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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CEPTU®UKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA

¥ O QO = oot ey
<. AL JOlU0U JUUO =04

[Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g -
Hpoaykr Haiiz" AkTuBresb (HUMECYUA) restb TS HAPYXKHOPO HPUMEHEHUS, 1 %, 100 T

Batch No / 1 V211342 Batch Quantity / : 9525 units /
Cepus Ne O0bem naprun 9525 eanHun
Analytical Report No / : 890001561696 Date of Analysis / 1 23.12.2021
AHanuTH4YecKknit oruer Ne JlaTa ananuza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara npoussoacrea T'ogen o

Analysis performed according ND / Anasus nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page1 of4/Crp.1u3 4

No/ . .
Ne Test / IlokazaTesn Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHopoaHBIi
OnHOPOAHBIH NMPO3payHbIA Mpo3pavHbIi resib OT GecLBETHOrO
resib 6J1eJHO-KENTOro UBeTa ¢ | A0  GNEJHO-KENTOr0 UBETa ¢
XapaKTepHbIM 3aMaxoM XapaKTEepPHBIM 3araxoM
2, Identification / TlognunnocTe
a) By HPLC / Meronom Complies as  prescribed / | The retention time of the main peak
B2XX CootsercByet TpeGoBaHusIM in the chromatogram of test solution

should correspond to the retention
time of the main peak in the
chromatogram  of nimesulide
reference standard solution (section
Assay) / Bpems yaepxuBaHus
OCHOBHOTO HKa Ha
XpoMaTorpamme HCIIBITYEMOTI'0
pacTBOpa HAOIKHO COOTBETCTBOBATE
BpPEMEHH YACP)KUBAHHS OCHOBHOIO
NHYKa Ha XpoMaTorpaMMme pacTBopa
CTaHZAPTHOIO obpasua
HUMeCYIHa (paznen
«KonnuecTBeHHOE OnpeeneHre»)

Remarks : The Product conforms to ND/
Ipamewanne: [IpoaykT coorBeTcTByeT TpeboanusM HJ

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorossneHo: IIposepeHo: Ono6peno: Menemwxep / Pykosonuresns
Ankit ﬂ Himesh K ,,/J”’/_D Pawan Kumar ¢/

[ £ 2! = /\F_l
Print Date / Print Date / Print Date /
Hara: 23.12.2021 MHara: : 23.12.2021 Jara: : 23.12.2021

Registered Office: 8-2-327, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 29C0, Fax: +91 40 4900 2999, Email: mail@drreddys.cem

CIN: L35195AP1984PLL00A507
www.drraddys.com
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Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g\ 0 1 wcom
IlpoaykTr Haiiz" AkTuBrens (HUMeCyNMa) renib /1S HApY>KHOrO npumeHeHust, 1 Yo, i{‘in' r

Batch No / : V211342 Batch Quantity / : 9525 units /
Cepnsa Ne O6bem napTuu 9525 epuHun
Analytical Report No / : 890001561696 Date of Analysis / 1 23.12.2021
Anaauruyeckuii oTyer Ne Jlara apanmuza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jlata mnpon3BogcTBA T'onen no

Analysis performed according ND / Ananus nposeaen mo HJ[: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 or 19.03.2020)

Page 2 of 4/ Ctp. 2 n3 4
Jlj.f / Test / IlokazaTean Result / Pe3yabTaT Specification / Hopma
b) By UV spectro- Complies as  prescribed UV absorption spectrum of the test
photometry / Meromom CooTBeTcTBYET TPEOOBAHHMAM solution should have absorption
Y®-cnekrpogoTo maximum at 397+5nm / Y-
METpPUH CHEKTpP TOTJIOEHHs HCTIBITYEMOTO
pacTBOpa JOJHKeH HMETh MaKCUMYM
noryomienus npu 39745 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHUH C
COJIEPKHMOT0 YIIAKOBKH TpeOOBaHUAMH
I'® POD. (He menee 100,0 r)
4., pH 3.11 From2.5t04.5/0t12,5 104,5
5. | Viscosity / Bazkocts 1039 centipoise / From 400 to 1200 centipoise /
1039 canrtumyas Ot 400 no 1200 canrunyas
6. | Related impurities / PogcrBennrie npumecu
i. | Impurity C/ Not detected Not more than 0.50 % /
ITpumeces C He 6oinee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
[Mpumecs D He 6onee 0,50 %
iii. | Any other impurity / BDL (Disregard Area 2411) Not more than 0.50 % /
JIrobas ppyras mpumech He 6onee 0,50 %
iv. | Total impurities / BDL% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %

Remarks : The Product conforms to ND/
IIpumeyanne: ITponykT cooTreTcTRYET TpebopaHusIM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloxrorosneHo: ITpoBepeno: OnobpeHo: Menemxkep / PykoBonurens
Ankit Himesh K /gg__,'/::‘ Pawan Kumar

@r ) ) Aﬁ VO
Print Date / Print Date / Print Date /
Hara: 23.12.2021 Harta: : 23.12.2021 Jara: : 23.12.2021

Registered Oifice: 8-2-327, Road No. 3, Banjara Hills, Hydarzlad - 500934, Telargana, India

Tel: +21 40 4800 29C0, Fay: +91

CINL LA5185AP1984PLCO04507

vawesdrraddys.com

00 2993, Email: mailDdrracddys com
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Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g 0 4o cddvs.com
IMpoaykT Haiiz™ Akturesib (HUMECYJIMA) Telib A5t HAPYXKHOTO puMeHerus, 1 %, 100 r

Batch No / : V211342 Batch Quantity / : 9525 units /
Cepus Ne O0nem maprun 9525 eanHuy
Analytical Report No / : 890001561696 Date of Analysis / : 23.12.2021
AHAJIHUTHYECKHUH oT4eT No JlaTa aHanm3a

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoacTBa Tonen go

Analysis performed according ND / Anaaus nposexen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 o1 19.03.2020)
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Microbial purity / Mukpo6uosornyeckas 4HCTOTA

1. | Total Aerobic Microbial
Count / O6uiee ynciio
a3poOHBIX MHKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / Obumee uncio
JIPOXOKEBBIX U MIECHEBBIX
rpuboB

1i.

1ii. | Pseudomonas aeruginosa

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Absentin 1 g/
OrcyrcTByeTB 1T

Not more than 1000 CFU/g /
He 6omnee 1000 KOE/r

Not more than 100 CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OrcyrcTBUe B 1 T

Should absentin 1 g/

Humeruncynngoxcun

iv, | Staphylococcus aureus Absentinl g/
OtcyrctByeTB I T OrcyrcTBUE B 1 T
8 Assay / KotnuecTBeHHOe onpe/iesieHne
i. | Nimesulide/ 9.92 mg/9.92 mr 9.0 mg to 11.0 mg of Ci13Hi12N»OsS
Humecymun (99.2 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /
Or 9,0 MI" 10 11,0 Mr C13H12N2OsS
(aumecymun) (ot 90,0 % o
110,0 % oT HOMHHAIILHOTO
conepxanus) B 1 T rend

ii. | Dimethyl sulfoxide / 98.4 % 90% to 110% of C;HsOS (dimethyl

sulfoxide) of label claim /

Ot 90 % no 110 % C;HeOS
(nuMeTHICYNBGHOKCHI) OT
HOMMHAJILHOIO COAepKaHUS

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTCTBYET TpebOoBaHUAM HJ

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroromnexo: IIporepeno: Ono6peno: Menemkep / PykoBogurens
Ankit Himesh K /,L,,’/"/? Pawan Kumar ,j‘?\/.

(8- —
Print Date / Print Date / Print Date /
Jara: 23.12.2021 Jara: : 23.12.2021 Hara: : 23.12,2021

Registered Cffice: 3-2-

327, Road Ha. 3, Bunjara Hills, Ayderabad -

500034, Telangana, India

Tel: +91 40 4800 2920, Fax: +91 40 4300 2959, Crnail: mail@drrerddys.com
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Mpomyics . Hal" Axaarens (mccsa) rens s apwriors mpenchist PIE0EH5 0
Batch No / 1 V211342 Batch Quantity / : 9525 units /
Cepus Ne O6wsem napTuu 9525 enuHunn
Analytical Report No / : 890001561696 Date of Analysis / : 23.12.2021
AnanuTndecKui oruer No JarTa ananuza

Date of Manufacture / : Dec. 2021 Date of Expiry/ : Nov. 2023
JlaTa mpou3BoacTBA T'open a0

Analysis performed according ND / Ananns nposeaen mo HJL: JIIT1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 01 19.03.2020)
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9 | Packaging / YnakoBka

Package / Ynakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3
JTAMHHHUPOBAHHOTO

ATIOMHUHHA, cHabKEHHYIO
MeMOpaHOil JAJIsi  KOHTpOJiA
nepBoro BCKpbiTHA. Kaxkmyro
Ty0y BMecTe C HHCTPYKLHEH
0 NPUMEHEHHUIO TIOMELIaoT B
NayuKy KapTOHHYIO.

Package / YnakoBka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r mnu 100 r B TYOy U3
JIAMUHHUPOBAHHOTO TIOMUHUS,
cHabKeHHYl0O  MeMOpaHOH s
KOHTPOJIs  TEPBOrO  BCKPBITHAL.
Kaxmyro TYOY BMECTE c
HHCTPYKLMEH 1O MpPHUMEHEHHIO
MIOMENIAIOT B MaYKy KapTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cooreercTBuu ¢ H/J

11 | Storage / XpaHeHue

Store below 25 °C. Do not freeze. / IIpu Temnepatype He Beiiie 25

°C. He 3aMopaxuBarTs.

12 | Shelf life / Cpox rognocTn

2 years / 2 roma

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

3akarwuyenne: OJOBPEHO

IIpumeuanue: Ilponykr coorBercTRyeT TpebopanusM HJJ
Approved by: Manager/Executive /

Prepared by / Checked by /
IloarorosneHo: IIposepeHo: _| Onobpeno: Menemwiep / Pykosoaureis
Ankit ﬁ Himesh W"Pawa‘n Kumar /{;

Print Date / Print Date /

Hara: : 23.12.2021 Hara: : 23.12.2021
Registered Office: 8-2-327, Road No 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: #9140 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.ccm
CIN: L35185AP1984PLCCO4507
www.drredcdys.com

Print Date /
Hara: 23.12.2021




