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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g wwwidiraddye.com

Hponyxt : Haiis® Axtuerens (HUMECYIUA) renb i HAPYKHOTO NPHMEHEHH, { %, S0

Batch No/ 1 V211242 Batch Quantity / + 18,792 units /
Cepus Ne O0beM napTHu 18,792 eanunn
Analytical Report No / : 890001555453 Date of Analysis / : 17.11.2021
AHanuTHYecKHi oTyeT Ne JlaTa anajgn3a

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JaTa mpoH3BOACTBA I'oxeH o

Analysis performed according ND / Ananus nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Pagel of 5/Ctp.1u3 5

Jlj.:) d Test / lokazaTenan Result / PesyanTaT Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OnBOpOAHBIH MPO3pauHbIi Npo3pauHblii rens oT GeclBeTHOro
rejib GJIeAHO-KENTOro upeTac | A0  ONeAHO-KENTOro  LBETa C
XapaKTepHBIM 3aI1axOM XapaKTepHbIM 3aI1aXxoM
2. Identification / IlogmuaHOCTH
a) By HPLC / Metoaom Complies as prescribed / | The retention time of the main peak
BOXX CootsetcTByeT TpeOOBaHHAM 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 ynepxuBanus
OCHOBHOTO nuKa Ha
XpoMaTorpamme HCITBITYEMOT O
pacTBOpa AOJIKHO COOTBETCTBOBATh
BPEMEHH yIepXHBaHHsS OCHOBHOIO
NHMKa Ha XpoMaTorpaMme pacTBopa
CTaHapTHOTO obpasua
HAMECY/IH/A (paznmen
«KonuuecTBeHHOE OnpeieieHHEN)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tponykt cooTBeTcTBYeT Tpebopanusim HJ 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoeepeno ~ Onob6peno: Meuemkep / PykpBoanTennb
Pardeep Kumar - Himesh Kumar ' | Manoj Kumar A el
Print Date / Print Date / Print Date / —_—=
Hara: 17.11.2021 Hara: 17.11.2021 Hara: 17.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.dEraddvs.com

Hpoaykr : Haiis® Akrupresns (HUMECYJINAL) renib JUis HAPY/KHOrO npumeHenns, 1 Yo, 50

Batch No / 1 V211242 Batch Quantity / : 18,792 units /
Cepus Ne O6beM mapTuu 18,792 ennunn
Analytical Report No / : 890001555453 Date of Analysis / : 17.11.2021
AHaJHTHYIECKHI 0TUeT N2 JaTa ananuza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTa npoH3BOACTBA T'oaen no

Analysis performed according ND / Ananns nposenen mo HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2 m3 5
JI:: d Test / ITokazaresn Result / PesyabTat Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CootBeTcTBYET TpEOOBAHUAM solution should have absorption
Y®-cnekrpodoTo maximum at 397+5nm / VO-
METPHUH CTIEKTp MOTJIOIIEHHS HCIIBITYEMOTo

pacTBOpa AODKEH HMETH MAKCUMYM
nornoweHus npu 397+5 am

3. | Weight of package 5lg/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTcTBHM C
CO/IeP:KUMOr0 YIAKOBKH TpeGOBaHUAMH

I'd PO. (He menee 50,0 1)
4. | pH 3.16 From2.5t04.5/012,5 104,5

From 400 to 1200 centipoise /
Ot 400 o 1200 canTHIryas

5. | Viscosity / BaskocTb 1051 centipoise /

1051 canTtunyas

6. | Related impurities / PoncrBenHbIe mpAMecH

Not more than 0.50 % /
He 6o0:1ee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Not detected / ne 0OHapyxeHa

i. | Impurity C/
ITpumecs C

ii. | Impurity D/ Not detected / He 06Hapy*eHa

ITpumece D

Conclusion : APPROVED /
3axarouyenne: OJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanne: Iponykr coorBercTBYeT TpeboBanuaM HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Qﬁ/ [Tpoeepeno Onobpeno: Menemxkep / Pykppogurens
Pardeep Kumar = Himesh Kuinar " | Manoj Kumar Maedit zet {

Print Date / Print Date / Print Date / .

Hara: 17.11.2021 Hara: 17.11.2021 Hara: 17.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC0O04507
www.drreddys.com
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50g | o ive com
Ipoayxr : Haiiz" Axrusrens (HUMECYIIH/I) relib I HAPYKHOI'0 NPUMEHEHNA, i 82, 0r

Batch No / 1 V211242 Batch Quantity / : 18,792 units /
Cepns Ne O6neM naprTul 18,792 equmun
Analytical Report No / : 890001555453 Date of Analysis / : 17.11.2021
AnanuTnieckuii orger Ne Jlara anajanza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jara npou3BojacTsa T'ogen go

Analysis performed according ND / Ananu3 nposenes no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 ot 19.03.2020)

Page3 of 5/ Ctp.3m35
;? / Test / IlokazaTennb Result / PesyanTat Specification / Hopma
iii. | Any other impurity / ' Not more than 0.50 % /
JIro6as apyras NpUMech BDL(Disregard Area 2498) He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMa npumMecei He 6onee 1,50 %
7. | Microbial purity / Makpo6Ho/OrH4ecKas YHCTOTA
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1iee uncio Menee 10 KOE/r He 6osiee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MoB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob1ee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOOKEBBIX M TIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OTcyTCcTBYET I OtcyrcTBHE B 1 T
iv. | Staphylococcus aureus Absent / Should absent in 1 g/
OTCcyTCTBYET I OtcytctBue B 1 r
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [TpoaykT coorseTcTByeT Tpebosanuam HJI 3axuarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoBepero ___ j ~ | Onobpeno: Menemxep / Pykogonuresb
Pardeep Kumar ) Himesh Kumar " | Manoj Kumar m I
Print Date / Print Date / Print Date / _— e
Hara: 17.11.2021 Hara: 17.11.2021 Hara: 17.11.2021

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50UU34, felangana, indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Do
Y °® Formulation Unit-6
Dr" Reddy S Q.. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUOPHUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

o | Lol oOR e T enng a0y
Tl . ToL JOLUU JUUUIT™UL

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g -
. ® www.mr%dcys.com
Hponykr : Haiis® Axtusrens (HuMecynuz) reib Ui HAPY’KHOIO npimeHeHud, 1 %, S0 r

Batch No / : V211242 Batch Quantity / : 18,792 units /
Cepus Ne Oo0Bem napTum 18,792 equnnu
Analytical Report No / : 890001555453 Date of Analysis / : 17.11.2021
AnaauTHieckuii order No Jara anaanza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jata npou3BojacTBa T'ogen oo

Analysis performed according ND / Ananns nposexen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 4 of 5/Crp.4n3 5
8 | Assay/KoanuyecTBeHHOE onpeJeJieHHE
i. | Nimesulide/ 9.92mg/9.92 mr 9.0 mg to 11.0 mg of C13H12N,05S
Humecynun 99.2 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

OT 9,0 MI 10 11,0 Mmr C13H12Nzoss
(aumecyaun) (ot 90,0 % no

110,0 % ot HOMHHAIBLHOT'O
comepxanud) B 1 r rens

ii. | Dimethyl sulfoxide / 101.7 % 90% to 110% of C;HesOS (dimethyl
Jumetuncynbdokcun sulfoxide) of label claim /
Ot 90 % 1o 110 % CoHeOS

(mumeTnacynbHOKCH) OT
HOMMHAJIBHOTO COJePIKaHUA

9 |Packaging / YnakoBka Package / Ynakoeka - 50 gin a Package / Ynakoeka - 20 g, 50 g or
laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident | equipped  with  tamper-evident
membrane. Each tube and a | yembrane. Each tube and a patient

patient information leaflet in a | information leaflet in a carton. /
carton. / ITo S0 r B TyOy u3

JIAMHUHHPOBAHHOTO
ANOMHHMUA, CHa0XEHHYIO
MeMOpaHOH AN KOHTponA

Ilo 20 r, 50 r unmu 100 r B TY6Y M3
JIAMUHHPOBaHHOTIO AFOMHHUS,
cHabxeHHyl0  MeMmOpaHoW Ui

nepeoro BekpbiTHa. Kakyio | KOHTPOTA  TEPBOrO  BCKPBITHA.
Tyby BMeCTe C HMHCTpPYKLHMeH Kaxmyio  Tyby — Bmecte ¢
1O PUMEHEHHIO oMelmatoT B | MHCTPYKUMeH 10 NpUMEHEHHO
MasuKy KapTOHHYIO. MIOMELIAOT B MAYKy KAPTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIponykr coorBercTBYeT TpeboBanusam HJI 3akmwouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: [IpoBepeno Onobpeno: Menemxep / Pykosonvtens
Pardeep Kumar i Himesh Kumar " | Manoj Kumar AL e

Print Date / Print Date / Print Date / —_— 1
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIM3A

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

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \]NL\:vchil r::o(.;oo C'Lor;urﬁ
Mpogykr : Haiiz® AkTusrens (HUMeCYInA) renb Ul HAPYKHOTO NIPUMEHEHHSL, { %, T

Batch No / : V211242 Batch Quantity / : 18,792 units /
Cepusi Ne O0beM mapTHH 18,792 epnmun
Analytical Report No / : 890001555453 Date of Analysis / : 17.11.2021
AHaIuTHYECKHH oTUeT No Jlara anajiu3za

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTa mpoH3BOACTBA T'open mo

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageSof S/Ctp.5u3 S

10 |Labeling / MapkupoBKa

According to ND / B coorBercTBuu ¢ HJI

11 |Storage / Xpanenne
°C. He 3amopaxuBarth.

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

12 | Shelf life / Cpox rognoctu | 2 years/2 rona

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpeOoBanusaM HJY

Conclusion : APPROVED /
3axaogenune: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loproroBneHo: L_ ITpoBepeHo Ono6peno: Menekep / Pykogoaurens
Pardeep Kumar % - Himesh Kumar " | Manoj Kumar Medrpre .

Print Date / Print Date / Print Date / T ——
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