
aceuticals Limited

CERTIFICATE OF ANALYSIS
www.sfiisPharma.oOm

Works; Unit-ll, Plot No. 24 &248 and 36 & 37, S.V, Co-Operative lndustrial Estate. Bachupally,

Medshal:Malkajgir.i Oistrict, Hyderabad, Telangana - 5OO 090, lNDlA, Phorre : +91 91000 72351 I 5;2

Email : qa-unit2@smspharma.com, Website : wwwSt:rspharrnh'com

Reoisfered & Corqorate Office :

Ploi tto. 72, H. No. 8'2'33413 & 4, Road No. 5,

Opp, SB Banjara Hills,
Hyder:ab ana, lNDlA.
1s| 1 +91 : +91-40-2525 98Bg

CIN : 124239TG1 987P1c008066

1 o1'3

Namo of the Product : Itraconazolc [lSP
A.It. No, : IrP/20l0856Batclr No i I'17-J0120A28
Date of Analysis : 19'01.20:1
Expiry f)ate : Decetnber -2025: Jarruary - 2021

S. Nir, TeSf paramcter Result
Specifications

(Rcf. No. : CS.f{1'>-5043-03,Rev.05)

I Description White powder, A White or alrnost white powder',

) Solubility

Freely soluble in Methylene
chlqride, Sparingly soluble in

Tetrahydrofiran, very slightlY
soluble in Aleohol, plaotically
insoluble in water.

Freely soluble in Methylene
ohloride, Sparingly soluble in
'Ietrahydrofuran, very sliglttly
soluble in Alcohol, praetically
insoluble in'water.

J, Identifieation

a. by IR

The IR absorption sPeclrum of
ihe-s,mple-iimaich with the

spectturn of the Itraeonazole
working standard.

The IR abSorptiou spectrum of
the,santpl q slro;u'ld-nratch with the
spectrunr of the Itraconazole
Reference standald / working
standard.

b. by HPLC

The Retention time of the
rnajor peak of the samPle

solution ig oonesponds to that
of the standard solutiou; as

obtained in the assay.

I'he Retention time of the major
peak of the sample solution
should be corresponds to that of
the standard solution, as obtained
in the assay.

4.
Optieal rotation [o]20
nreasured at}OoC r-) + 0.04 Between - 0.10" and * 0.10o

5.
Loss on dryiqg'at 105"C for
4 houts (o/o,wlw)

0.20 Not more than 0.5

6. Residue on ignition (Yo,wlw) 0.03 Notrnole than 0.1

Preoaled bv Reviewed by Aooroved bv

Sign &Date \*a.of or[*z ,sffinr.-
Name V. Satva Kiran J. Nareslt Babu N. Satya Krishna
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7.

4-methox,y.detivativ.e- lN"t r"r't
4-TriazoLylisorner ,

'0,10 Notmore than 0-;3
qum--, or rrqpyl 44alo€, de

Isopro^pyl analog' ' '' ,

0.05 Notmore than 0i3

Epimer BDL (0j0s) NotmorO- than'012

n.Butyl iSoln"r, BDL (0 0o Not more than,0.2_

Notmore ftan 0:3 '

BDL (0.O5), Not mor€ thal.0.10
Total impurities 0.22 Not more than 0:8

8, Asspy by TIFLC o! drjed
basi-q (/0, wlw) 

;

99.9 Not less,than ,98,0 and
NoJ more thau 1.02.0,

9. Residual Solvents b,.y,GC (pp

Metha,ol ----l : ': '

-

Below LOD (14) | Nothofe: flran 300
Aceto-ne B:blow tOD'(21) Nqt mo.re lhaq SO0

Toluene 295 Not mor:e.:than 890
N,N-Dimethyl fonnbunicle Below tOD (s3) Not more th.ar' 440
Dimethyl,,sulfox.ide,, BelowLOD (55) Not nlore;fhan 500,

Worksr.Unit-tI,'FlbtNo:.tA4.& 6,&ii:,S;V. Co-OperirtiMedehal-Matua_991-rQ1"1r",, tans.ar.ra _ o.oo,OOolriN'o
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Name of the Product Itraconazole USP
Batclr No : ITZ/0120028 A.I{. No. : FP/20l0856
Quantity : 40 Ks Date of Analysis : 19.01.2021
Mfg. Date : J'anuarv -2021: Expiry Date : Deoember -2025

S. No. Test parameter Result
Specilications

(Ref. No. : CS-FP-S043.03,Rev.05)
* Additional tests

10, Pattiele size distribution by Malvern (Dry method)

D(0.1) 1.3 Not more flian 5 prn

D(0.5) 5.2 Not more than 10 pm

D(0.e) 16.7 Not nole than 25 pm

IL Identification of
po,lynrorph by XRPD----

XRPD difi'actogram is exhibit
specific 20 value at 10.8, 14.5,

XRPD diffractogram should exhibit
specific 20 value at L 0,2" of 10,8,
14.5, 16,6; T7.5, B:A:19.4,20-4;
21.2, 23,5, 25.3, 25.5 arnd 27.1.

lo.o, I LJ) 1d.u, ly.+, zv,+)
21.2, 23.5, 25.3, 25.5 alnd 27 .7,

Conclusion: -The plodnct conf,onns to the Itraconazole USP Specifications.

BDL: - Bplow Disregald Linrit, LOD: - Limit of Detection, LOQ:- Limit of Quantitation

Prepared by Reviewed bv Approved bv
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Desisnation Asst. Manaser - OA Dv. Manaser - OC Dv. Manaser - OA

Works .: Unit-ll, Plot No. 24 & 248 and 36 & 37, S.V. Co,Operative lndustrial Estate, Bachupally,
Medchal-Malkajgiri Distr.ic[, Hyclerabad, Telangana - 500 090, lNDlA. Phone ; +91 91000 72351 I 52

Email : qa_unit2@smspharma.com, Website : www.smspharma.com




