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UEEGEH ~— VIRCHOW LABORATORIES LIMITED

FRIMADORN
: CERTIFICATE OF ANALYSIS
Product Sulfammethoxazole PH.Cur ARNo, . * SMXR352)
Bu.lds Wo. - 2351123 Ir-tHouss Batzh Na, : NowShX/108
Daifef Mg Nov 2023 Sampled by ¢ D.Sokanth
Retest Date Ot 2028 Date cf Aazlysls T 23.112023
Bach Quaatity 40x25 Kg ~ 1000Kg
S.No. |TESTS QOBSERVATIONS SPECIFICATIONS
01 Apprarace White crystallins powder A Whilc or aimort white Crystalline Posder
02 Salupility Complies Ay per FREsr
03 Ii=tification
a} Melting Point 171°C 169°C-172°C
HIR Praitive Thz inlrzed absopien spectrum of tample is
dant With the sy of Sulfzxethoxzsole
CRS
c}TLC Complies As per PREur
d) Chemical Test Complics Should give tha positive reactions of primary
{szozatic amines
(-] Appesrance of Solution
2} Clarity of Solution 12NTY [ Not more than 1.0 NTY
b} Colourof Solution - Commplics | Not nere ineascly coloured than
Relerence sohstions Yy, BYy & G,
05 Acid.it_r 0.1 mi Na2more than 030 ml ef 0. 1M sodium bydroxide
LT soution
05 Related substances by HPLC
o) Impurity A {Acetyl SMDD Below Disrezard Limit* Not more tha 0.100%
b) Impurity B (Sulfunulyl SMX) {0.013% Wot mote than 0.100%
<} Impurity C ([soxamine) Below Disregard Limit® Nt more than 0.100%
d) Impusity D (Suifanilic Acid)  |Below Disgegard Limit® Not more than 0.100%
) Impusity E (Sulfanilamids) Below Dissepad Limit™ Not roore than 0.100%
0 Impurity F(iemaicSMX)  [0.041% Not e thas 0.100%
8) Any other impurity
1) Uaknown Impurity - 1 0.032% Net mere (s 0.100%%
2) Unknown Impuzity~II  |Below Disrcgand Limit* Notmore than 0.100%
h) Tetal Impurnty 0.106% Not more than 0.300%
07 ‘_L_-;non Drying D30% wiw Mszimum 0.80% whv
03 | Selphated arh 0.04%% wiw iMaximurn 0.10% wi'w
037 | Aseay ; Q3% wiw Not lexs.Coay §9.0 Y4 acd mot more than
2 161.0 %, calculaicd with relerence to the
dricd sulstancs
10 | Addizionsl tests:
1) Sievetest 99.8%%<30 microns B
i} Bl Density e rprsaasa.
1) Related subatonces by TLC Less than 0.5% Notmore than 0.5% cach, (As Pes PhEerd)

* Betow Distegard limit=0.025%

Remarks : The Sample Complics as per Ph.Earl1 specification No, EP/SPIO00.

Dat= of Release 1 24.11.2023 '

Amalysed ty: S \ Checked by: {%m,.
(Chemisy ST {ASSLQCManager) *

We, Vitchow Laboratorics Limited, a1 a i of Sulfamath

per the f: ing process d

Approved byt

A
($1.Q.CMezape)

le here by certify that ﬁ:bmhbuhmpn&mahyu:u
ed in Cestificate of Suitshilisy No. R1-CEP 1999-172« Rev 02 a=d ia fill complinate with the

GMP requirernents of the local regufatory sutherity: Drug Caatrol Adminisirtion, Government of Telangana State. GMP ¢tertifisale
No.76T26TS2022, valid epto 155012025, has been issuced by the Drugs Control Adnirisiration sfler inspection a5 per WED

puigdelines.

QAMmages C?‘Z?mln L-)

Repd OfL Plot No4, 5.Y.Co-op.Inds

"

tal Evaic, IDA )

13, Kydoraiad- 500 055, Telengana, INDIAL

Factory: Pot No. 4 ta 19, 5.V.Co-op.Indusicial Extale, IDA. Jerdimetls, Modchal-Malkajgirs- 500 055, T daagana, INDIA

Phona: +5140-$HA45678, 44445600, 23056688, 23095206, Fax s +91=40-23026677 Eceail: logisti
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Web: www.virchows.com, Drug Licence: STITDVAPSSB/R; GSTIN: IGAAACYT245F1Z8, CIN; U4232TG1932PL.CO03365
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