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Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ipoaykr : Hait3® AKTHBrens (HUMECYIHIT) Fefb U HAPYXKHOTO MPHMEHEHNUS, 1%,100r
Batch No / : V210913 Batch Quantity / : 9480 units /
Cepns Ne O6beM napTun 9480 eauHHUIL
Analytical Report No / : 890001543447 Date of Analysis / : 07.09.2021
AnanuTnyeckuii oTuer Ne Jara anajm3za
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
Jara npou3BoJcTBa Tonen 1o
Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page10of4/Crp.1mu34

i‘? 4 Test / Illoxa3aTenan Result / PesynsTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOAHBIH
OnHopoaHbI# TPO3payvHbIH [PO3pauHblii refb oT 6eCLBETHOIO
resib GJIEAHO-KENTOro BeTa C | 10 ONemHO-XKeNToro 1UBeTa ¢
XapaKTEPHBIM 3aI1axoM XapaKTePHBIM 3aMaxoM
2. Identification / IlonnunHOCTH
a) By HPLC / Metogom Complies as prescribed / | The retention time of the main peak
B2XX CooTBeTCTBYET TPEOOBAHKAM 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) / Bpemsa ynepxuBaHHA
OCHOBHOTO nuKa Ha
XpoMaTorpaMmme HCMBITYEMOTO
PacTBOpa JOMKHO COOTBETCTBOBATh
BpEMEHH YAEPXKUBAHHUS OCHOBHOIO
NMKa Ha XpoMaTorpaMMe pacTBOpa
CTaHIApTHOTO obpazua
HUAMECYMHIa (pasmen
«Konn4yecTBeHHOE ONpeaeeHNe»)
RemarKks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cooreTcTBYeT TpeboBanuam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITposepeHo: | Onobpeno: Menemwxep / Pyxosoautess
Pardeep Kumar { Himesh Kgﬁ/]’))/) Pavan Kumar Sharm%-f
Print Date / Print Date / Print Date /
Hara: 07.09.2021 Jara: 07.09.2021 Jara: 07.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

CEPTHOHUKAT AHAJIU3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr  : Haiiz® AxTHBrenn (HHMECYJIN) relib I HapyKHOro npumenenus, 1 %, 100
Batch No / : V210913 Batch Quantity / : 9480 units /
Cepus Ne O06nem napTHH 9480 eqHHHULL
Analytical Report No / : 890001543447 Date of Analysis / : 07.09.2021
Apanuriyeckuil oryer Ne JlaTa aHAJIM3A
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa npoH3BOACTEA Topen 20
Analysis performed according ND / Anaaus nposeaen no HJL: 7I1-005923-191119 (amend Ne 1 from

Page 2 of 4/ Ctp. 2 3 4
T
[E? / Test / [lokazaTeab Result / PesyabTaTt Specification / Hopma
b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / Metonom CoOTBETCTBYeT TpeOOBAHHUAM solution should have absorption
Y ®-cniekTpodoTo maximum at 397+5nm / Y-
METpHUM CIIeKTp MOTJIOEHHs HCTIBITYEMOro
pacTBopa 10J>KeH MMETh MaKCUMYM
norsomeH s npy 397+5 HM
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cOOTBETCTBHH C
COEepKUMOro yIAKOBKH TpeGoBaHUAMH
I'® PO. (He menee 100,0 r)
4. | pH 3.25 From 2.5t04.5/0t12,5 n6 4,5
5. | Viscosity / BaskocTe 1092 centipoise / From 400 to 1200 centipoise /
1092 canTMIrya3s Or 400 go 1200 cantunyas
6. | Related impurities / PoacrBennbie NpAMECH
i. | Impurity C/ Not detected Not more than 0.50 % /
[Mpumeck C He 6onee 0,50 %
i. | Impurity D/ Not detected Not more than 0.50 % /
[Mpumecs D He 6omnee 0,50 %
iii. | Any other impurity / BDL (Disregard Area 2448) Not more than 0.50 % /
JTro6as apyras pUMech He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 %/
Cymma npumMeced He 6onee 1,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: TIpOSYKT COOTBETCTBYCT tpeGoannsm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exec tive /
IToaAroTOBIICHO: TIposepeHo: Onobpeno: Menemxkep / Py OBOAMTENE
Pardeep Kumar Himesh M Pavan Kumar Sharma /’,/ =~
Print Date / Print Date / Print Date /

Jlara: 07.09.2021 Jlara: 07.09.2021 Jlata: 07.09.2021

Registered Office: 8-2-3
Tel: 91 40 4500 2

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykr @ Haiis® AKTHBre b (HUMECYn) Testb Ul Hapy KHOI0 IPHMEHCHHA, 1%,100r
Batch No / : V210913 Batch Quantity / : 9480 units /
Cepus Ne O6BeM napTau 9480 eguHULL
Analytical Report No / : 890001543447 Date of Analysis / : 07.09.2021
AHaJdTHYECKHH oTYeT Ne JlaTa aHaqu3a
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
JlaTa NpoOH3BOJACTBA Tonen 1o

Analysis performed according
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

ND / Ananu3 nposeaed no HJL: JI1-005923-191119 (amend Ne 1 from

Page 3 of 4/ Ctp. 3 u3 4

Microbial purity / Mukpo6uosorneckas 1HcTOTA

[l %
i. | Total Aerobic Microbial
Count / O611ee 4ucno
a3po6GHBIX MUKpPO-

OpraHH3MOB

Total Combined Yeast and
mould count / Obmmiee 4ucIo
JPONOKEBBIX U TUIECHEBBIX
rpuboB

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OrcyrctByeT B 1 T

Absentin1 g/

OrcyrcrByeTrB 1 T

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

Not more than 100CFU/g /

He 60nee 100 KOE/r

Should absentin1 g/
OrcyrcTBHe B 1 T

Should absentin 1 g/
OrcyrctBue B 1 r

Assay / KonuyecTBeHHOe onpeeJieHne

Nimesulide /
Humecynun

Dimethyl sulfoxide /
JTumeTuncynbGoxcun

il.

9.95 mg/9.95 mMr
(99.5 %)

101.0 %

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MIT 10 11,0 MI C13H12N205$
(aumecynun) (ot 90,0 % no

110,0 % OoT HOMHHAJILHOTO
cozepxanys) B 1 T rens

90% to 110% of CoHsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CHeOS
(muMeTHICYTbGOKCHI) OT
HOMMHAJIBHOTO COZIEPIKaHNUs

L

Remarks : The Product conforms to ND/
Ipumeuanue: [1poJyKT COOTBETCTBYCT tpebosanam HJL

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by /
TloAroToBNEHO: [Tpogepen:
Pardeep Kumar Z Himesh Ku

Approved by: Manager/Executive /

o: T0n06pero: Menemkep / PyKOBOAMTEIND
W Pavan Kumar Sharma %

Print Date /
Jara: 07.09.2021

Print Date /
Jara: 07.09.2021

Print Date /
JlaTa: 07.09.2021
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’ @ CERTIFICATE OF ANALYSIS
Dr.Red d YSs ‘,o. CEPTU®HKAT AHAJIH3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiiz™ Aktusrens (HuMecyIua) rems mis HapyIKHOro npumeHenns, 1 %, 100 r
Batch No / : V210913 Batch Quantity / : 9480 units /
Cepus Ne Oo0vem naprun 9480 eamuun
Analytical Report No / : 890001543447 Date of Analysis / : 07.09.2021
AnagnTHyecknii oruer No
Date of Manufacture / : Aug. 2021 Date of Expiry / : July. 2023
HMara nponspojerea I'onen mo
Analysis performed according ND / Auanns nposeaen no HJI: JIT1-005923-191119 (amend Ne | from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Paged of 4/Crp. 4 uz 4

F 9 | Packaging / Ynaxopxa ’ Package / Ynakoexka - 100 g in Package / Vnakoska - 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 | perbrane Each tube and a patient
patient information leaflet in a information leaflet in a carton. /
carton. / Ilo 100 r B TYOy u3
NIAMMHHPOBAHHOTO o 20 r, 50 r uam 100 r & TYOy u3
AMIOMHHS, CHabwenHyro | JAMHHHPOBAHHOrO ATIOMHHHA,
MembpaHoii g KOHTposis | CHAOXKeHHY0  memGpanoii s
MepBOro BCkphiTHa. Kaxayio | KOHTPOMS  NepBoro  Bekpwimws,
TYOy BmecTe ¢ mHcTpykumei | Kaxayro 4 6y  Bmecre ¢
110 NPUMEHeHHIO noMelator B | MHCTPYKIMeH 10  mpumeHenmo

nauKy KapToHHYIO, TIOMEILAIOT B a9Ky KapTOHHYIO.
10 | Labeling / Mapxuposka According to ND / B COOTBEeTCTBHH ¢ HJJ —‘
11 | Storage / Xpanenne Store below 25 °C. Do not freeze, / Ipu Temnepartype He Benme 25
°C. He 3amopaxupars.
L 12 | Shelf life / Cpok roanocru | 2 years /2 rona j

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Hpumevanue: [ponykr COOTBETCTBYET TpeboBaHmsimM H]J 3akmouenne: O[JTOBPEHO

Prepared by / Checked by / Approved by: Mana ger/Executive /

[Tosrororneno: IpoBepeno: Onobpero: Menemxep / Pyroeonnrens

Pardeep Kumar Qi\ Himesh Kd‘i‘%ﬂ//:? Pavan Kumar Sharma g"r ——
= : ==
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