Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykt : Haiis® AkTHBrens (HUMECYTHA) resib /Ul HAPYXKHOTO NpuMeHeHus, 1 %, 100 r
Batch No / : V210691 Batch Quantity / : 9506 units /
Cepus Ne Oo6bem naprun 9506 eanHuL
Analytical Report No / : 890001531346 Date of Analysis / : 30.06.2021
AHanuTHYecKuii oT4eT No Jata anajusa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
Jara npousBoacTBa I'onen no
Analysis performed according ND / Auanu3 nposegen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)
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2.(? 4 Test / Ilokazarens Result / Pesyabrar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OpHoponHBIH
OnHopoaHbIN NpO3payHBblii NpO3pavHbIid refib OT GecLIBETHOTO
resib GJ1eqHO-KEITOro uBerac | 1o  ONeHO-KEeNToro  LBeTa ¢
XapaKTepHBIM 3amaxoM XapaKTEePHBIM 3araxom
2. Identification / IloqyiuHHOCTD
a) By HPLC / MeTtoxom Complies as  prescribed / | 'I'he retention time of the main peak
BOXX CootseTcTBYyeT TpeOOBAHUAM 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 ynepxuBaHus
OCHOBHOTO myKa Ha
XpOMaTorpamme HCITBITYEMOT0
pacTBOpa HOIKHO COOTBETCTBOBATh
BPEMEHM YIep>KUBAHUS OCHOBHOTO
NHKa Ha XPOMAaTOrpaMMe pacTBOpa
CTaHAPTHOIO obpasua
HAMeCYIHa (paznen
«KomiuecTeHHOE OnpeieNieHue»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumcuanuc: Tpoayrt coornerernycT Tpebonarnsan 111 3armoncnuc: QAOLIEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
IlogroTogrnerHo: . npnnpppun' ﬂ,n‘nﬁpPHn‘ ]\/TPHPJ‘I‘WF‘D//\P)IVORr\rUrITPﬂk
Pardeep Kumar ‘ Himesh KHM Amit Kumar /\""/
Print Date / Print Date / Print Date /
Jara: 30.06.2021 Jlara: 30.06.2021 Jara: 30.06.2021
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IIpoaykr : Hait3® Axtusrens (HuMecyIua) refib 1A HApY»KHOro npuMenenus, 1 %, 100 r
Batch No / : V210691 Batch Quantity / : 9506 units /
Cepus Ne O0bem napTuu 9506 enuHUL
Analytical Report No / : 890001531346 Date of Analysis / : 30.06.2021
AHaJIMUTHYECKHI oTYyeT No Jlara anaanza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
JlaTta npon3BoacTBA T'omen no
Analysis performed according ND / Ananu3s nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 o1 19.03.2020)
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;? / Test / Iloka3zareab Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metogom CooTBETCTBYET TPEOOBAHMAM solution should have absorption
Y®-cnexrpodoro maximum at 397+5nm / Y-
METpUH CTEKTp MOrJIOMIEHHS UCTIBITYEMOrO
PacTBOpa IODKEH HMETh MAaKCUMYM
norsomeHus npu 397+5 M
3. | Weight of package 101g/101r According to Rue. Th. (Mot lcss
contents / Macca than 100.0 g) / B covisetiisum ©
COAEPKUMOro YIAKOBKH TpeGOBaHUAMHU
I'® PO. (He menee 100,0 r)
4. | pH 3.23 From2.5t04.5/0r12,5 no 4,5
5. | Viscosity / RmcoceTn 1058 cenlipuisg / Frow 100 (o 1200 centipuise /
1058 canTunyas Ot 400 no 1200 canTtunyas
6. | Related impurities / PoxcTBenHble IpaMecH
i. | Impurity C/ Not detected Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %
iii. | Any other impurity / Less than LOQ (0.03%) . Not more than 0.50 % /
Jliobas apyrasi npuMech He 6onee 0,50 %
iv. | Total impurities / Less than LOQ Not more than 1.50 % /
CymMma npumeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpogykT cooTBeTCTBYET TpeboBanuam HJL 3akawgenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IIpoeepero: Onobpeno: Menenxep /N2yKkoBOAMTENH
Pardeep Kumar CZ i Himesh Kgl‘%l/’/—ﬂ Amit Kumar {\é,f
Print Date / Print Date / Print Date /
Hara: 30.06.2021 Jara: 30.06.2021 Jara: 30.06.2021
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr : Haiiz® AktuBrens (HMMeCynia) refb ANIsl HAPYKHOTO NpUMeHeHus, 1 %, 100 r
Batch No / : V210691 Batch Quantity / : 9506 units /
Cepns Ne Oo6bem napTun 9506 enuHMLL
Analytical Report No / : 890001531346 Date of Analysis / : 30.06.2021
AnajuTHYecKuii oTyeT No Jara anaauza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
JarTa npousBoacTea T'open no
Analysis performed according ND / Ananu3 nposenen no HJI: JITI-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020)
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7. | Microbial purity / Mukpobnojoru4yeckass 44cTOTa

i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuee uucno Memnee 10 KOE/r He 6onee 1000 KOE/r
a3poBIILIX MHICPO
OpLaHUSMOB

it | Tatal Comhined Yeast and Tess than 10 CFT /g / Nnt  maoare  than 100 CFUl/g  /
mnnld cannt / Olvmee guenn Menee (1) KOIF/T He fnnree 100 KOF/T
APODIGKEBLIX H ILU1BCHEBLLX
pnGuon

i, | Puowdomaonas gorugpinoesa Abgontin1 g/ Should abgent in 1 g/

OtcyrcTBYeT B 1 I OtcyrcTtBUE B 1 T
. | Staphylococcus aureus Absentin 1l g/ Should absentin 1 g/
OtcyrcTBYyeTB I T OrcyrctBue B 1 T

8 Assay / KosimyecTBeHHOE onpexeenne

i. |Nimesulide/ 9.81 mg/9.81 mMr 9.0 mg to 11.0 mg of Ci3Hi12N»O5S
ITnmeuyingy (98.1 %) (uitesulide) (90.0% 1o 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI" 4O 11,0 mr Ci3H12N20sS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAIBHOTO
conepxanus) B 1 rrens

ii. | Dimethyl sulfoxide / 102.6 % 90% to 110% of C:HsOS (dimethyl
JuMeTHicynbpoKcHa sulfoxide) of label claim /

Ot 90 % mo 110 % C,HsOS
(numeTnicynphoKcHI) oT
HOMHUHATTBHOTO COASMKAHUS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykr cooTsercTByeT TpeboBanusaM HJT 3axmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

Ono6peno: Menemixep / Pykoponurens

[ToarororneHo: IlpoBepeHno:
Pardeep Kumar Himesh W Amit Kumar
L e
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CEPTUOPUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr Hait3® AxTuBrens (HUMeCYNIMA) reipb Ui HapyKHoro npumerenus, 1 %, 100 r
Batch No / : V210691 Batch Quantity / : 9506 units /
Cepus Ne O6Bbem napTun 9506 egmHmLy
Analytical Report No / : 890001531346 Date of Analysis / : 30.06.2021
AHaTuTHYEeCKUH oTUeT No Jdara ananu3za
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
JlaTa npou3BoACTBA I'onen o

Analysis performed according ND / Auann3 nposepnen mo HJI: JITT-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne | ot 19.03.2020)
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9 | Packaging / YnakoBka

Package / YmakoBka - 100 g in
u lumunated  alunmuoum  tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 100 r b TyGy I3

Package / Ynaxoska - 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 unu 100 r B TyOy u3

JIAMHHUPOBAHHOTO
ATIOMMHMS cHaGxkerHyro | JJAMMHHPOBAHHOTO ANFOMUHHUS,

H
MeMOpaHOi 8 KOHTPONS cHaOeHHYr0O  MeMOpaHoH Uit
MepBoro Bekpertua. Kaxayio | KOHTPOJi  MEPBOTO  BCKPBITHA.
Ty6y BMecTe ¢ MHCTpykumeif | KKIAYIO Ty0y ~ BMecTe  ¢C
HHCTPYKUMEH MO  MPUMCHCHHIO

0 MPUMEHEHWKY TTOMEITIANOT B

NayKy KapTOHHYIO. MOMCEIIAIOT B MMAYKY KapTOHHY1O.

10 |Labcling / Maprupobka According to MD / B coorpetcTniiit ¢ HJI

Store below 25 °C. Do not freeze. / [Ipu TemnepaType He Bblule 25
°C. He 3amMOpa)kHBaTh.

11 |[Storage/ XpaneHue

12 | Shelf lifc / Cpox roguoern | 2 years /2 roga

Conclusion : APPROVED /
Zaxkirouenue: O{OBPEHO

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpeboanusM HJL

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: IIposepeno: Onobpeno: Menemxep /Lykooaurens
Pardeep Kumar CI—- Himesh KLM Amit Kumar o
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