CERTIFICATE OF ANALYSIS

Pharmaceuticals Limited

Registered & Corporate Office :

Piot No. 72, H. No. 8-2-334/3 & 4, Road No, 5,
Opp. SBi Executive Enclave, Banjara Hills,
Hyderabad - 500 034, Telangana, INDIA.

Tel : +91-40-2525 9999, Fax : +91-40-2525 9889

CIN : L24239TG1967PLC008066
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Name of the Product

Sildenafil Citrate Ph. Eur.

VWWW.STT Ibphdl’ﬁld.l;uﬂl

Batch No. SLC/0221054 )
Mfg. Quantity 67.5Kg A.R. No. : FP/21/0827
Dispatch Quantity 5.1 Kg Date of Analysis 22.02.2022
MIfg. Date February - 2022 Expiry date : January - 2027 ]
. SPECIFICATIONS
Beite.) TRAUVAREMEBIEE e (Ref. No.:CS-FP-5042-02,Rev.05)
I. Characters
&) Apearatis White, §11g11;1y hygroscopic Whitg or almost \.?Vhlte, slightly
crystalline powder. hygroscopic, crystalline powder.
Shightly soluble in water and in | Slightly soluble in water and in
b) Solubility methanol, Practically insoluble | methanol, Practically insoluble in
in hexane. hexane.
The infrared  absorption The infrared absor.ptlon spectrum
, ‘ = of the potassium  bromide
spectrum of the potassium | . .
L S : dispersion of the  sample
bromide dispersion of the ] = =
e sample preparation is exhibit | * reparation  should ~be exhibit
2. | Identification by IR e . | maxima only at the same wave
maxima only at the same wave _ Pl
' k! numbers as that of a similar
numbers as that of a similar . : -
) i . ... | preparation of Sildenafil citrate
preparation of Sildenafil citrate ;
. working standard / Reference
Working standard.
' standard.
3. | Impurity-E by TLC (%) Less than 0.1 Not more than 0.1
4. | Related substances by HPLC (%, wiw)
Sildenafil Impurity — A BRT (0.05) Not more than 0.15
Sildenafil Impurity - D BRT (0.05) Not more than 0.15
Unspecified impurity BRT (0.05) Not more than 0.10
Total impurities BRT (0.05) Not more than 0.5
Water content by KF (%, w/w) 13 Not more than 2.0
Sulphated ash (%, w/w) 0.03 Not more than 0.1
7 Assay by HPLC (anhydrous 99.4 Not less than 98.0 and
" | substance) (%, w/w) B Not more than 102.0
Prepared by Reviewed by Approved by
Sign & Date Q} 1t WA MH@':—-D)%
w\u\‘z L “A
2W\\Wgg
Name G. Vara Kumar B J. Naresh Babu M. Yedukondalu
Designation Chemist -~ QA Dy. Manager - QC Asst. Manager-QA |

Works ; Unit-It, Plot No. 24 & 248 and 36 & 37, S.V. Co-Operalive Industrial Estate, Bachupally,
Medchal-Malkaijgiri District, Hyderabad, Telangana - 500 090, INDIA. Phone : +91 91000 72351 / 52
Email : ga_unit2Z@smspharma.com, Website : www.smspharma.com
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Mg, Quantity

67.5Kg

| AR. No.

FPJZ 1/@827
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 Date of Analysis

| Dispatch Quaritity
Mifg. Date :

> February -

2022

}@}};prry "‘ﬂ‘f’«‘h

" January' 2057

| 8. No. i

TEST PARAMETER

. SPECIFICATIONS

8.

| Residual solvents by GC (ppm)

- {ReﬁNa ;C8-EP-5042-02,Rev.05)

| Meihanel

| Not mote than 1000

Beiow LOQ(QQ)

Not:niore:than 100

) .Ethyl acciaie.

Not moere than 200

‘Toluene

Bczaw LOD:-:(Sj i

| Not more-than 100

| Identification of polymorph.

| XRD difractog ra:m is exhibit

| 144, 162,19.8, 227311(1‘289 :

specific 26 value 4t 8.1, 10.3,

XRD- dlffractagrmn should exhibi
5513&01&@’ 26 value at + 02[} of 8.1

%5

144; 162, 199, 22.7 an

[pse

| The:

DSC: _ thermogram
exlnbnt a smgle peak at 281

15

.The DSC thermo. ‘gram  -shoul;

| exhibit-a single peak af about 201

| asan mdmation of melting,

[# Skip’

testing

| # 10.

Determinaiionof © SLC II"’
- Content'by HPI:C (ppm

Notapplicsble

| Not morethan 15

Determination of °S;

CentcntbyHPLC ' epm)

Not applicable

Nmmorerhan 5

#1120

| Determination-of “Sild
| Methy! sulfoniate’ Content by
HPLC (ppm)

Not applicable

‘Not: more than 15

 Conelusion: - The'product conforms to the Sildenafil Ciirate Ph. Eut. Spemﬁcatm&s

NoteSLC-IE  F-Methyl-3-propyl-d- -nitropyrazolo-S-carboxylic acid:; SLG-IIJ l-Mm]ryI—?wpmpyI - mtmpymzoio 5a carbermmde :

T:OD: < Timit of detestion, LOG; - Limitol Quantitution &, BRT; - Below rcpomnﬁ thzesho.

#8kip:tests: Frequency = Firs batch, produced and there: after /10 batches produced: n ayegn
defined frequency, following the validated pmeedure&m hich

B—

l‘he Spm:if & tesu, WELE! parlurmed accmﬂmg torth
wcf’*‘“rmcrpcrated in the:Sildenatil Citrate standardtest procedure: {TP-I P-5642~92‘_{

Reviewed by

| Sign& Date

Qe

Apptﬁvcd by

2W\xNgg

G. Vara Kumar .

J Na1 csh Babu

Designation

Chemist— QA

M, Yetukondaty

Dy. M*um}:,cr = QC

Asst. Manager-QA
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