Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoaykr Haiis® AxtuBrens (HUMECYNIHA) Teslb IS HApYXKHOro npumeneHust, 1 %, 100 r
Batch No / : V210915 Batch Quantity / : 9513 units /
Cepus Ne O6bem napTuu 9513 epuHuMIL
Analytical Report No / : 890001543620 Date of Analysis / : 07.09.2021
AHanuTn4yeckuil oT4eT Ne JaTta anaau3a
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTra npousBoacTBa I'ogen 1o
Analysis performed according ND / Auanus nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp. 143 4

i: / Test / Iloxasarens Result / PesyabTat Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIN
OnHOpOHBIA NPO3pauHbIi Mpo3payuHbiii renb oT HecrBeTHOro
reinb 6JIeAHO-KENTOro BeTa ¢ | A0  OJIGOHO-XKENTOro  LBeTa C
XapaKTEePHBIM 3aMaxoM XapakTepHbIM 3aMaXOM
2. Identification / IlopmauHOCTL
a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak
B3XX CootseTcTBYeT TpeOOBAHMAM 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) / BpeMms yaepxuBaHuUs
OCHOBHOT'O MHKa Ha
XpOMAaTorpamme HCIBITYEMOro
pacTBopa JOIHKHO COOTBETCTBOBATH
BpEMEHH YJep>XUBAHHSA OCHOBHOT'O
MUKa 'Ha XpOMaTorpaMMe pacTBopa
CTaHJAPTHOTO obpasua
HUMeCyMUaAa (pa3nen
«KonuuecTBeHHOE OTIPENCICHHE))

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBercTBYET Tpebopanusim HJL

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTopneHo: IIpoBepeHo: . | Onobpeno: Menemxep / Ey’xosomrrenb
Pardeep Kumar aﬁ_‘. Himesh KunM Pavan Kumar Sharma /| _—="
Print Date / Print Date / Print Date /

Hara: 07.09.2021 Hata: 07.09.2021 Hara: 07.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykTr Haiiz® AxtvBrens (HUMECYJIHT) Teb 1)1 HAPYKHOro npuMeHeHHs, 1 %, 100 r
Batch No / : V210915 Batch Quantity / : 9513 units /
Cepus Ne O6bem mapTuu 9513 epuHu
Analytical Report No / : 890001543620 Date of Analysis / : 07.09.2021
AnanaTnyeckuii oryeT Ne JaTta ananu3sa
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa npou3BOACTBa T'ogen g0
Analysis performed according ND / Ananu3s nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

IIpumeuanne: [poaykr coorBercTByeT TpeboBaHmsiM HJ

Page 2 of 4/ Crp. 2 u3 4
i{? / Test / Iloka3aresn Result / PesyabTaT Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTBETCTBYET TPEOOBAHHAM solution should have absorption
Y®-cniektpodoTo maximum at 397+5nam / V®-
METpUH CHEKTP TMOTJIOUIEHHS UCTIBITYEMOTO
pacTBOpa I0JKEH UMETh MaKCUMYM
noryioeHus npy 397+5 Hm
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHY C
CONEPKUMOr0 YHAKOBKH TpeOoBaHUAMHU
I'® P®. (He menee 100,0 r)
4, pH 3.19 From2.5t04.5/012,5 104,5
5. | Viscosity / BaskocTts 879.6 centipoise / From 400 to 1200 centipoise /
879.6 caHTHIya3 Ot 400 mo 1200 caHTumyas
6. | Related impurities / PoncTBenHbIe MpHMecH
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 % /
IMpumecs D He 6onee 0,50 %
iii, Any other lmpurlty/ BDL (Disregard Area 2448) Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMMa npumeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmawuenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: —_ | Onobpeno: Menemxep / Pyxoaomrrenb
Pardeep Kumar 4/ Himesh KW Pavan Kumar Sharma ¢ =
Print Date / Print Date / Print Date / -
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykTt Haits® AxTuprens (HUMeCYIU) relib AU HApY>KHOTO nmpuMeHeHHs, 1 %, 100 r
Batch No/ : V210915 Batch Quantity / : 9513 units /
Cepus Ne O0beM NapTHH 9513 eguHMI|
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19.03.2020 / uam. Ne 1 ot 19.03.2020)
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7. | Microbial purity / Mukpo6noioruuecKkas Y1HCTOTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O61wee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a9pOOHBIX MHUKPO-
OpraHU3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / O6uiee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JOPOMOKEBBIX H TUIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcyrerByerB I T Orcyrcteue B 1 ¢
iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OtcytcTByeTB 1 T OtcytctBHE B 1 T
8 | Assay/KonnuecTBeHHOe onpeaeseH e
i. | Nimesulide / 10.00 mg/ 10.00 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Ot 9,0 MI 1O 11,0 Mmrr C13H12Nzoss
(aumecymun) (ot 90,0 % no
110,0 % oT HOMHHAJILHOTO
conepxaHus) B 1 r rens
ii. |Dimethyl sulfoxide / 101.4 % 90% to 110% of C2HsOS (dimethyl
Jumetrncynborcun sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(numeTHncynshoKcH) OT
HOMUHANBHOTO COJICPIKaHMS

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBercTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akaoyenne: OJJOGPEHO

Prepared by /
IloaroToByieHo:
Pardeep Kumar

IIporep
Himesh

e

Checked by /

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PyKosozuresh

__!\_,- — =

Pavan Kumar Sharma /

Print Date /
Jara: 07.09.2021

Print Date /
Hara: 07.09.2021

Print Date /
Jara: 07.09.2021
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[Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoaykr Haiis® AkTuprens (HUMecyaMn) refb AT HapyXKHOro npuMenedus, 1 %, 100 r
Batch No / : V210915 Batch Quantity / : 9513 units /
Cepus Ne Oobnem napruu 9513 egunuy
Analytical Report No / : 890001543620 Date of Analysis / : 07.09.2021
AHanuTHYEeCKHH oTUeT No JaTta anaansa
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa mpou3BoaACTBA . Togen go

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anasus nposeaen no HJL: JIT1-005923-191119 (amend Ne 1 from
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9 |Packaging / Ynakoska

Package / Ynakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B TyOy u3
JIAMHUHHAPOBAHHOTO

ATFOMUHHS, CHaOXKEHHYIO
MeMOpaHO#i Ui KOHTpOJs
nepeoro BckphiTusa. Kaxayio
TyOy BMeCTe C WHCTPYKIIHet
MO MPUMEHEHHIO TIOMEIAIOT B
NaykKy KapTOHHYIO.

Package / Ynaxoeka - 20 g, S0 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
JTAMUHHPOBAHHOTO ATIOMHHHS,
cHabOeHHyl0  MeMOpaHOH s
KOHTPOJNS  TIEPBOIO  BCKPBITHS.
Kaxxnyro TYOy BMeCTe &
HHCTPYKLMEeH MO0 HNPHMEHEHHIO
MOMEIIAIOT B NMAa4YKy KAPTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B cooteetctenu ¢ HJ{

11 | Storage / Xpanenue

Store below 25 °C. Do not freeze. / [Ipu Temnepatype He BhiLIe 25

°C. He 3amopaxuBaTb.

12 | Shelf life / Cpok rogaocTn

2 years / 2 rona

Remarks : The Product conforms to ND/
Ilpumeuanue; IIpoaykT cooTBeTCTBYET TpeOGoBanmam HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

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

IToaroToBneHo: [Ipoeepeno: — Onobpeno: Menemxep / E’_)«JKOBO)IHTEH]:

Pardeep Kumar { Himesh M Pavan Kumar Sharma |, ——"~
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