P g . <
Dr.Red dY'S ‘.'. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel-+51+98166 5666602—

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

IIpoaykr Haii3" Akrusrens (HUMeCYIMA) resib 1715 HAPYIKHOrO NpuMeHerns, 1 %, S0 T

Batch No / 1 V211240 Batch Quantity / : 18,627 units /
Cepus Ne O0beM mapTuu 18,627 eanmnn
Analytical Report No / : 890001555287 Date of Analysis / : 16.11.2021
AHaJuTHYECKHI oTyeT No HJarta ananusa

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Hdata npou3BojacTBa I'oxen xo

Analysis performed according ND / Ananu3 nposegen mo HJL: JIT1-005923-191119 (amend Ne 1 from

19.03.2020 / usm. Ne 1 o1 19.03.2020)

Pagel of 5/Ctp.1 135

B3XX

No/ . ]

N Test / IloxazaTean Result / PesyabTar Specification / Hopma

1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOIHBIH
OnHopoHbI# MPO3payHbIi NpO3payHblil Tenb OT HeCHBETHOrO
rein GJIeIHO-KENTOro 1IBeTa ¢ | A0  ONEHO-KEeNTOoro IBeTa ¢
XapaKTepHBIM 3aMaxoM XapaKTepHBIM 3aMaxoM

2. Identification / IlogmunHoOCTH

a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak

CooTBeTCTBYET TPeOGOBAHUIM

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) / Bpema ynepxuBaHHS
OCHOBHOI'O MHKa Ha
Xpomarorpamme UCTIBITYEMOrO
pacTBOpa OOIKHO COOTBETCTBORATH
BpPEMEHH YACP>KUBaHHS OCHOBHOIO
MHKA Ha XpOMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpaszua
HUMeCYIHaa (paznen
«KonuuectBeHHOE OMpeeNieHUE)

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorsercTByeT TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmouenne: OJ[OGPEHO

Prepared by / Checked by / C Approved by: Manager/Executive /
IToarorosneHo: é s IIporepeno Opobpeno: Menemkep / PykogoauTens
Naresh Kumar Santosh Kumar Maurya Manoj Kumar X LUVZ by
Print Date / Print Date / Print Date / S

Hara: 16.11.2021 Hara: 16.11.2021 Hara: 16.11.2021

Registered Uffice: -2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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[Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 ¢ drreddys.com

IIpoaykT Haiiz" AxtuBrens (HUMECYIMI) refib A1 Hapy>kHoro npumenesus, 1 %, 50 T

Batch No / : V211240 Batch Quantity / : 18,627 units /
Cepus Ne O6bemM napTun 18,627 enuuun
Analytical Report No / : 890001555287 Date of Analysis / : 16.11.2021
AHaJUTHYECKHIT 0TYeT Ne JlaTa anaausa

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTa mpou3BoacTBa T'omen g0

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Ctp.2 u3 5

No/

Ne Test / ITokazarean Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / MeToaom CootseTcTBYET TpEGOBaHUAM solution should have absorption
Y®-cniektpogoto maximum at 397£5nm / VY-
METpUH CTIEKTp TMOTJIOEHUS UCTIBITYEMOTO
pacTBOpa J0JDKEH MMETh MaKCUMYM
NoTJIoIeHus npu 397+5 HM
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTcTBUM C
COePKMMOT0 YIAKOBKH TpeOOBaHUAMHU
I'® PO. (He menee 50,0 1)
4, pH 3.13 From2.5t04.5/0t12,5 104,5
5. | Viscosity / BaskocTs 1047 centipoise / From 400 to 1200 centipoise /
1047 cartumyas Ot 400 no 1200 canTumyas
6. | Related impurities / PoacTBeHnnbIe mpuMecH
i. | Impurity C/ Not detected / ne oGHapyxkeHa Not more than 0.50 % /
IIpumecs C He 6onee 0,50 %
ii. Impurity D / Not detected / He 06HapyxeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykrt cooTReTcTBYET TpeOOoRaHHAM H/J

Conclusion : APPROVED /
Jakmrouenne: OJJOBPEHO

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

IloarorosneHo: @9/ IIpoeepeHo Omobpeno: Menemxep / PykoeozuTeis

Naresh Kumar Santosh Kumar Maurya Manoj Kumar P T

Print Date / Print Date / Print Date / S

Jlata: 16.11.2021 JlaTa: 16.11.2021 Hara: 16.11.2021

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: L85195AP1984PLCO04507
www.drreddys.com
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g — drredd s.com

Hpoaykr Haiiz" Axtuprens (HUMeCyIna) renb AJ1s HAPY)KHOTO NPUMEHeHMs, | g

Batch No / : V211240 Batch Quantity / : 18,627 units /
Cepua Ne O0bem maprun 18,627 eanuny
Analytical Report No / : 890001555287 Date of Analysis / : 16.11.2021
AHajguTHdeckuii otyer Ne JaTa ananuza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JarTa npon3BoacTea T'ogen go

Analysis performed according ND / Ananu3 nposenen no HJI: JI1-005923-191119 (amend Ne 1 from

19.03.2020 / uam. Ne 1 o1 19.03.2020)

Page3 of 5/Ctp.3 u3 5

No/

e Test / Illokazatenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / . Not more than 0.50 % /
JIrobas apyras npumecs BDL(Disregard Area 2498) He 6onee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /
Cymma npumeceii He 6onee 1,50 %
7. | Microbial purity / Mukpo6uoJornueckasi YucToTa

1. | Total Aerobic Microbial
Count / Obuiee yncno
a3pO6HBIX MUKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O61ee YuciIo
JIPOMCKEBBIX U MIECHEBBIX
rpuboB

ii.

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g

He 6onee 100 KOE/r

/

Ilpumeuanue: [IpogykT cooTBeTcTBYET TpeGoBaHuam HJI

iii, | Pseudomonas aeruginosa Absent g/ Should absent in 1 g/
OTCcyTCTBYET T OtcyrcTBHe B 1 T
iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OtcytcTBYET T OtcyrcrBUEB I T
8 | Assay/KoJgn4yecTBeHHOE onpeaesieHHe
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Sakawuyenne: OJOBPEHO

Prepared by / Checked by / | wk Approved by: Manager/Executive /
[MoarotoneHo: [Tposepeno 4=~ OnobpeHo: Menekep / Bykosonutesns
Naresh Kumar @3’* Santosh Kumar Maurya Manoj Kumar q,n_m { .-J,F

Print Date / Print Date / Print Date /

Hara: 16.11.2021 Hara: 16.11.2021 Hara: 16.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50¢ chredd com

Ipoayxr Haiiz" Aktusrenb (HUMecynua) refib Anst HApyKHOroO npumerenns, 1 %, 507

Batch No / : V211240 Batch Quantity / : 18,627 units /
Cepus Ne O0Bem napTHn 18,627 exmmmy
Analytical Report No / : 890001555287 Date of Analysis / : 16.11.2021
ApanuTudecknii oTyeT No Jara ananusza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JaTa npou3BoJacTBa Toaen go

Analysis performed according ND / Ananus nposenen nmo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Paged of 5/ Crp.4u3 5

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /

Humertuncynbsdorcun

9.90 mg / 9.90mr
(99.0 %)

100.5%

9.0 mg to 11.0 mg of Ci3H12N»05S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr C13H12N205S
(aumecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOI'O
conepxanus) B 1 r rens

90% to 110% of C:HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mumeTHCynbGOKCHI) OT
HOMMHATIBHOT'O COJISPIKaAHHUS

9 | Packaging / YnakoBka

Package / Ynakoeka - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Fach tube and a
patient information leaflet in a
carton. / ITo 50 r B TyOy u3
JIAMHUHHUPOBAHHOTO

ATFOMHHMS, CHaOKEHHYIO
MeMOpaHoOH JJii  KOHTPOJIS
MepBOro BekpbITHA. Kaxmyio
TyOy BMecTe ¢ WHCTPYKIMEH
IO MPUMEHEHHUIO OMELIAIOT B
nayky KapTOHHYIO.

Package / Ynakoeka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r wmu 100 r B TYOY U3
JTaMHHHPOBAHHOFO AITFOMMHMS,
cHabxxeHHyl0 MeMOpaHOH  mis
KOHTPOJIA  TIEPBOTO  BCKPBITHS.
Kaxmyro TYOY BMECTE c
UHCTPYKLMEH 10 TPHUMEHCHHIO
MOMELIAIOT B MAa4Ky KAPTOHHYIO.

10

Labeling / MapkupoBka

According to ND / B cooreercTeuu ¢ HJ|

Remarks :

The Product conforms to ND/
Ilpumeyanne: [Ipoaykt coorBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akmwuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBneHo: @/ IIporepeno M‘J Onobpeno: Menemxep / Pykosoantens
Naresh Kumar Santosh Kumar Maurya Manoj Kumar X Jopgu X

Print Date / Print Date / Print Date / ==

Jara: 16.11.2021 Hara: 16.11.2021 Jara: 16.11.2021

Fegistered 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: L85195AP1984PLCO04ED7
wwvdrreddys.com
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

IIpoaykT Haii3" AKTuBrens (HUMecysiua) refib JUisi HAPYHKHOTO IIPUMEHCHHS, 1%2,%0 r

Batch No / 1 V211240 Batch Quantity / : 18,627 units /
Cepusa Ne Ob6bem maprun 18,627 eqnnun
Analytical Report No / : 890001555287 Date of Analysis / : 16.11.2021
AHanuTHYEeCKHH oTueT Ne Jlara ananusa

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTa npou3BoacTBa TI'open 10

Analysis performed according ND / Ananuz nposeaen mo HJ: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageS5of 5/Crp.5u3 5

11 |Storage / Xpanenue

Store below 25 °C. Do not freeze./ [Ipu Temneparype He BbILIE 25
°C. He 3amopaxuBarsb.

12 | Shelf life / Cpox rognocTn

2 years / 2 rona

Remarks : The Product conforms to ND/

IIpumeuanne: Ilponykr coorBercTBYeT TpebopaHuaM HJ{

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO

Prepared by / Checked by / . Approved by: Manager/Executive /
[logrorosneno:  (is- IIpoeepeno @(P& Onobpeno: Menemxkep / PykoBoaurens
Naresh Kumar Santosh Kumar Maurya Manoj Kumar 'H;?,, ull

Print Date / Print Date / Print Date / —

Hara: 16.11.2021 Hara: 16.11.2021 Jara: 16.11.2021

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




