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\ñ¡ame of Product: Qulnine Sulfate EP 8.0

Manu
Batch No.
Mfg. Date
Expiry Date
QuantitY

PT. Sinkona lndonesia Lestari
KS.1411010 \
October 31, 201h

DELIVERED TO:
ARNOLD SUHR NETHERTÁNDS B.V.
STEUNI-AAN 26 L2L7 JS HIL VERSUM
THE NETHERI.ANDS
TEL. : +31 30 2481010 ; FAX. : +3L 30 24L4636

PURCHASE ORDER NO,: 7140282 DATED 16-10'2014

TEST RESULT ACCORDIHG TO THE EUROPEAI.¡ PHARMACOPOEIA 8.O

i,lo. TC§T SPECIFICATION RESULT

1. Appearance White or almost white, crystalline
oowder or fine. colourless needles.

Conform

2. SolubiliW 5liÚhtly soluble in water, sparingly
soluble in boiling water and in ethanol
196 oer cent).

Conform

3. ldentification
A. Test Chromatogram TLC The principal spot sample similar with

the reference solution

Conform

B. Test Bromine and Ammonia A green colour develoPs Conform

C. Test Fluorescence An intense blue fluorescence appears
which disappear on addition of
hvdrochloric acid

Conform

D. Test of sulfates The solution gives the reaction of
sulohates

Conform

4. Appearance of Solution
Solution 5 (0.5 g in 25 ml 0,1 M
hvdrochloric acid)

Somon E cGei ánd not more intenselY
coloured than reference solution GYe .

Conform

5. Acidi§ pH
(17o suso€nsion in water)

5.7 to 6.6 6.15

6. Specific Optical Rotation.
{Zolowlv solution in 0.1M HCI)

-237'to -245"
Calculated on the dried basis.

-241.68o

1. Other Cinchona Alkaloids By HPLC
A. Dihydroquinine
B. Any impurity eluted before quinine
C, Anv other imouritv

A. Max. 100,6

B. Max.5Yo
Q. Max.2.5o/o

A.2.610/o
B. 1.980/o
c.0.00%

8. Loss on drying
(L05"C for 3 h)

3.0% to 5.0% 4.600/o

9. Sulfated Ash Max.0.10% 0.o40/o

10. Assay
By non-aqueous titration with 0.1N
HCIO{

99.0% to 101.0%
Calculated on the dried basis.

100.28%

11. Residual Solvent
A. Toluene
B. Benzene

Max.5 ppm
Max.2 ppm

0.38
0.00

ppm
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Certificate of Analysis

Quinine Sulfate
Product no,: Afr7r=\
Quaiity: / EP 8.0 \
.8aich no.: KS.1 41 1 01 0

Production date: \ ll-lo-zolq--,-'
:Expiry date: f1=Tr-2019

Quar:titiy: 250 kg

Cas nu¡nber: 6119-47-7

Your referencel 8t141765
You:" article code:

t

Item

'

Appearance

Sotubitity: 
:

ldentification:
A) Test chromatogram TLC

B) Test bromine and ammonia
C) Test fluorescence

D) Test sutfates
Appearance of solution 

:

pH

Specific optical rotation 
:

Other cinchona atkaloids 
,

(Chromatogram HPLC):
Dihydroquinine
Any retated substance eluted before
quinine
Any other related substance
Loss on dry¡ng
Sutphated ash

Assay: bynon-aqueous titration with
0.1N HCIO4

B. Benzene

Specification

,

White or almost white, crystattine powder or fine,
colourtess needles
Stightly so[übte in water, sparingty sotubte in boÍtin§

The principal spot sampte simitar with the reference
sotution
a green cotour devetoPs

disappear on addition of hydrochloric acid

The sotution gives the reaction of sulphates

Sotution is ctear and not more intensety cotoured 
,

than reference sotution Yo

5.7 to 6.6
-237o to -245' catcutated on dried basis

l

l0 % max. .

5 % max.

2.5 % max. ,

3.0 % to 5.0 %

0.10 % max.
99.0% to 101.0 %

Max. 5ppm
Max.2ppm '

Results

Conform

Compties

Compties
Complies

Compties
Conform

6.15
-241.68'

2.61%
1.98',á

o.oo %

4.60%
0.049á ,

100.28 %

0.38ppm
0.00ppm


