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CERTIFICATE OF ANALYSIS
Product 3 Sulfamethoxazole Ph.Eur A.R.No. : SNIXA1074721
Batch Na, ] 10740521 In-llouse Batch No. : May/SMNAAS6
Datc of Mfp : May 2021 Sampled by : KJ.Ravisankar
Retest Date ! Apr 2026 . Date of Auslysis : 06.05.2021
Bateh Quantity +0x25Kg - IC00Kp
S.No. |TESTS ONSERVATIONS SPRCIFICATIONS
a1 Appeatunce White ervstalline powdar A White or alinost white Crystalling Powder
02 Soluhility Coniplies Asper Ph.Eur
03 Identification
a} Meliing Point 171°C 16%°C - 172°C
b) IR Pezitve The infrared absorption speciram of sample is
concordant with the spectum of Sulfzmethoxazole
CRS
c) TLC Camplies Asper PhEur
d) Chemical Test Complics Sheuld give the positive seactions of primary
aromatiec amines
04 Apparance of Solution
a} Clunty of Soluzien 1.1 NTU Not mere than 3.0 NTU
.bJ Colour of Solutivn Compites Not mere intensely coloured than
Reference solutions ¥y, BY or GV
05 Acidity 0.18 ml Net marc than 0.30 m! of 0.1M sodium hydroxide
solution
i Refated substances by HPLC
a} Impurity A (Acalyi SMN) Below Disregard Limit® Not more than 0.100%
b) Impurity B (Sulfanily] SMX) 10.053% Nol more than 0.100%
<) hmpurity C (Isoxamine) Below Disrguaed Limit® Nol moe than 0.100%
d} Impunity D (Sulfmilic Acid)  |Bclow Disregard Limit® Not more than 0.100%
c) Dmpurity £ (Sulfanilamide) Below Distegard Limit~ Nat more thun 0.100%
B impurity F {Isomeric SMX) 0.035% Not more than 0.100%
g} Any other inpurity )
!} Unknown Impurity ~ | 0.033% Nol nore than 0.100%
2) Unknown lmpurity = 1 0.032% Not mere than 0.100%
h) Total Inpurity 0.153% Not morce than 0,300%
a7 Loss on Drving 0.28% wiw Maximum 0,50% wiw
03 Sulphated ash 0.04% w/w Maxirnum 0. 10% whs
09 Assay 100.3% wrw Not less than 99.0 % and not more then
101.0 %, caleclated with reference to the
dricd substance
10 Additional tesis:
i} Steve 1est 99.87<99 microns
i) Bulk Density ™ feeeeeee
iii) Reluted substances by TILC Less then 0.5% Not more than 0.5% eacl, {As Per Ph.Gur4)

~ Below Disregard limir = 0.025%
Rennurks : The Smnple Complies as per Pl.Euri@ specification No. FI/SPAI0.
Date of Reicase : 07.05.2021

Analysed by : oS Checked by: “b/’ Approved by: !é ! Dﬂbkﬁu

{Chemis) G‘Lﬁn sly {(Ass1.Q.C.Manager) DQ"“ '{{'1‘-3 (8r.Q.C.Manager)

We. Virchow Laboratories Limited, as a manufactoser of Sulfamethoxuzole here oy centify that this batch has been produscd by us as

per the manufacturing precess deseribed in Cartificate of Suitability No. R1-CEP 1999-172. Rev 02 and in full compliance with the

GMP requircments of the local regulatory authority: Dreg Control Administration, Govermment of Telangana State, GMP certificate

Ne.S26(/Ei/2018, valid till Feb-2022. has been issued by thie Daugs Comro! Administmtion after inspection 28 per WHO suidelines.
A4

Q. A Manager: %‘D?‘ﬁ}d:’f

Factary Regd. Off. : Plot No. 4 to 10, S.V. Co-op. Industrial Estate, IDA. Jeedimetla, Hyderabad-500 055, india.
Phones : +91-40- 44445678, 44445600, 23096588, 23098206, Fax : +91-40- 23086677, 23098205.
E-mail : hyd1_virchow@sancharnet.in, hitpz/Awenvvirchows.com
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