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N. ofPackages: 1 DRUM,/S

STRTRAI,I}TE HYDROCELORTDS POL. 1
EUR.PH.8 ED. USP 39
Code N.: 08015600
Lot N.: i.6100!83 Quant¡ty Delivered: 25 KG
Manufactur¡ng Date: 18 . 01 .2A16 Retesting Date: 17. 01 .2021

Analysis N.: 30000298317 Date 21 .07 .20L6
Analytical Procedure: 1 4 8 SR1 - 1 5

Solubility:
Very soluble ¡n dimethylsutfoxide and chloroformi soluble in dilute methanolic and ethanolic HCI; slighfly
soluble ¡n wate[ insoluble in d¡lute NaOH.

ANATYTICAL TESTS RESULTS SPECIFICATIONS
MIN MAX

White or almest wflite erystdline polrder

IR Spectrum identiñcat¡on

Chlorlles identifEaüon

Diff.scanning cal.(DSC)

Loss on drying

Water content (K-F.)

Sulphated ash

Heavy metals

Complies

Positive

Complies

0.o4 %

0.04 Yo

0.04 %

< 10 ppm

Complies with the reference

Positive

Complies

0.50

0.50

0.10

10 ppm

oa

eaget7 3

,

Certificate of Analysis

Date

06.09.2016
Purchase Order No. / Date

Delivery Note No.

5635000057 000010

Export No. / Date

561 5000044 000010 / 20.07.2016

Custome/s Code No.

618600
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Delivery ñote No.

5635000057 000010

N.ofPackages: 1 DRUM/S

SERITRAT,INE SYDROCELORIDE POL- 1
EUR.PH.8 ED. USP 39
Code N.: 08015600
Lot N.: 16100483 Quantity Delivered: 25 KG
llanufactur¡ng Date: 18 .O'l .20L6 R€{e6Éing Date: 17. 01 .2027

Analys¡s N.: 30000298317 Date 2L.01 .2016

ANALYTICAL TESTS RESULTS SPECIFIGATIONS
MIN MAX

Spec¡fic optical rotation

HPLC EP lmp A (trans-sertral¡ne)

HPLC EP lmp B (dehalg-sertraline)

HPLC EP lmp C (4-monochloro)

HPLC EP lmp D (3-monochloro)

HPLC EP lmp E (mandelic ac.)

HPLC EP lmp F (Tetralon)

HPLC Each max.unidentified

HPLC Total ¡mpurit¡es

HPLC assay (on dried basis)

38.8 41.2

0.10 o/o

0.10 %

0.20 o/o

c.10 %

o.20 0Á

0.20 %

0.10 Yo

1.00 Yo

99.0 101.0 Vo

re
100 ppm

41.0 "

< 0.05 %

<0.05%

< 0.05 %

< 0.05 %

< 0.01 o/o

< 0.05 o/o

< 0.05 %

< 0.05 %

99.4 Yo

HPTCEÁ@ó

Org.res.solv. Ethanol .4 ppm
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5635000057 000010

N. ofPackages: 1 DRUM/S

SERSRALII{E HYDROCHüORIDE POL. 1
EUR.PH.8 ED. USP 39
CodeN,: 0801"5600
Lot N.: 16100483 Quantity Del¡vered: 25 KG
Manufacturing Date: 18 . O7 . 20t6 Retesting DaG: 17 . 0 j , 202L

Analys¡s N.: 30000298317 Date 21 .07 .2016
Analyt¡cal Procedure: l- 4 I SR1- 15

axn¡-rncniÍesrs Resulrls SPECIFICATIONS
MIN MAX

Org.res.solv. Ethyl acetate

Org.res.soV.Toluene

Particb size D(10%)

Partide ske D(50%)

92 ppm

.lppm

25 pm

108 pm

)40 Vm

81 pm

275 pm

0.69 grlml

0.83 gr/ml

750 ppm

ppm

Particle s¡ze D(37%)

Partide s¿e D(95 %)

Bulk density Loose

Bulk density Tapped

This batch has
accordance \^¡it

been manufactured,
EU GMP Guideline

packaged and
Vol-ume 4 Part

tested in
rr (rcH07)

425 pm

gr/ml

gr/ml

pm100

,


