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ACCELERATED STABILITY STUDY REPORT

Name of Product Sildenafil Citrate Tablets 50 mg Batch No MD274
Description of the 4’s blister pack in 0.25 mm thickness
ack PVC foil Mfg. Date Feb 2008
Description, Disintegration test,
Pal;zm:tersni.l::,d t:;St LOD, Dissolution Test, Assay, Expiry Date Jan 2011
TCIG LroEoEp Related Substances, Microbial count
Storage 40° £ 2°C and 75% +
ses 0
Date of Initiation 25/02/2008 conditnns o Rl
Date of
. Jul 2008
completion
RESULTS OF ANALYSIS
TEST LIMITS INITIAL 3 Month 6 Month
(Feb 2008) (Apr 2008) (Jul 2008)
- Light blue Light blue .
gl L.l A1 Ee coloined coloured diamond | coloured diamond Iflght Rie colonyed
Description diamond shaped film diamond shaped film
cosed viblet shaped film coated | shaped film coated coated tablets
’ tablets. tablets. )
zzmtegr adon |\ M.T. 30 min 7 min 8 min 8 min
LOD N.M.T. 3% w/w 1.40% 1.48% 1.60%
1] 96.70% 1] 95.62% 1] 96.64%
2] 98.43% 2] 97.26% 2]197.15%
- . 3197.57% 3] 96.20% 31 94.05%
0,
Dissolution Test N.L.T. 70% wiw 4] 99.88% 4]97.18% 4] 95.02%
5] 97.86% 5] 96.31% 5] 96.02%
6] 98.72% 6] 98.22% 6] 97.18%
Single Impurity : o
Related NMT 1.0 % 0.012% 0.013% 0.014%
Substances Total Impurity :
st o ty 0.012% 0.014% 0.014%
Assay 90.00% to 110.00% 102.42% 101.98% 101.52%
Total aerobic microbial count
Bacterial Counts NMT 1000 cfu 30 30 35
Fungi NMT 100 cfw/g Absent Absent Absent
Test for specified microorganisms:
E. Cali Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent
Stap. aureus Absent Absent Absent Absent
Mﬂfbm&w
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Name of Product : | Sildenafil Citrate Tablets 50 mg Batch No. : | MD274
Description of the pack ¢ | 4’s blister pack in 0.25 mm thickness PV C foil Mfg. Date ¢ | Feb2008
Peireoieinrs sl Tt methedsmaniioved . Description, Disintegration test, LOD, Dissolution Test, Assay, Related Expiry Date o | Jan 2011

Substances, Microbial count

Storage conditions

¢ | 30°C + 2°C and 65%z 5% RH

Date of Initiation : | 25/02/2008 Titeof compistion + [ Apr20i1
RESULTS OF ANALYSIS
Test Limit INITIAL 3 Month 6 Month 9 Month 12 Month 18 months 24 Month 36 Month 39 Month
(Feb 2008) (Apr 2008) (Jul 2008) ( Oct 2008) (Jan 2009) (Jul 2009 ) (Jan 2010) (Jan 2011) (Apr 2011)
; Light blue Light blue Light blue Light blue Light blue Light blue Light blue Light blue Light blue
Light blue
- coloured coloured coloured coloured coloured coloured coloured coloured coloured
Description shiped film conted diamond shaped diamond diamond shaped diamond diamond shaped | diamond shaped | diamond shaped diamond diamond
nm_wm & film coated shaped film film coated shaped film film coated film coated film coated shaped film shaped film
) tablets. coated tablets. tablets. coated tablets. tablets. tablets. tablets. coated tablets. coated tablets.
D.T. N.M.T. 30 min 7 min 7 min 7 min 9 min 10 min 10 min 11 min 11 min 12 min
LOD N.M.T. 3% w/w 1.40% 1.42% 1.46% 1.56% 1.58% 1.62% 1.69% 1.70% 1.71%
Dissolution N.L.T.70 % w/w 1] 96.70% 1]96.22% 1] 98.60% 1] 96.48% 1]197.32% 1]96.33% 1]93.65% 1196.21% 1]194.62%
2] 98.43% 2]97.58% 2]199.12% 2]197.31% 2]197.10% 2]95.84% 2]96.15% 2]95.03% 2]95.02%
3]97.57% 3]97.12% 3] 97.30% 3]98.91% 3]96.02% 3]94.28% 3] 95.60% 3]96.11% 3]96.88%
4] 99.88% 4] 98.99% 4] 96.20% 4]98.25% 4]96.30% 4] 97.66% 4] 95.06% 4] 96.85% 4]95.02%
5]197.86% 5199.31% 5] 96.94% 5197.84% 5195.94% 5] 96.33% 5196.03% 5196.01% 5193.02%
6] 98.72% 6] 98.45% 6]97.85% 6] 97.69% 6] 96.48% 6] 96.02% 6]97.02% 6] 95.84% 6]93.32%
Single Impurity 0.012% 0.013% 0.015% 0.020% 0.024% 0.025% 0.030% 0.035% 0.035%
Related NMT 1.0 %
e Total lmpuily 0.012% 0.014% 0.015% 0.022% 0.025% 0.026% 0.030% 0.035% 0.035%
NMT 2.0 %
Assay 90.00% t0110.00% 102.42% 102.23% 102.01% 101.78% 101.59% 101.31% 101.00% 100.84% 100.68%
Total aerobic microbial count
Bacteria NMT 1000 cfu/g 30 30 35 35 35 40 40 45 50
Fungi NMT 100 cfu/g Absent Absent Absent Absent Absent Absent Absent Absent Absent
Test for specified microorganisms:
E. Coli Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent Absent Absent Absent _Absent Absent Absent
Stap. aureus Absent Absent Absent Absent Absent Absent Absent Absent Absent
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Approved By
Mr. S. Daptardar
(QA Manager)
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ACCELERATED STABILITY STUDY REPORT

Name of Product Sildenafil Citrate Tablets 50 mg Batch No AB8006
D::kcnptmn of the g \s’(l:ﬂ;it.jr pack in 0.25 mm thickness Mfg. Date Feb 2008
Description, Disintegration test,
ﬂart;m;ﬁ“n‘;f‘:‘;“ LOD, Dissolution Test, Assay, Expiry Date | : | Jan 2011
e s Related Substances, Microbial count
Storage 40° £ 2°C and 75% +
o N
Date of Initiation 20/02/2008 g’;g‘;‘f““s 2% R
. Jul 2008
completion
RESULTS OF ANALYSIS
TEST LIMITS INITIAL 3 Month 6 Month
(Feb 2008) (Apr 2008) (Jul 2008)
Light blue coloured 1 ngl&tdbilue d Light blue coloured | Light blue coloured
Descripti diamond shaped film | (O OWreC dlamond | 4. - ond shaped | diamond shaped fil
escription amond shaped film R — amond shape amond shaped film
coated tablets. tableis film coated tablets. coated tablets.
Z'Si‘megr atom | NMLT. 30 mins 5 min 6 min 7 min
LOD N.M.T. 3% w/w 1.23% 1.28% 1.40%
1] 97.56% 1] 98.12% 1] 96.45%
2] 99.59% 2] 96.61% 2] 95.02%
s s 3]199.57% 3] 99.26% 31 97.66%
0,
Dissolution Test N.L.T. 70% w/w 4]97.98% 4] 95.02% 4] 98.88%
5] 98.72% 5] 95.96% 5] 96.27%
6] 95.26% 6] 97.62% 6] 97.18%
- lil&%ell‘él&mw ‘ 0.009% 0.010% 0.012%
Sulitahees ;%?Tl,lzm(f},}?ty : 0.010% 0.012% 0.013%
Assay 90.00% to 110.00% 101.90% 101.21% 100.87%
Total aerobic micrebial count
Bacterial Counts NMT 1000 cfu 20 25 35
Fungi NMT 100 cfu/g Absent Absent Absent
Test for specified microorganisms:
E. Coli Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent
Stap. aureus Absent Absent Absent Absent
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Mr. S. Daptardar

(QA Manager)
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Name of Product : | Sildenafil Citrate Tablets 50 mg Batch No. : | A8006
Description of the pack : | 4’s blister pack in 0.25 mm thickness PVC foil Mfg. Date : | Feb 2008
Parameters and Test methods monitored . Description, U._msﬁm.mnwnoa test, LOD, Dissolution Test, Assay, Related Expiry Date o | Jan 2011
Substances, Microbial count
siieg . Storage conditions ;| 30°C + 2°C and 65%3+ 5% RH
Date of Initiation s | 20/02/2008 Thate of campletion : [ Apr2oil
RESULTS OF ANALYSIS
Test Limit INITIAL 3 Month 6 Month 9 Month 12 Month 18 months 24 Month 36 Month 39 Month
(Feb 2008) (Apr 2008) (Jul 2008) ( Oct 2008) (Jan 2009) (Jul 2009 ) (Jan 2010) (Jan 2011) (Apr 2011)
. Light blue Light blue Light blue Light blue Light blue Light blue Light blue Light blue Light blue
Light biue loured loured Joured loured loured loured loured loured loured
coloured diamond coloure coloure coloure coloure ~ coloure _ coloure coloure coloure coloure
Description shaped film coated diamond shaped diamond diamond shaped diamond diamond shaped | diamond shaped | diamond shaped diamond diamond
SE_M i film coated shaped film film coated shaped film film coated film coated film coated shaped film shaped film
a tablets. coated tablets. tablets. coated tablets. tablets. tablets. tablets. coated tablets. coated tablets.
D.T. N.M.T. 30 mins 5 min 5 min 5 min 6 min 6 min 7 min 8 min 9 min 9 min
LOD N.M.T. 3% w/w 1.23% 1.31% 1.36% 1.39% 1.45% 1.48% 1.52% 1.56% 1.60%
1] 97.56% 1]97.20% 1]195.03% 1] 95.23% 1195.12% 1] 95.48% 1]94.02% 1]93.02% 1]93.46%
2] 99.59% 2]98.02% 2]96.55% 2] 96.45% 2196.02% 2]95.91% 2]195.12% 2]94.61% 2]92.81%
Dissolution N.L.T.70 % w/w 3]199.57% 3] 99.62% 3197.02% 3]197.22% 3]94.62% 3] 96.02% 3196.02% 3]195.02% 3194.05%
= 4]97.98% 4] 98.16% 4] 99.20% 4]94.88% 4]95.03% 4] 96.42% 4] 96.55% 4]194.31% 4]93.64%
5198.72% 5197.62% 5196.24% 5]196.02% 5196.21% 5]95.02% 5195.08% 5]93.25% 5]93.48%
6] 95.26% 6] 95.10% 6] 97.45% 6]97.21% 6]96.05% 6] 94.60% 6] 95.16% 6]95.61% 6]93.61%
Single Impurity o a o o
Related NMT 1.0 % 0.009% 0.009% 0.011% 0.012% 0.015% 0.016% 0.018% 0.020% 0.025%
Rt Total impurity 0.010% 0.009% 0.011% 0.012% 0.015% 0.016% 0.018% 0.020% 0.025%
NMT 2.0 %
Assay 90.00% t0110.00% 101.90% 101.52% 101.15% 100.98% 100.67% 100.32% 99.97% 99.80% 99.62%
Total aerobic microbial count
Bacteria NMT 1000 cfu/g 20 20 25 30 35 40 40 45 50
Fungi NMT 100 cfu/g Absent Absent Absent Absent Absent Absent Absent Absent Absent
Test for specified microorganisms:
E. Coli Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Stap. aureus Absent Absent Absent Absent Absent Absent Absent Absent Absent
Approved By

Mr. S. Daptardar
(QA Manager)
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EM ' L 'N DUSTR ' ES PVT- LTD- Email: info@emilpharma.in 2T ‘ T 3A\ »\n 1SO 9001:2008 Certified Company
ACCELERATED STABILITY STUDY REPORT
Name of Product Sildenafil Citrate Tablets 50 mg Batch No MD286
I]’):::](':Iription of the g’\s’g];ztjr pack in 0.25 mm thickness Mfg. Date Mar 2008
e d test Description, Disintegration test,
5 t;m d ersn?z)re; LOD, Dissolution Test, Assay, Expiry Date Feb 2011
e e Related Substances, Microbial count
Storage 40° + 2°C and 75% *
.o a
Date of Initiation 12/03/2008 COnd S5 Rl
Date of
: Aug 2008
completion
RESULTS OF ANALYSIS
TEST LIMITS INITIAL 3 Month 6 Month
(Mar 2008) (May2008) (Aug 2008)
5 Light blue Light blue 3
Light blue coloured . : Light blue coloured
Description diamond shaped film (;)lou;eglgllamom(ii %Jlou;egldlamonle diamond shaped film
coated tablets e S U coated tablets.
’ tablets. tablets.
isn(egration | N M.T. 30 min 7 min 8 min 9 min
LOD N.M.T. 3% w/w 1.24% 1.32% 1.38%
1] 98.05% 1] 98.45% 1] 96.48%
2] 99.48% 2] 97.02% 2] 95.88%
¥ : 3] 98.47% 3] 98.32% 3] 93.48%
0,
Dissolution Test N.L.T. 70% w/w 4] 98.02% 4] 96.07% 4] 97.84%
5] 97.18% 5] 96.48% 5198.21%
6] 99.10% 6] 95.87% 6] 97.12%
Single Impurity : 2 = 5
Related NMT 1.0 % 0.009% 0.009% 0.012%
Sbsm cen ;ﬁlzmg;:“y : 0.009% 0.010% 0.015%
Assay 90.00% to 110.00% 100.51% 100.20% 99.64%
Total aerobic microbial count
Bacterial Counts NMT 1000 cfu 20 20 30
Fungi NMT 100 cfu/g Absent Absent Absent
Test for specified microorganisms:
E. Coli Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent
Stap. aureus Absent Absent Absent Absent

Approved By
. S. Daptardar
(QA Manager)
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Name of Product : | Sildenafil Citrate Tablets moBm Batch No. ¢ | MD286
Description of the pack : | 4’s blister pack in 0.25 mm thickness PVC foil Mfg. Date : | Mar 2008
Parineis aid Teit nisthods oiltored g Description, U.;Es.mnmno: test, LOD, Dissolution Test, Assay, Related Expiry Date . | Reb 2011
Substances, Microbial count
sie e . Storage conditions : | 30°C + 2°C and 65%:+ 5% RH
Date of Initiation : | 12/03/2008 Date of complition - [ May 2012
RESULTS OF ANALYSIS
Test Limit INITIAL 3 Month 6 Month 9 Month 12 Month 18 months 24 Month 36 Month 39 Month
(Jan2009) (Mar.2009) (Jun2009) (Sep.2009) (Dec.2009) (Jun. 2010) (Dec.2010) (Dec.2011) (Mar.2012)
LIBhbIie | ight blue Light blue Light blue Light blue Light blue Light blue Light blue Light blue
Light blue coloured dinmond coloured coloured coloured coloured coloured coloured coloured coloured
Description diamond shaped film diaved filn diamond diamond shaped diamond diamond shaped | diamond shaped | diamond shaped diamond diamond shaped
coated tablets. Mﬂmﬁ d shaped film film coated shaped film film coated film coated film coated shaped film film coated
tablets coated tablets. tablets. coated tablets. tablets. tablets. tablets. coated tablets. tablets.
D.T. N.M.T. 30 mins 7 mins 8 mins 8 mins 9 mins 9 mins 10 mins 10 mins 11 mins 12 mins
LOD N.M.T. 3% w/w 1.24% 1.27% 1.30% 1.32% 1.38% 1.45% 1.50% 1.56% 1.61%
1] 98.05% 11 98.22% 1] 98.61% 1] 97.02% 1] 97.10% 1] 98.00% 1] 97.66% 1] 96.25% 1] 94.32%
2199.48% 2] 99.02% 2]97.02% 2] 98.55% 21 98.05% 2] 97.50% 2197.02% 2] 95.93% 2] 95.25%
s , 3198.47% 3] 97.62% 3]98.37% 3] 98.21% 3198.32% 3] 98.15% 3] 96.66% 3]196.15% 3] 96.30%
Dissolntion N.L.T.70 % wiw 4198.02% 4] 98.82% 4]97.94% 4] 97.45% 4]197.82% 4197.02% 4196.22% 4]95.40% 4193.02%
5]197.18% 51 97.15% 5] 98.02% 5197.62% 5] 97.48% 5] 96.88% 5]96.15% 5] 96.22% 51 95.40%
6199.10% 6] 97.84% 6] 97.66% 6] 97.20% 6] 96.90% 6] 97.51% 6] 97.16% 6] 95.02% 6] 96.03%
Single Impurity g = d
Related NMT 1.0 % 0.009% 0.009% 0.010% 0.011% 0.012% 0.013% 0.015% 0.021% 0.025%
Substances S 0.009% 0.009% 0.011% 0.012% 0.015% 0.015% 0.017% 0.025% 0.031
NMT 2.0 %
Assay 90.00% t0110.00% 100.51% 100.22% 99.98% 99.82% 99.61% 99.12% 98.88% 98.42% 98.21%
Total aerobic microbial count
Bacteria NMT 1000 cfu/g 20 20 25 30 30 35 40 40 45
Fungi NMT 100 cfu/g Absent Absent Absent Absent Absent Absent Absent Absent Absent
Test for specified microorganisms:
E. Coli Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Salmonellae Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Pseudomonas Absent Absent Absent Absent Absent Absent Absent Absent Absent Absent
Stap. aureus Absent Absent Absent Absent Absent Absent Absent Absent Absent

v ey

Approved By
Mr. S. Daptardar
(QA Manager)






