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CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiis® Akrusrens (HUMeCyJIM)) refib U1l HAPYXKHOTO IpUMeHeHus, 1 %, 50 r
Batch No / : V230748 Batch Quantity / : 23169.00 units /
Cepust Ne O6beM napTun 23169.00 enunuy
Analytical Report No / : 040002180173 Date of Analysis / : 14.10.2023
AnaguTHyeckHii oTuer No JlaTa aHajin3a
Date of Manufacture / : Sep.2023 Date of Expiry / : Aug.2025
Jara npon3BoacTea Tomen mo
Analysis performed according ND / Ananus nposenen mo HJI: JITT-Ne(001336)-(PI"-RU)-251022
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i‘? / Test / IlokazaTenn Result / Pesyabrar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous,transparent,colorless
pale-yellow gel with to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpPOAHBIH
OLlHOpOIlHLIﬁ npogpaqﬂb]]’}i HpOSpaquIi:l rejab oT 6eCLlBeTHOFO
reyib OJIeIHO-XKENTOro nsera ¢ | A0 6neqHO-KEATOro  LBETa C
XapaKTEepHBIM 3aI1axoM XapaKTEePHBIM 3aIaxom
2. Identification / UnenTuduxanus
a) HPLC / BOXX Complies as prescribed / | The retention time of the main peak
CootBetcTBYeT TpeGOBAHMAM 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 ynep>XUBaHHS
OCHOBHOT'O MHKa Ha
Xpomarorpamme HCHBITYEMOTO
pacTBopa IOHKHO COOTBETCTBOBATh
BPEMEHH YIEeP>XKHBAHUS OCHOBHOTO
MHKa Ha XpoMaTorpaMme pacTBopa
CTaH/apTHOI O obpa3na
HUMECYTHAA (paznen
«KonuuecTBeHHOE OMpeesieHHEY)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IponykTt coorBeTcTBYET TpeboBarusm HJJ 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

TloarorosneHo:Rama %ant IIporepeno: Pardeep Kumar Onobpeno: Menemikep / PykoBoauTtesh
Abhishek Chauhan

Reprint Date /14.10.2023 Reprint Date /14.10.2023 Reprint Date / 14.10.2023
Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTUOUKAT AHAJIW3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoxykr : Haiiz® Akruerens (HUMeCYIUN) reflb UL HApYKHOTO NpuMeHenus, 1 %, 50 r

Batch No / : V230748 Batch Quantity / : 23169.00 units /
Cepust Ne O0BeM NapTHH 23169.00 enunuix
Analytical Report No / : 040002180173 Date of Analysis / : 14.10.2023
AnanuTHyeckHii oTuer Ne Jara ananuza

Date of Manufacture / : Sep.2023 Date of Expiry / ¢ Aug.2025

Jlara nponzBoacTBa I'oxen no

Analysis performed according ND / Ananus nposeaen mo HJI: JITT-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry / | Complies as prescribed / [ UV absorption spectrum of the test
Y®-cnekrpodoro CooTBeTcTBYeT TpeOOBAHUAM solution should have absorption
MeTpHus maximum at 397+5nm / V-

CIEKTp MOIJIOUICHUS! UCIIBITYEMOro
pacTBOpa A0JDKEH UMETh MaKCHMYM
noryomeHus rnpu 397+5 um
3. | Weight of package 51g/5lr According to Rus. Ph./ B
contents / Macca COOTBETCTBHH C TPeOOBaHUAMH
COJIeP:KHMOI0 YNAKOBKH I'o po
4. | pH 3.34 2.5t04.5/0tr2,5 no 4,5
5. | Viscosity / Baskocts 1022 centipoise / 400 to 1,200 centipoise /
1022 cantunyas Ot 400 no 1200 canTHya3s
6. | Impurities / IIpumecn
i. | Impurity C/ Not more than 0.50 % /
Ipumecs C Not detected / He obHapyxeHa He 60mee 0,50 %
ii. | Impurity D/ Not more than 0.50 % /
Ipumecs D Not detected / He oGHapyxeHa He 6oee 0,50 %
iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas apyras npumech R He 6onee 0,50 %
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uoJiornyeckas 4acrora®

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooreTcTBYeT Tpebopanusm HJJ 3akaouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno:Rama Kant | IlposepeHo: Pardeep Kumar Ono6peno: Menemkep / PykoBoguTesnnb
@ } g Abhishek Chauhan

Wi / ~N — ——
Reprint Date /14.10.2023 Reprint Date /14.10.2023 Reprint Date / 14.10.2023
Jara: JlaTa: Jlara:
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CEPTUDUKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoayxr : Haii3® Axrusrens (HUMECYIH/) renib UL HApYXKHOro mpuMeHeHus, 1 %, 50 r
Batch No / t V230748 Batch Quantity / : 23169.00 units /
Cepus Ne O6beM napTHH 23169.00 equnui
Analytical Report No / : 040002180173 Date of Analysis / : 14.10.2023
AnajnuTH4yecKHi oTyeT Ne Jara anaauza
Date of Manufacture / : Sep.2023 Date of Expiry / 1 Aug.2025
JlaTa npon3BojacTBa I'oaen po
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-Ne(001336)-(PT-RU)-251022
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Total Aerobic Microbial
Count / Ob1iee umncito

Not more than 100 CFU/g /
He 6onee 100 KOE/r

NA
a’pOOHBIX MHKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Not more than 10CFU/g /
mould count / O61ee yucno NA He 6onee 10 KOE/r
JIPOJNOKEBBIX U TUIECHEBBIX
rpuboB
iii, | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcyrctBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 1
8. | Assay/KoJuuyecTBeHHOE OnpeaeieH e

Nimesulide / Humecymnu

9.89 mg/9.89 mr
(98.9 %)

9.0 mg to 11.0 mg of C13H12N>20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr go 11,0 mr Ci3H12N205S
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAIBHOTO
conepxanus) B 1 r rens

Remarks : The Product conforms to ND/
ITIpumeuanue: [Ipogykt cootBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axkmwouenne: ONOBPEHO

Prepared by /

Ioarororneno:Rama Kant
A

Checked by /
[Npoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /

OnobpeHo: Menemwkdp / Pykoeonurens
Abhishek Chauhan i
\\1-\

Jlara:

Reprint Date /14.10.2023

Reprint Date /14.10.2023
Hara:

Reprint Date / 14.10.2023
Jara:
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CEPTHO®UKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiis® Akrusresns (HUMeCyI1N) resib IS HapyXKHOTO puMeHeHus, 1 %, 50 r
Batch No / : V230748 Batch Quantity / : 23169.00 units /
Cepus Ne O6bem NapTHH 23169.00 equnuL
Analytical Report No / : 040002180173 Date of Analysis / : 14.10.2023
AHanaTHYeCKMi oT4eT No JlaTa ananuza
Date of Manufacture / : Sep.2023 Date of Expiry / : Aug.2025
JlaTa npou3BOACTBA T'oxen no
Analysis performed according ND / Ananu3s nposegen no HJI: JITT-Ne(001336)~(PT"-RU)-251022
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9. |Dimethyl sulfoxide / 90% to 110% of C2HeOS (dimethyl
JAuMeTHICYNb(HOKCHT 98.3% sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(mumeTHncybGOKCH) OT
HOMHMHAJIBHOIO COJIepKaHUA

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. /Tlo
50 r B TY6y M3 JaMHHHPOBAHHOIO ANIOMUHHMS, CHAOXEHHYIO
MeMO6paHO# /I8 KOHTpPOJIs NepBOro Bekpbitus. Kaxayio Ty6y BMecTe
C MHCTPYKILIMEM N0 METULMHCKOMY IIPUMEHEHHIO IIOMELIAIOT B MauKy
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.
*[loxazaTe/ib MOXKET OTCYTCTBOBATH B cepTHQHKATE aHAIH3A Npou3BogHTe . IlpoussoauTenn

TFapaHTHPYET KAYeCTBO npenapara I1o 3THM IMoKa3aTeJIsaM.

API name (INN) / Haumenopanne A®C (MHH): Nimesulide / Humecynua

API manufacturer batch number / NMS/13070717

Howmep cepnn npoussoautenst APC:

FP Manufacturer API Batch number / FEQA00399

Homep cepuu cyocrannun npoussoputens I'JID:

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

IIpoussoaurenn A®C, crpana: Aaptu Iparc Jlta., Mnaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoxykT coorBeTcTBYeT TpeboBanusM HJL 3axsmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno:Rama Kant | Ilposepeno: Pardeep Kumar Onobpeno: Menekep / PykoBogurens
W f Abhishek Chauhan \
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