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B

Baich No.

Date of Manufactur

i

ertriling hydrochioride (Form-iT)

Refereace STP No.
Reference

Patch Quantity

1 SRA-097-02
:Fa.Bur,

145278 Ke

Analytical Report No. 1 SRITT/2 Tate of Analysis 0320
Retest dule . September - 2017
Status : Re-certified
.No. Test Specifications Resuits Reference
‘Lite o 1
i lAppearance White or alimost white, crystalline powder £ “m.; ngm‘ e
powder
Selubility Sparingly solubls i mathenst and in Dimethyifen Tomplies
i e Pl mhy i pos nféiﬁ'tac:ognm of the fest b au A M-fv{a,(:‘n:s with the
g (RD with that of Sertraline hydrochlorids (Form-1I) working standard. standard diffractogram o
optical rotation on anhydrous basisr Shonld be harwaen (1)39.8°
the fnfre Red shsorption spectrum of the £ s L
! i K.CI dispersion compressed into a dise should ¢ ly Niatches with the Ph.Eur <2954 =
2 | 2t the same wave numbers a3 that of a simi standzrd spectoum’ Mttty 7= 2 g
j Serraline Hydrochloride (Form-Ii) W addard, I
ks The tetention tims of i ik i ’
: sreperation-1 should rateh with G o d';;‘ t Ph.Eur. <2.2.29 >
Assay on anhydrous basis by HPLC. #
d) Chiorides: Should comply the test for chlorides, Complies PhEur. <23.1>
* &) DSC: The thermogram of the test samnle shy th Maiches vwith the = i
e G T oas ; PhEur. <2234 >
wal of sertratine Hydrochloride (Forn-11) working standard, siandard thermogram o
ide cont PhEur. <2.220 >
¢ 5 |Chloride contenton | 1 be between 10.1% and 10.6% wior 10.3 % wiw I Sl
anhydrons basis o . : " Ia-House
foi ba R - s 1 y Philur, 12512 >
# G 1Water content Not more than 0.50 % w/w G.11 % wiw o e ]
7 {Sulphated ash Not more than 0.10% w/w C.06 % wiw PhEur, <2.4.14 >
8 |Heavy metals Not more than 0.00{ Yasw/w. . L Less than 0.001%w/w |  PhEur. <2.4.8 >
Enantiomeric purity (1R,4R)-4-(3,4-dichIorophcnyl)—N-methyl—1,2,3,4-tetrahydrophthalcn— 0.10 % PhEur. <2229 >
? by HPLC I-amine (Sertraline enantiomer) (Impurity-G): Not more than 1.5% (LOQ=0.01%) T e
i {2R)-hydroxyphenylacetic acid ((R)-mandelic acid) (Impurity-E): Below LOQ :
- HPL : Ph.Eur, <2.229>
i N i e RS W (e _ (LOQ=0.01%)
(1RS,4SR)—4-(3,4-dich!orophenyl)—N-methyl-l ,'2,3,4-tetrahydro 0.13%
11 [|Related substances by {naphthalen-1-amine (Impurity-A): Not more than 0.2% -~ (LOQ=0.0492%) Ph.Eur. <2228 >
GC (IRS,4RS)-N-methyl-4-phenyl-1,2,3,4-tetrahydronaphthalen-1 -amine Below LOQ =
(Impurity-B): Not more than 0.2% : : (LOQ=0.0156%)
Compiled by: %u.uz_ Checked by: Authorised signatory: /7 /2% ﬁ@:‘
B . : : 02 /i [2PU
Date: (o) Lol n— Date: Date:
Al aen o3|\ \2o—
QC-SRI-COA-005-02

Effective date: 20/10/2010
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Date of Manufacture

Analytical Report No. : §

Hetero Drugs Limited [
S.Nos, 213, 214 & 255, Bonthapally Village, Jinnaram Mandal, Medak District, Andhra Prad :
Phone: +91-8458-2753 14/275777, Fax: +91-8458-275271 i
CERTIFICATE OF ANALYSIS ] _
Produst : Sertraling hydrochloride (Form-ID Reference STP No. : SRI-007-02 . -
Baich No. SRO3431012 Reference :Ph.Eur

Batch Quantity 1 432.73Kg

Date of Analysis ORI
Retest date

Status

S.No.

Test

Specifications

Results - Reference

Sum of (1RS,4R8)-4-(4-chloro pheay-N-methyi-1,2,3 4-

methyl-1 hihal

2,3,4-tetralrydrons oo~ 1-amine (Sum of impurities - C

mo ian (0,5

tetrahydronaphtahlen-1-amine and {1 R3,4RS)-4-(3-chlorophenyl)-N-

0.04%

1§23 A -dichimsp"utnyi)-B,i-éih}dronaphihaicz.:--I{ZH)‘vmc N .
(Impurity-F): Not more than 0.2% T =
unspecified iinpurities: Not more than 0.10%% Not detectad
Trtel impurities Notmors thaw 1.5% 0.17% ]
i Should be betwean 98.0% w/w and 102.0 % wiw 100.0 % wiw
. ' Beiow LOO | o
Mt T Not mors th TOT < i !
I ] . Not mare than 500 ppr (LOG=30ppm) ‘ _3
s - . Below LOG :
Yitsopropyi Ether : Not more than 36 "
v 13 |[Residual solvents by [~ rror Bk el L (LOQ=25ppm) PhEur. <2.2.28 >
bew N 2 Below LOQ In-House
Ethyl acetate : I\§t mori ihan —303 Epm (LOQ=25ppm) |
n-Butyl aicohol : Not more than 1000 ppra i o
| ree TR H (LOG=25ppim) b
** No poteatial for the cluss-1 solvents as specified by ICH to be present, in Sertialing hydrochlotide (Form-IL), 2s they re not used i the
manufacturing process. The material if tested for these selvents, will comply with the established standards.-
* In-house specifications
The product conforms to the above specifications
Compiled by: %\.LA»L Checked by: Authorised signatory: - 77 /w*é / ; /
. 2, Ju j2el
Date: 02\\\\ e oln- Date o3 \\\\ 9019 Date: 02 )
QC-SRI-COA-005-02 Effective date: 20/10/2010
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