VircHOLIS

CERTIYICATE OF ANALYSIS

VIRCHOW LABORATORIES LIMITED

FRIMADOS

Product Sulfamethoazole Ph.Cur AR No. 1 SNE095S2S
Baich Ne. 09550525 In-House Bateh No. : May/SMX/136
Date of Mfg May 2023 Sampled by + AChandar
Retest Date Apr 2030 Dute of Anslysis 1 31053025
Darch Quantity d0x 23 Kp = 1000Ky
S.No, |TESTS [OBSERVATIONS SPECIFICATIONS
il Appearanse While crystalline povder A White or almustwhile Crystalling Powder
02 Solubility Complics As perPh Eur
03 | Idensification
5) Melting Point 17¢°C 169¢C~172"C
b} IR Posilive The infraréd absorptisn speetrunyof sample is
concordant with the spectrum of Sulfamethoxazsle
LRS
¢) TLC Complies As per Ph.Eur
d) Chemical Test Canmiplles Should give the posilive reastions of primary
sromatic amines
04 Appearance of Solution
w) Clarityof Solution LINTUY Mol marc than 3.0 NTU.
b) Colour of Salution Camplics Not more intenzely coloured than
? Reference solutions Yy, BYy or GYy
05 Acidity 0.15.ml

Not mere than 0.30 ml of 0.1M sodium hydrexids
sahation

0% Related substances by HPLL
3 Impurity A (Aceiyl SMX)

gy Inipurity C (Tsoxuatine)

8} Any oiherimpirity

b) Impurity B (Sulfanilyl SMX)

d) Impurity D (Sulfanilic Acid)
¢) Impurity B (Sulfanilznide}
1) linpurity F {lsomeric SMX)

Below Diseegard Lima?®
0.066%

Befow Disregard Limit®
Belaw [Misrezard Limit®
Below Disragard Limit™
Below Disregard Limit™

Notmore than 0.100%%
Not more than 0, 100%
Notmore than 0.100%
Not more than 0,160%
Watmore than 0.100%%
Nt mere than 2.100%4

1) Uskiown Ilnmu ity =1 0.035% N :r;‘tor:ﬂz:n 0.100%
2) Unknawn Impurity - I Below Disregasd Limit® Not more than 0, 104%
1) Total Impuiity 0.1012% Not more then 0.300%.
07 Loss ¢n Drying 0.257% wiw' Maxiimum 0.5026 whw
08 Sulphated ash 0,045 wiw Maximum 8.0% whv
09 Assay : !OO.S_.-‘ wiwy Not levs-than 29,0 %% and not mare than
101,80 %, ealcuinted with eslzience to the
dricd subistance
n Additioral tesls: ,
i} Sievetest 99.94:<90 micrans hevie—

i1) Bulk Densily

1) Related sutttances by TLE

Less. thaa 0.5%

| Rot morc than 0.5% each, (As Per PR.Eur)

* Below Disregard Himit= 0.025%

Renarks : The Saniple Complics as per PinEurll specification Ko, FR/SF/00Y;

Date of Release : 01.06.2025

L
Analyzed by : @”

(St.Chemist) 21 [PEI 2y

Cheeked by; \
(Instrumentation fn-Charge) O \

. Approved by ’é ?“‘ --As\-\vs

(Se.Q.C Monager) 0

We, Virchow Laboratories Limited, us sumanufoctarer of Sulfomelhoxazsle fiers by centifyrthatthis batch has beea produeed by us as

per the manufacturing process desenibed in Certificate of [ Suitability No. R1.CEP 1999.172- Pev-02

zrd in full complisnce with (he

GMP requirements of the.losa! regulatory nuthority: Deug Cenitrol Administration, Governmant of Telangana State, GMP certificaic
No, IOSNUFV’G"- vuhd upto 10022028, hias been {ssued by the Drugs Control Adminiztmiion sNeringpestion as per WHO

puidelines.
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Kegd OFT. Plot No.d, S.V.Co-op.Industrial Estate, IDA. Jeedimetls, Hyderabad-503 055, Telangana, INDIA.
Factary; Plet No. ¢ 4010, 5.V.Co-opIndustrial Estate, IDA. Jecdimetla, Medahal-Malkajgin- 500 055, Telangany, INDIA.
Phones; +21-40-44445675, 44445600, 23096538, 23098206, Fax 1 +91-40-23096677 Email: logistics@virchows.com
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