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Dr. Reddy's Laboratories Ltd
Formulation Jnit-6

Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel 0 +91 98166 56001-02
CEPTUG®HNKAT AHAJIM3A www.drreddys.com

Product Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr Haiiz® AkTuBresib (HUMECYJIMA) relib TS Hapy»KHOro npumeHenus, 1 %, 20 r
Batch No / 1 V230693 Batch Quantity / : 57590 units /
Cepus Ne O0bem mapTuu 57590 enuHuIg
Analytical Report No / : 040002138394 Date of Analysis / : 30.09.2023
AHaJIHTHYECKHH oT4yeT No JlaTa aHau3a
Date of Manufacture / : 09/.2023 Date of Expiry / : 08/2025
JlaTa npoH3BoacTBa T'open no
Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-Ne(001336)~(PI'-RU)-251022

Page1of4/Ctp.1u3 4

COOTBCTCTByeT TpCGOBaHI/I}IM

N A g

N? / Test / IlokasaTe/ib Result / PesyabTar Specification / Hopma

1. Description / Onmucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpoOAHKIt
OnHOpOIHBIH MPO3pauHbINd Npo3payHbiii renb oT OecLBEeTHOro
resib 6JeJHO-KENTOro BeTa ¢ | A0  ONMemHO-)KeNToro LBeTa ¢
XapaKTepHBIM 3arlaxoM XapaKTepHBIM 3a11axoM

2, Identification / UnenTudnranus

a) HPLC / BRXX 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) / Bpemsa ynep>xuBaHHUA
OCHOBHOTO MHKa Ha
Xpomarorpamme UCMBITYEMOTO
pacTBopa IOKHO COOTBETCTBOBATh
BPEMEHHU YAEp>KUBAHMS OCHOBHOTO
nKMKa Ha XpoMaTrorpaMMme pacTBopa
CTaH/IapTHOTO obpasua
HUMeCyNuaa (paszen
«KonuuecTBeHHOE OTpeHeIeHHE))

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykr coorsercTBYET TpeboBanusam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosaeno: ITposepeHo: Onob6peno: Menemxep / Pykosoaurens
Ramakant Pardeep Kumar Manoj Kumar w
. ( "
] 1 /
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.12.2023 Hata: 22.12.2023 Hara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +61 40 4900 2999, Email: mail@direddys.com

CIN: L85195/4P1984PLL0O045C7
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykt : Haiiz® Axrusrens (HUMeCYIHN) renb Ul HAPYKHOFO npuMeHenus, 1 %, 20 r
Batch No / : V230693 Batch Quantity / : 57590 units /
Cepus Ne O0nem napTHH 57590 egunun
Analytical Report No / : 040002138394 Date of Analysis / : 30.09.2023
AHanuTHYecKHi oTueT Ne JaTa ananusa
Date of Manufacture / : 09/.2023 Date of Expiry / : 08/2025
JlaTa npou3BoacTBa T'ogen no
Analysis performed according ND / Auannsz nposexen mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry / | Complies as  prescribed / | UV absorption spectrum of the test
Y®-cnekrpodoTo CootgeTcTBYET TPEOOBAHHAM solution should have absorption
MeTpHus maximum at 397+5nm / VO-

CHEKTP MOTJIOIIEHHUS UCITBITYEMOTO
pacTBopa JOJKEH UMETb MAKCUMYM
niorjonieHus npu 397+5 um

3. | Weight of package 20g/20r According to Rus. Ph. /B
contents / Macca COOTBETCTBHU C TPeOOBaAHUAMHU
COAEPKAMOI0 YHAKOBKH I'e Po

4. | pH 3.28 2.5t04.5/012,5 no4,5

5. | Viscosity / Bszkocth 1008 centipoise / 400 to 1,200 centipoise /

1008 cantunyas Ot 400 no 1200 canTUmyas

6. | Impurities / Ipamecn

i. | Impurity C/ Not detected / He o6Hapy»xena | Not more than 0.50 % /

Ipumecs C He 6onee 0,50 %

— 0,
Below LOD (LOD =0.02 %) / Not more than 0.50 % /

ii. | Impurity D/ Huwke npenena o6Hapy>KeHHs
pexn Py He 6osee 0,50 %

IIpumecs D (T1O = 0.02 %)
ili. | Any other impurity / Below LOQ (LOQ =0.05 %) / | Not more than 0.50 % /
Jlrobas mpyras npuMech Hwxe npenena He 6onee 0,50 %
KOJIMYECTBEHHOTO

onpeznenenus (ITKO = 0.05 %)

iv. | Total impurities / 0.1 % Not more than 1.50 % /

CyMma npumeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanusam HJI 3axsrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIporepeHo: i Ono6peHo: Menemxkep / PykoBoaurens
Ramakant ’}" Pardeep Kumar ci’) Manoj Kumar — (‘
Reprint Date / Reprint Date / Reprint Date /
Jara: 22.12.2023 Hara: 22.12.2023 Hata: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com
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Dr. Reddy,s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distr. Soian, H.P., 173 205, lINDIA
CERTIFICATE OF ANALYSIS Tel 1 +91 08166 56001-02

CEPTHO®UKAT AHAJIA3A iR S e R )
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr : Haiiz® Akrusrens (HUMeCyIin) reib Ajis Hapy>KHOro npuMeHerus, 1 %, 20 r
Batch No/ : V230693 Batch Quantity / : 57590 units /
Cepust Ne O6peM napTHu 57590 epuHu
Analytical Report No / : 040002138394 Date of Analysis / : 30.09.2023
AnandrHdeckuii oruer Ne Jara anannza
Date of Manufacture / : 09/.2023 Date of Expiry / : 08/2025
JlaTa npou3BoJacTBa Toxen mo
Analysis performed according ND / Anaan3s nposeaen mo HJL: JIIT-Ne(001336)-(PI"-RU)-251022
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7. | Microbial purity* / Mukpo6nosiornyeckast YucTora*®

1. | Total Aerobic Microbial NA Not more than 100 CFU/g /
Count / Obuiee uucno He 6onee 100 KOE/r
a3poOHBIX MHKPO-
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10CFU/g /
mould count / O61iee yncso He 6onee 10 KOE/r
JIPOXOKEBBIX U MIIECHEBBIX
rpuboB
ul. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBUE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBUe B 1 1
8. | Assay/KoauyecTBeHHOE OnpeeneHHe
Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of Ci3H12N20s58
Humecymug (99.0 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Or 9,0 MI" 1O 11,0 mr CisHi2N205S8
(aumecymun) (ot 90,0 % 1o
110,0 % oT HOMHHAJIBLHOrO
cosepxaHus) B 1 T ress
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusam HJ| 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[HoxroToBneHo: IIposepeHo: Onobpeno: Menemxep / PykoBonutens
Ramakant /) (/‘]L Pardeep Kumar (_i/ Manoj Kumar ¥ /”
b | 24
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.12.2023 Hara: 22.12.2023 Jara: 22.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CHN: L8E195AP1954PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: #91 92166 56001-02
CEPTUDUKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ilpoaykr : Haiiz® AktuBrens (HUMECYIHN) rellb A1 HAPYXKHOro NpumeHeHus, 1 %, 20 r

AHaJIMTHYIEeCKHH oT4eT Ne

Batch No / : V230693 Batch Quantity / : 57590 units /
Cepus Ne Ob6bem napTun 57590 eaunui
Analytical Report No / : 040002138394 Date of Analysis / : 30.09.2023

Jarta aHayiuza

JlaTa npon3BoJacTBa

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

T'omen mo

Analysis performed according ND / Anaymu3s nposeaen mo HJL: JIII-Ne(001336)-(PI'-RU)-251022
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9. |Dimethyl sulfoxide /
Jdumernicynbgokcun

101.0 % 90% to 110% of CoHsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C,HsOS
(aumeTunCcynbGhOKCH) OT
HOMHHAJILHOTO COACpKaHHA

10. |Package/ YmakoBka

20 g in a laminated aluminum tube equipped with tamper-evident
membrane. Each tube and a patient information leaflet in a carton. /
IMo 20 r B TY6y M3 JIAMAHHPOBAHHOI'O ATOMMHHS, CHaOXEHHYIO
MeMOpaHOH i KOHTPOJIS TiepBoro BekphIThs. Kaxayio TyOy BMecTe
C HHCTPYKLIMEH N0 MEOHLMHCKOMY MPHMEHEHMIO IOMELIAIOT B Ma4Ky
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.
*[IokasaTe b MOXKET OTCYTCTBOBATEL B cepTHdHKATE aHAIN3A npou3BoauTes. IlponssoguTen

rapabsiTHpyeT Ka4deCcTBO npenapaTa mo 3THM HoKa3aTe/IsiM.

API name (INN) / Hanmenoaune A®C (MHH): Nimesulide / Humecynug

API manufacturer batch number / NMS/13070686

Homep cepun npoussoantens APC:

FP Manufacturer API Batch number / FEQAO00379

Homep cepnu cyocrannun npounspoauresis I'JI®:

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

IIponseoantens APC, crpana: Aaptu parc JIta., Uugus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusim HJT 3axawuyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoeneHo: Ilposepeno: Ono6peHo: Menemxkep / Pykoonurens
Ramakant /ﬁ * ( ;?\ Pardeep Kumar Q{;ﬁ Manoj Kumar ,

et —C {

Reprint Date / Reprint Date / Reprint Date /
Jara: 22.12.2023 Hara: 22.12.2023 Jara: 22.12.2023

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

CIN: L85195AP1984PLCO04507
www drreddys.com




