Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haii3® Axrusrens (HUMeCyJIHA) resb 1J1s Hapy)KHOro npuMeHenus, 1 %, 50 r
Batch No / 1 V230522 Batch Quantity / : 23047.0 units /
Cepus Ne O0beM napTHH 23047.0 enunun
Analytical Report No / : 040001986224 Date of Analysis / : 26.07.2023
AHaguTHYecKHiT oTueT Ne JlaTa anajausa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npou3BoacTBa T'ogen oo

Analysis performed according ND / Ananus nposenen mo HJL: JITT-Ne(001336)-(PI'-RU)-251022
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pale-yellow gel with
characteristic odor /
OpnHOpoAHBIH MpO3pauHbId
rejb OJ1eJHO-XKEJTOTO IIBETA C
XapaKTepHBIM 3araXoM

i‘? d Test / Iloka3aTenan Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,

colorless to pale-yellow gel with
characteristic odor / OgHOpOIHBI
NpOo3padHbIii refb OT GecLBETHOrO
o0 OrmemHO-KENTOro 1BeTa ¢
XapaKTepPHBIM 3aIlaXxoM

2. Identification / UnenTundguxanus

a) HPLC / BDXX

Complies as  prescribed /
CooTBeTcTBYET TpEOOBAHHAM

The retention time of the main peak
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 ynmepxuBaHUS
OCHOBHOTO nHKa Ha
XpoMaTorpaMmme HCTIBITYEMOTO
pacTBOpa IODKHO COOTBETCTBOBATh
BPEMCHU yIEep>KUBaHHA OCHOBHOIO
[HKa Ha XpoMaTorpaMMe pacTBOpa
CTaHJapTHOrO obpasna
HUMeCYJIUAa (paznen
«KomnuecTBeHHOE ONpeleSIEHHE»)

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorrercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

=

Checked by /
[poeepeno: Himesh Kumar

.

N

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurensb
Manoj Kumar

= |
}h’» et

Repriut Date /
Jara: 10.10.2023

Repiint Date /
Jlata: 10.10.2023

Reprint Date /
Jara: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipoaykr Haiiz® AxtHBrens (HUMeCYJIMT) Tesib U1 HapyKHoro npumeHenus, 1 %, 50 r
Batch No / : V230522 Batch Quantity / : 23047.0 units /
Cepns Ne O0nem napTun 23047.0 equumn
Analytical Report No / : 040001986224 Date of Analysis / : 26.07.2023
AHanuTHYeCKHH oT4eT No JlaTa anannsa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
JlaTa npou3BoacTBa T'oaen a0
Analysis performed according ND / Ananns nposemen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry / | Complies as  prescribed / | UV absorption spectrum of the test
Y®-cniekrpodoro CoorsercTByeT TpeGOBAHMIM solution should have absorption
METPHSI maximum at 397+5nm / V-
CTEKTpP MOIJIOIEHHSI HCIIBITYeMOTro
pacTBOpa JOJHKEH UMETh MAKCHMYM
nornomeHus npy 397+5 HM
3. | Weight of package 51g/51r According to Rus. Ph. / B
contents / Macca COOTBETCTBUH C TpeOOBAaHHAMHU
COAEPKHMOI0 YIIAKOBKH I'd PO
4. pH 3.30 25t045/012,5004,5
5. | Viscosity / Baskocrs 1033 centipoise / 400 to 1,200 centipoise /
1033 cantumyas Ot 400 o 1200 canTHITyas3
6. | Impurities / IIpamecn
i. | Impurity C/ Not detected / e obnapyxena | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
Tpumecs D He 6onee 0,50 %
Huxe npenena obHapysxeHUs
iii. | Any other impurity / (IT0 =0.02 %) Not more than 0.50 % /
Jlobas gpyras npuMech 0.06% He 6onee 0,50 %
iv. | Total impurities / 0.3% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorseTcTBYET TpeboBanuam H/J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

4

Checked by /
[posepeno: Himesh Kumar

Approved by: Manager/Executive /
Omo6peno: Menemkep / Pykosoautens
Manoj Kumar

Reprint Date /
Hara: 10.10.2023

Reprint Date /
Jara: 10.10.2023

Reprint Date /
Mara: 10.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIN3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz® Axtusrens (HUMeCYNHA) relib AN HAPYKHOTO MprMeHeHus, 1 %, 50 r
Batch No / : V230522 Batch Quantity / : 23047.0 units /
Cepusi Ne O0beM mapTun 23047.0 equnaun
Analytical Report No / : 040001986224 Date of Analysis / : 26.07.2023
AHaJHTHYECKHIT oTUeT No JaTa aHau3a
Date of Manufacture / : Jul-2023 Date of Expiry / ¢ Jun-2025
Jarta npousBoacTBa TI'onen oo

Analysis performed according ND / Ananns nposeaen mo HJL: JITI-Ne(001336)-(PI'-RU)-251022
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7. | Microbial purity* / Mukpo6uooraieckasi YucTora*

i. |Total Aerobic Microbial NA Not more than 100 CFU/g/
Count / Obuiiee uncnio He 6onee 100 KOE/r
a3pOOHBIX MHKPO-

OpraHu3MOB

ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Obmiee ynco He 6onee 10 KOE/r
JPOMOKEBBIX U IUIECHEBBIX
rpubor

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBue B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBre B 1 T

8. | Assay/KonndecTBeHHOe onpefe/iecHHe

Nimesulide / Humecymnun

9.89 mg/ 9.89 mr
(98.9 %)

9.0 mg to 11.0 mg of C13H12N>0;5S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI" 1O 11,0 mr Ci13Hi12N2OsS
(ammecymun) (ot 90,0 % no

110,0 % oT HOMHHAJIBLHOTO
conepxanus) B 1 r rend

Remarks : The Product conforms to ND/
IIpumeuanune: [Iponykt cooTBeTcTBYET TpeboBanusmM HJ

Conclusion : APPROVED /
3axuogenne: OJIOGPEHO

Prepared by /
IToarotorneHo:
Pardeep Kumar

]
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Checked by /
[poeepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykosoauresns
anoj Kumar I'%h .
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Reprint Date /
Hara: 10.10.2023

Reprint Date /
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Reprint Date /
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiis® Aktusrens (HMMeCYJIH) TeNlb Ul HAPYXKHOrO NpuMeHeHus, 1 %, 50 r
Batch No / : V230522 Batch Quantity / : 23047.0 units /
Cepusa Ne O6bemM napTHH 23047.0 equnuig
Analytical Report No / : 040001986224 Date of Analysis / : 26.07.2023
AnanaTHyeckHi oTyet No JaTa anananza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
Jara npon3BojacTBa TI'ogen no

Analysis performed according ND / Auanu3 npoeenen o HJ{: JITT-Ne(001336)-(PI'-RU)-251022
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9. | Dimethyl sulfoxide /

JAamMeTHICYIb(OKCH] sulfoxide) of label claim /

100.2 % 90% to 110% of C;HsOS (dimethyl

Ot 90 % no 110 % C,HsOS
(nuMeTHIICYTBGDOKCHA) OT
HOMUHAJILHOTO COACPIKAHHS

10. |Package/ YnaxoBka

50 g in a laminated aluminum tube equipped with tamper-evident
membrane. Each tube and a patient information leaflet in a carton. / ITo
50 r B TyOy W3 JAMUHUPOBAHHOI'O AQJIOMHHMA, CHAOXKEHHYIO
MeMOpaHO# /11 KOHTPOJIA epBoro BekpeITHA. Kaxayto Tyby BmecTe
C MHCTPYKIKEH 0 MEOULIMHCKOMY MPUMEHEHHIO ITOMELIAIOT B M1a4Ky
KapTOHHYIO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[loka3aTeab MOXKET OTCYTCTBOBATD B cepTH(UKATE aHAIN3A Npon3BoauTe . IIponsBogaTE/L
rapanTHpyeT Ka4ecTBO NMpenapara Mo 3THM OKA3ATesIM.

API name (INN) / HaumenoBanne A®C (MHH): Nimesulide / Humecynupg

API manufacturer batch number / NMS/13050477

Homep cepun npounszsoaurteasa APC:

FP Manufacturer API Batch number / FEQA00261

Homep cepun cybcTtannuu npounspoanTes I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /

IIponssoauteaps A®PC, crpana: Aapru parc JIta., Unnus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykr coorBercTBYeT TpeboBanuam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroesneHo: Iposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar cﬁ, —. | Manoj Kumar N Jie ( ‘
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