
CERTIFICATE OF ANALYSIS (Spec' 3034107)

Product: TABLETTOSE 70

DEFINITION

Date: 23.12.2014

Lot-No.: L1450 /A+ol+v
IDENTIFIGATION

ldentification

TEST

Appearance of solution

Acidity or alkalinitY

Spec. oPtical rotation

Absorbance 400 nm

Absorbance 210-220 nm

Absorbance 270-300 nm

HeavY metals

Water

TTAB 70 A2

Delivery-No.: 504462
Man.Date: YEAR 2014 WEEK 50 ,
Exp.Date: YEARzlLiffi*v

200U \1artb,

Dal

Pnegle&l

UnitMethod / SPecification

Ph. Eur./A lR 5.2.2.24lconforms

Ph. Eur./D Water2. 5. 1 2/conforms

Ph.Eur./Solution is clear, not more

coloured than reference solution BY 7

Ph.Eur. 0187/NMT 0.4

0.1 n NaOH
Ph.Eur.2.2.7 t +54.4 - +55.9

Ph.Eur .2.2. 25lN MT 0. 04

Ph.Eur .2.2. 2SINMT 0' 25

Ph.Eur .2.2. 25|NMT 0. 07

Ph.Eur.2.4. Smeth.AJNMT 5

Ph. Eur. 2. 5 .121 4.5-5.5

ml

ppm

Yo

1
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AmtsgerichtTraunsteinHRATS2S'USrldNr:DE813497582'St-Nr"l56/1'16/00116

, *r\,@,

FARI\ltrDtlNT d.o.o.

CHARACTERS

Tablettose 70 is a direct compressible lactose'

Tablettose 70 is a *f'.rit" oi atmost white, odourless, free.flowing powder'

ltisfreelybutslowlysolubleinwater,practicallyinsolubleinalcohol.

Tablettose 70 is the brandname for an agglomerated lactose 
nean Pharmacopoe

Tabrettose 70 conforms with tne monogrl=pn;ir.iorg rynohydrate" 
in the European Pharmacopoeta

I tQD/Nltr and .lP
i;,1]Effi:ilY#'Ji'"ri",ir ',"hil;;;;Ji"t*""n 

ph Eur, usP/NF and JP

Result

conforms"

ccnfcrnrs

0,17

55,3

0,00

0,06

0,03

conforms*
5,14



Date:

Lot-No.:

23.12.2014

L1450 A 4034

Loss on drying

Sulphated ash

Particle size distribution

Mechanical shaker

Angle of repose

M!GROBIAL CONTAMINATION

Total aerobic microbial

count(TAMC)
Total combined yeast and

mould count (TYMC)
Escherichia coli

Salmonella spp.

Method / Specification
USP/NF <731>/NMT 0.5

Ph.Eur-2.4.14INMT 0.1

<63pmNMT6
<200 pm 30-70
<500 pm NLT 98

tso 4324 NMT 34

Ph. Eur.2. 6. 1 2/USP<6 1> I JP 4 -05

NMT 102
Ph. Eur.2.6. 1 2/USP<6 1>l JP4.05

NMT 50
Ph. Eur.2.6. 1 3/USP<62> I JP 4.05

negative
Ph. Eur.2.6. 1 3/USP<62>/JP4. 05

negative

TTAB 70 A2

lg

Result
0,2

conforms*

conforms

conforms

conforms
conforms

1

conforms

conforms*

conforms

/r-,-*a-,@,
Delivery-No.: 504462
Man.Date: YEAR 2014 WEEK 50
Exp.Date: YEAR 2017 WEEK 49

Unit
o/o

o/o

o/o

o/o

o/o

lg

/1 0g

/109

* The conformity to specification is assured by periodical testing.

STORAGE
ln well-closed containers, under dry and odourfree conditions.

Production site: Molkerei MEGGLE Wasserburg GmbH & Co. KG, Megglestr. 6-12,83512 Wasserburg, Germany

Release site: [t4olkerei MEGGLE Wasserburg GmbH & Co. KG, Megglestr. 6-12,83512 Wasserburg, Germany

Statement of Compliance: Product is produced and distributed under GMP and GDP according to

EXCiPACTTM Standard.

This document is valid without signature.

Quality Assurance
Dr. G. MUller

The above data does not release purchaser from performing an incoming control. A legally binding assurance for the suitability of the product for a
defined application purpose cannot be derived from the above.
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