Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA

Iel-£01 69166 EEON0T O3
|Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g W'\,;,-\N_a,fregavs’_gon;u o
Ipoaykt Haiiz" AxTuBrenb (HUMeCYN1a) resib Ajisl HAPYXKHOrO npumeHeHHs, 1 %, 100 r
Batch No / : V211338 Batch Quantity / : 9465 units /
Cepus Ne O06beM napTuu 9465 equHuL
Analytical Report No / : 890001561763 Date of Analysis / : 23.12.2021
AHanuTHdeckuil oTyer Ne Jata ananusza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JlaTa npou3BoJacTBA T'onen no
Analysis performed according ND / Ananus nposeaen no HJ;: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp. 134

B3XX

CooTBETCTBYET TPeGOBAHUAM

No/ . 3

N Test / Iloka3aTenn 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 / OngHOpOOHEBIH
OnHOpPOAHBIHN NPO3pavHEIH NpO3payHbIi renb 0T 6eCUBETHOTO
resb OJIeIHO-KENTOro LIBeTa ¢ | 10 ONEJHO-KEITOro LBeTa C
XapaKTEepPHBIM 3araxoM XapaKTepPHBIM 3aMaxoM

2. Identification / TlognunnocTn

a) By HPLC / Metoaom 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 ynepxupaHus
OCHOBHOTO nuKa Ha
XpoMarorpamme HCHBITYEMOI0
pacTBopa JOJDKHO COOTBETCTBOBATH
BPEMEHH YACPKHBaHHS OCHOBHOIO
MMKa Ha XpoMarorpamMMe pacTBopa
CTaHAapTHOIO obpasua
HUMECYJTUIA (paznen
«KonuyecTBeHHOE ONpeAcIIieHHE)

Remarks : The Product conforms to ND/
IIpumevanne: [Iponykr cootBeTcTBYeT TpeboBaHMAM HJ{

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Tel: 23 40 4000 2900, Feun +01 -0 &<

Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo: IIposepeHno: Opobpeno: Menemxep / Pykosoaurens
Ankit éﬁ/ ITimesh I%J_I/A . | Pawan Kumar g

Print Date / Print Date / Print Date / '-

JlaTta: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021
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AHauTHYecKHnil oTyer Ne

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IpoaykTr Haiiz" Akrnerens (HuMecynun) resb ftst HApY>XKHOTO ripuMeHeHns, 1 %, 100 r

Batch No / : V211338 Batch Quantity / : 9465 units /
Cepust Ne Obbem mapruu 9465 enuHuLl
Analytical Report No / : 890001561763 Date of Analysis / : 23.12.2021

JaTta anasuza

Date of Manufacture /
Jara nmponsBoacTBa

: Dec. 2021

Date of Expiry /
I'ogen no

: Nov. 2023

Analysis performed according ND / Ananns nposexen no H/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3zm. Ne 1 o1 19.03.2020)

Page2 of 4/ CTp.2 u3 4

No /

Test / Ilokazarean
Ne

Result / PesyabTar

Specification / Hopma

b)By UV spectro-

Y®-cnexktpodoro
METPHU

photometry / Metomom

Complies as  prescribed /
CooTtBeTcTBYET TpeGOBAHUAM

UV absorption spectrum of the test
solution should have absorption

maximum at 397+5nm / V-
CIEeKTP MOTJIOMEHHS HCTIBITYEMOrO
pacTBOpa KOJDKEH HMETh MAKCUMYM

norioueHus npu 397+5 um

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cootBeTcTBUM C
COAEPKMMOr0 YIAKOBKH TpeOOBaHUAMHU

I'® PO. (He menee 100,0 r)
4. | pH 3.18 From2.5t04.5/012,5 no 4,5

5. | Viscosity / Baskocrs

914 centipoise /
914 cauTtunyas

From 400 to 1200 centipoise /
Ot 400 o 1200 canTumnya3

6. | Related impurities / Poacreennnsie npumecu

i. | Impurity C/

ITpumecs C

ii. | Impurity D/

IIpumecy D

iii. | Any other impurity /
Jlrobas npyras npumecs

iv. | Total impurities /
Cymma npumeceit

Not detected

Not detected

BDL (Disregard Area 2411)

BDL%

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

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

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

Not more than 1.50 % /
He 605ee 1,50 %

Teir +21 30 4400 2920, Far: 291 40 49

Cin.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBaHusM HJI 3axkmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: IIposepeHo: = Onobpeno: Menemxep / PykoBoautens
Ankit E Himt:shgtgg_s// — . | Pawan Kumar

(A A
Print Date / Print Date / Print Date /
Hata: 23.12.2021 Hara: 23.12.2021 Jara: 23.12.2021
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g wwwa;é;d;; ;Our;M .
Hpoaykr : Haiiz" Akrusrens (Humecynun) res asis HapyzkHoro npuMeHenns. 1 %, 100 r
Batch No / : V211338 Batch Quantity / : 9465 units /
Cepus Ne O6bem maprun 9465 ennnun
Analytical Report No / : 890001561763 Date of Analysis / 1 23.12.2021
AHajguTHYecKUi oTuer Ne Jara anannza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara npouzeogcrsa Togen o
Analysis performed according ND / Anaxus nposeaen no HJ: JIT1-005923-191119 (amend Ne 1 from

119.03.2020 / wam. Ne 1 ot 19.03.2020)

|
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OrcytcteyerB 1 1

[ 7. | Microbial purity / MukpoGuonorudeckas uncrora —‘
i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee unco Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MHKPO-
OpraHu3MOB
ii. |Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / O61ee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOACKEBBIX U TIJIECHEBBIX
rpubos
1ii. | Pseudomonas aeruginosa Absentin1 g/ Should absentin 1 g/
OtcyretByerB 1 T OtcytctBUe B 1 1
wv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/

OtcyTtctBUE B 1 T

8 | Assay/KonuuecrBennoe onpenesienune

i. | Nimesulide / 9.85mg/9.85 mr
Humecymun (98.5 %)

ii. | Dimethyl sulfoxide / QR ? %
Humernicynsdokeun

9.0 mg to 11.0 mg of C13H12NO5S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 MI' 10 11,0 MrIr C13H12N2058
(aumecynun) (ot 90,0 % no

110,0 % ot HOMHMHANIBHOTO
cojiepxaHus) B 1 1 rejia

Q0% to 110% of C3HyOS (dimothyl
sulfoxide) of label claim /

Ot1 90 % no 110 % C,HsOS
(mumeruncynbdokcun) ot
HOMHHAJIBHOT'O COJIEP>KAHHMS

Remarks : The Product conforms to ND/
Ipumeyanne: [poaykT cooTBeTCTBYeT TpeGopanuam HJJ

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: IlpoBepeHo: . OnobpeHo: Meue,umgp / PykoBoaurens
Ankit @ Himesh ngn’g_i,/ . | Pawan Kumar W
A
Print Date / Print Date / Print Date /
Hara: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021
Registered Cifice: 8-7-327, Road Mo 3, & Hyaerabad - 5001 na, indiz
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
IlpoaykT Haiiz" Aktusrens (HUMECYIIH) relib 4/ Hapy)KHOro npuMeneHnus, 1 %, 100 r

Batch No / : V211338 Batch Quantity / : 9465 units /
Cepna Ne O0Bem mapTuu 9465 enuHu
Analytical Report No / : 890001561763 Date of Analysis / 2 23.12.2021
AnanuTHyeckui oTueT Ne JaTa anannza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jata npou3BoacTBA I'ogen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page 4 0f 4/ Crp. 4 u3 4

9 | Packaging / YnakoBka Package / VnaKOBKE} -100 gin Package / Ynaxoska - 20 g, 50 g or
a laminated aluminum tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient
patient information leaflet in a | information leaflet in a carton. /

N carton. / I[lo 100 r B TYOy u3

JIAMHHHPOBAHHOTO ITo 20 r, 50 r miu 100 T B TYOY U3
ATIOMHHYMS, cHabxenHyto | JTAMHHHPOBAHHOTO AMOMUHHA,
MeMOpaHOH Ul KOHTpOJIS cHabeHHYl0 MeMmOpaHoH  juist
NnepBoro BekpbiTHa. Kayto | KOHTPONA  TMEPBOTO  BCKPBITHS.
Ty6y BMeCTe ¢ MHCTpyKumel | KMIYIO va6y e LI
M0 MPUMEHEHHIO MoMelatoT B | MHCTPYKIMEH 1O MPHMEHEHHIO
NauKy KapTOHHYIO. MOMEIIAIOT B MAYKy KapTOHHYIO.

10 |Labeling / MapkupoBka According to ND / B cootBetcTBuM ¢ HJ|

11 |Storage / Xpanenue Store below 25 °C. Do not freeze. / IIpu Temneparype He Beilie 25
°C. He 3amopa)xuBarts.

12 | Shelf life / Cpok rogaocTsn | 2 years/ 2 roga

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorserctByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Tel: 21 40 4500 2900, Fax

$01AC 4900

Clid: L35195AP1984P1.C004507
www.drreddys.com

Prepared by / Checked by / Approved by: Manager/Executive /
INonroropneHo: IIposepeHo: OnobpeHo: Menemxkep / PykoBoaurens
Ankit ﬂ Himesh KM Pawan Kumar

i e
Print Date / Print Date / Print Date /
Jara: 23.12.2021 Jara: 23.12.2021 Jara: 23.12.2021
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