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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz® AktuBrens (HUMeCYJIHA) reib MUl HAPYKHOro NpuMeHenus, 1 %, 50 r
Batch No / : V230649 Batch Quantity / : 23149.0 units /
Cepus Ne O0beM napTHd 23149.0 equnui
Analytical Report No / : 890001691419 Date of Analysis / : 30.09.2023
AHATHTHYECKHH oTyeT No JlaTa anaauza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JaTa npou3BoACTBA T'onen no
Analysis performed according ND / Ananns npoeegen no HJI: JI[1-Ne(001336)-(PT"-RU)-251022
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No/

CooTtBeTcTBYET TpebOBaHUAM

Ne Test / IloxazaTesn Result / PesyabTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHOpOAHBIH
OnHOpOAHBIH MPO3pauHbIA Ipo3padHbIil Teab OT BecLBETHOrO
resib OJIEMHO-XKENTOro IBeTa ¢ | 10  OlegHO-XKenToro LBeTa ¢
XapaKTEePHBIM 3aIlaXxoM XapaKTEePHBIM 3aI1aX0M

2. Identification / UnenTndukanus

a) HPLC / BOXX Complies as prescribed / | 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 ynep:KHBaHHA
OCHOBHOT'O MHKa Ha
XpOMaTorpaMme HCIIBITYEMOTO
pacTBOpa IO/DKHO COOTBETCTBOBATh
BpeMeHH YACP>KMBaHUSI OCHOBHOTI'O
NMKa HA XpOMAaTorpaMMme pacTBopa
CTaHJIapPTHOTO obpasua
HHAMECYJTUAa (pazmen
«KonnyecTBeHHOE ONpe/IETICHUE))

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusim HJL

Prepared by / Checked by / Approved by: Manager/Executive /
HonromBneHo;A bg, HpOBepeHog.antosh Kumar Ono&peno: MeHemxkep / PykoBouuieilb
Aniali - A i

jali e Maurya  S¥° Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.01.2024 Jlara: 23.01.2024 Jara: 23.01.2024

Tol: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
Cin. LR5195AP1984PLCO0AS07
www.drreddys.com




Dr.Reddy’s Q

[, Reddy's Laboratories Lid
rormulation Unit-6
Vill. Khol, Malagarb Read, Baudh,

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haiis® AxTuBrens (HUMECYIIHA) Teilb AN HAPYXKHOTO NpuMeHenHs, 1 %, S0 r
Batch No / : V230649 Batch Quantity / : 23149.0 units /
Cepus Ne O0beM napTHH 23149.0 enunuig
Analytical Report No / : 890001691419 Date of Analysis / : 30.09.2023
AnaJguTHiecKkuii oTuer Ne JaTa ananauza
Date of Manufacture / : 0972023 Date of Expiry / : 08/2025
JlaTa npou3BOACTBA I'onen mo
Analysis performed according ND / Ananus nposeaen no H: JITT-Ne(001336)-(PI'-RU)-251022
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F b) UV spectrophotometry / | Complies as  prescribed / | UV absorption spectrum of the test
V®-cnexrpodoto CootBeTcTBYeT TPEOOBAHHAM solution should have absorption
METpHA maximum at 397£5nm / Y-
CHEKTP TOIJIOMEHH HCIIBITYEMOro
pacTBopa JOJDKEH HMETh MAKCHMYM
rornomeHus npy 397+5 HM
3. | Weight of package S51g/5lr According to Rus. Ph. / B
contents / Macca COOTBETCTBHHM C TpeOOBAHHAMU
COEPIKHMOT0 YHAKOBKH o po
4. | pH 3.29 2.5t04.5/0t12,5104,5
5. | Viscosity / Bazkocts 1039 centipoise / 400 to 1,200 centipoise /
1039 canTHnyas Ot 400 no 1200 cantunyas
6. | Impurities / Ilpavmecn
i Impurity C / Not detected / e o6Hapyxena | Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 % /
[pumecs D Huwxe nipenena obHapyxenns | He 6onee 0,50 %
(T10 =0.02 %)
ili. | Any other impurity / Below LOQ (LOQ = 0.05 %) / | Not more than 0.50 % /
Jrobas apyrast npuMech Huxe npenena He 6onee 0,50 %
KOJIN4ECTBEHHOTO
onpeaenenus (IIKO = 0.05 %)
iv. | Total impurities / 0.1% Not more than 1.50 % /
CymMma npumeceit He 6onee 1,50 %

Remarks : The Product conforms to ND/
IIpumeyanue: ITpoaykr cootBeTcTBYeT TpeboBanusam H/JI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarororneHo: \ ‘ IIposepeno: Santosh Kumar Onobpeno: Menemwxep / Pykosoaurens

Anjali Y~ Maurya Manoj Kumar -
@'/ L

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.01.2024 Hara: 23.01.2024 Hara: 23.01.2024

Tob +01 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykt : Haiis® AxruBrenb (HUMeCYIUN) reJib Ul HAPYXKHOro npuMeHenus, 1 %, S0 r
Batch No / : V230649 Batch Quantity / : 23149.0 units /
Cepus Ne O06bemM napTHH 23149.0 enunu
Analytical Report No / : 890001691419 Date of Analysis / : 30.09.2023
AHanHTHYEeCKHH oTyeT Ne JaTa anaau3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025
JlaTa npoH3BOJACTBA Foxen no
Analysis performed according ND / Auann3 nposexen no HJI: JITT-Ne(001336)~(PI"-RU)-251022
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7. | Microbial purity* / Muxpo6uoJiornyeckast 4HcToTa*

i. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obtee yucno He 6onee 100 KOE/r
a3poOHBIX MHKPO-

OpraHH3MOB

ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / Ob1iee yucIo He 6onee 10 KOE/r
JIPOXKIKEBBIX U TJIECHEBBIX
rpuboB

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

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

8. | Assay/KoandyecTBeHHOe onpeeeHHe

Nimesulide / Humecynun 9.81 mg/9.81 mr 9.0 mg to 11.0 mg of C13H12N205S
(98.1 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MI" A0 11,0 Mrr C13H12Nzoss
(numecynun) (ot 90,0 % no

110,0 % oT HOMHHAIBLHOTO
conepxaHus) B 1 r rens

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanue: [Ipoaykt cooTBercTBYET Tpebopanuam HJJ 3axmouenune;: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTonicnp: \ Iponepetro: Santosh Kumar Onobperio: Meniemkep / Pykozoanteins
Anjali L/ Maurya Cﬁ Manoj Kumar a el )1.“/
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.01.2024 Jara: 23.01.2024 Hata: 23.01.2024
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D Raddy's Lanoratories Lid

Sormudlation Unit-6
Vil Khol, Malagaih Road, Badd,

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiiz® Aktusrens (HUMecynaun) rens 1js HApYKHOro NpuMeHeHus, 1 %, 50 ¢

Batch No / 1 V230649 Batch Quantity / : 23149.0 units /
Cepust Ne O0beM napTHH 23149.0 enunuyg
Analytical Report No / : 890001691419 Date of Analysis / : 30.09.2023
AHATHTHYECKHH oTYeT No JlaTa ananmsa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2025

JlaTa npou3BoacTBa T'oxeH 1o

Analysis performed according ND / Anaans nposenen no HJI: JIIT-Ne(001336)-(PT-RU)-251022
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9. | Dimethyl sulfoxide /
JdaMeTuicynbdokrcng

100.6 %

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C;HeOS
(numeTHicynbdoKcHa) oT
HOMHHAJIEHOTO COACPIKaHHUA

10. |Package/ YnakoBka

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 TY6y M3 JAMHHUPOBAHHOTO ATIOMHMHHS, CHAaOKEHHYIO
MeMOpaHoit AJ1st KOHTPOJIS NepBoro BCKpeITHA. Kaxayro Ty6y BmecTe
C MHCTPYKIHEH 110 MEAMHHHCKOMY NPHMEHEHHIO ITOMEILAIOT B MaYKy
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.
*[IokazaTeh MOXKeT OTCYTCTBOBATH B cepTHdHKaTe aHAIM3A Npou3BoauTens. IIponsBoauTen

rapasaTHpyeT Ka4eCTBO NpenapaTa mo 3THM I0Ka3aTeJIsAM.

API name (INN) / HaumenoBanue A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number / NMS/13070686
Homep cepun npoussoguteas ADC:
FP Manufacturer API Batch number / FEQA00379

Homep cepun cyocranuuan npoussoaurens LJID:

API Manufactured by & country /
IIpouseoaurens APC, crpaHa:

Aarti Drugs I.td., India /
Aaprtu lparc JIta., Maaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
IMoarotoene

Anjali Hi[l};&,/

Maurya

Checked by /
IIpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTesns

Manoj Kumar 38 /

{i i

Reprint Date /
Jara: 23.01.2024

Reprint Date /

Reprint Date /
Hara; 23.01.2024

Jara: 23.01.2024

Tol. +91 40 4000 2900, Fax: +91 40 £900 2999, Email: mail@drreddys.com
CIN: LSS 195AP1984PLCCOAR0T
wwiv.drreddys.com




