seweno
(2 dopme aurnapare MonubaaTa KatPHA) ) 2
Chromium / Xpom

(as Chromium chloride hexahydrate) / 25 R/ MKT
(B dopMe reKcarnnpaTa XnopHoa xpoMa)

S mg / Mr weighed in / BasewcHo

5 mg /Mr weighed in / B3sewreno

h dju!nagyéﬁd‘

7 g

$ e
\,50"} -xf :
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MRRCK

Certificate of Quality / Ceprudmkar xauecrsa

ynakoske Ne 30

CAT.NO./KAT. \»
81725463 Bion® 3/ Buon 3
Ukraine / Yxpanna

o6onouxoi, &
BATCH/ CEPUSA
390020A Prod.-date / lata waroronnenus
BULK /ITAPTHS Exp.-date / Cpok romHocTs
390020/100

10.09.2020
DD.MM.YYYY/Yscno,stecnu, ron

DESIGNATION / HAWHMEHOBAHWE

film coated tablets in 30-tablet packages / TabneTkH, MoKphIThie MACHOYHOM

072020
12/2022

(store at a cool and dry place) / (XpaHHTE B CYXOM H NPOXNARHOM MECTe)

Selenium / Cenen

(as Sodium selenate 1% trituration) / 30 Mg / MKT weighed in / B3senIcHo
(8 dopme cenenara watpus 1% MOpPOILOK)
lodine / Hon ; ;

| (as Potassium iodide) / (& dopare womina Ka/IHR) W Hg L Weighed in / msenictio
Phosphorus / Goedop 38 mg / Mr weighed in / B3semeno
Chloride / Xnopua 4.5 mg / Mr weighed in / a3BcincHo

Amount of the human strains of viable / Kosnyecrs

0 MHIHECNOCo0HbIX YenoBeYeckuy WITAMMOB:

Laciobacilius gasseri PA 16 /8

Bifidobacterium bifidum MF 20/ 5
&

Bifidobacierium longum SP 07 / 3

at least 107 cfu/

Kak MuHHMyM 107 KOE

was weighed in probiotic culture preparation/
B3BCUICHO B Npenapatax MpoGHOTHYCCKHX

KYTBTYp

Date of release / lata saimycka

10 -09- 2020

s 45@

DD.MM.YYYY / Yncno, mecs u, roa Mag,

Katrln Gruber

qualified person / xsaan

Merck KGaA & Co. Werk Spittal

Hossigasse 20 - 9800 Spittal/Drau
Telefon  +43 (0) 47 62/51 510
Telefax  +43 (0) 47 82/51 51-22
www.merck-spillal.at

Osterreich
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