Dr. Reddy's Laboratories Ltd.

i @
’ °® Formulation Unit-6
Dr" Reddy s Q-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIN3A Distt. Solan, H.P,, 173 205, INDIA
Tal L0 aRdce Cennd A

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \I;\;/mja:ré;a;: om
Mpoaykr : Hai3" AxTusrens (HUMecyaua) resib Al HAPYXKHOTO MpUMeHeHus, 1 %, S0
Batch No / 1 V211241 Batch Quantity / : 18,804 units /
Cepus Ne O6bem naprun 18,804 exmunig
Analytical Report No / : 890001555288 Date of Analysis / : 16.11.2021
AxamrHyeckuil oryetr Ne JlaTa aHamn3a
Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JaTta nponssoacTsa I'onen oo
Analysis performed according ND / Auanns nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page1of5/Crp.1u35

i? / Test / Iloka3zarenan Result / PesynpTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpOAHBI
OnHopoaHbIf Ipo3payHbIi Npo3payHbIil ress 0T HecLBETHOro
renb OIeAHO-XKENTOro iBera ¢ | 1o  OJNeAHO-KeNToro IBera C
XapaKTepHbIM 3aMaXoM XapaKTePHBIM 3aI1aXxoM
2. Identification / IlopinHHOCTH
a) By HPLC / Meromom Complies as prescribed / | The retention time of the main peak
BOXX CooTBeTCTBYET TPEOOBAHHAM 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 ynaepxuBaHHS
OCHOBHOTO NUKa Ha
XpoMarorpamme HCTIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH
BpEMeHHU YIep KUBaHUS OCHOBHOIO
MHKa Ha XpoMaTorpaMMe pacTBopa
CTaHJapTHOTO obpasua
HUMeCYJIHAa (pazmen
«KonuuecTBeHHOE OnpeneeHHe»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: HponykT coorBeTcTBYeT TpeboBanusam HJL 3axaouenne: OTIOBPEHO
Prepared by / Checked by / (MIS Approved by: Manager/Executive /
IToarororneHo: @/ IIpoeepeno - OpnobpeHo: Menegmﬁymsomn‘enb
Naresh Kumar Santosh Kumar Maurya Manoj Kumar Ll
Print Date / Print Date / Print Date / .
Jata: 16.11.2021 Hara: 16.11.2021 Hara: 16.11.2021

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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. / °® Formulation Unit-6
Dr.Reddy’s ‘P CERTIFICATE OF ANALYSIS  Vill. Khol, Nalagarh Road, Baddj

CEPTUDPUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tel :+91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \ww.drreddys.com
Ipoayxr : Haiis" Akrusrens (HUMECYNHN) refib Ul HAPYXKHOrO NpuMeneHns, 1 %, 50
Batch No/ : V211241 Batch Quantity / : 18,804 units /
Cepust Ne O0BeM napTun 18,804 exnunn
Analytical Report No / : 890001555288 Date of Analysis / : 16.11.2021
AHaauTHYecKHi oTyeT Ne Jarta ananusa
Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jara nmpoussoacTsa Tonen go
Analysis performed according ND / Ananu3 uposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020)

Page2 of 5/ Crtp. 2 n3 5

‘1:.‘? / Test / Iloka3zarean Result / PesyabTaTt Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CootseTcTBYeT TpeOOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / YO-
METPHH CIIEKTpP MOTJIOIIEHHUS UCTIBITYEMOT0
pacTBopa I0/DKEH UMETh MAKCHMYM
nornoteHus npu 397+5 Hm
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHY C
COIePXKAMOro YIAKOBKH TpeGOBaHUAMHU
I'd PO. (He menee 50,0 1)
4, pH 3.13 From2.5t04.5/0712,5 04,5
5. | Viscosity / BazkocTb 1040 centipoise / From 400 to 1200 centipoise /

1040 canTHnya3 Ot 400 no 1200 canTumya3s

6. | Related impurities / PogcTBennbie NpuMecH

i. | Impurity C/ Not detected / e oGHapyxeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He o6Hapyxera | Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

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

Ipumeuanne: [Tpoaykr coorBercTByeT TpeboBanuam HJI 3axmouenne: OJOBPEHO

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

IToAroToBJIEHO: @, IIpoBepeno Ono6peno: Menemxkep / PykogoauTesnsb

Naresh Kumar Santosh Kumar Maurya Manoj Kumar o a

Print Date / Print Date / Print Date / s

Jlara: 16.11.2021 Jlata: 16.11.2021 JlaTta: 16.11.2021

Rl Oifiens 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
T+t 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jal: 401 98155 56001.02

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

IlpoaykTr Haii3" AktuBrennb (Humecysna) refb A HApYKHOTO [IpUMeHeHust, 1 %, 50 r

Batch No / 1 V211241 Batch Quantity / : 18,804 units /
Cepusi Ne O6bem napTuu 18,804 ennnun
Analytical Report No / : 890001555288 Date of Analysis / : 16.11.2021
AnanuTH4ecKHi oryer Ne JlaTa aHanuza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jara npon3BoacTea T'onen go

Analysis performed according ND / Ananus nposegen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3am. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 u3 5

;? 4 Test / Ilokazarean Result / PesyabTaTt Specification / Hopma
1. | Any other impurity / ) Not more than 0.50 % /
Jlrobas apyras npumech BDL(Disregard Area 2498) He 6onee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /
Cymma npumeceit He 6Gonee 1,50 %
7. | Microbial purity / MuxpoGuonorudeckas 41CTOTa

i. | Total Aerobic Microbial
Count / Ob1ee yucio
a3poOHBIX MUKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / Ob1uee uncio
JPOOKEBBIX M TUIECHEBBIX
rpubos

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 60o1ee 1000 KOE/r

Not more than 100 CFU/g /

He 60onee 100 KOE/r

iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OrcyTcTBYET T OtcyrctBue B 1 1

iv. | Staphylococcus aureus Absent / Should absent in 1 g/
OrcyteTByeT T OrcyrcTBUe B 1 1T

8§ | Assay/KoanuecTBeHHOE Onpeneenue

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanune: IlpoaykT cooTBeTcTBYeT TpeboBanusam HJ

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo; [IpoBepeno 5 Onobpeno: Menemxkep / Pykooautens
Naresh Kumar Santosh Kumar Maurya Manoj Kumar Yodiuld |

Print Date / Print Date / Print Date / e

Jara: 16.11.2021 Jara: 16.11.2021 Jara: 16.11.2021

“iige: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tal i 40 4900 2900, Fax: +91 40 4900 2299, Email: maii@drreddys.com
CIN: L85195AP1984PLC0045G7

www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tl - 104 Q1L ELANT D
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \;va.d;lr;a’a‘J;icJoUSUA o
IpomykT Haiiz" Axtusrens (HUMeCyiun) rejib AJ1sl HApYKHOTro npumeHenns, 1 %, S0 r
Batch No / 1 V211241 Batch Quantity / : 18,804 units /
Cepus Ne O0bem napTun 18,804 eannunn
Analytical Report No / : 890001555288 Date of Analysis / : 16.11.2021
AHajuTHYECKHH oTyeT Ne JlaTa amajan3za
Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTta npousBoICTBa I'oxen oo
Analysis performed according ND / Ananus nposegen mo HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 o1 19.03.2020)

Page4 of 5/ Crp.4u3 5

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
JumeTtuncynbdorcun

9.91 mg/9.91mr
(99.1 %)

100.6%

9.0 mg to 11.0 mg of C13H12N,058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 mr Ci3H12N20sS
(ammecynup) (ot 90,0 % no

110,0 % oT HOMHHAIBEHOTO
conepkaHus) B 1 r rens

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

Ot 90 % mo 110 % C,HesOS
(numeTuncynehoKCH) OT
HOMHHAIBHOTO COJSPIKaHHUA

9 |Packaging / YnakoBka

Package / Ynakoska - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B TyOy u3
JIAMHHHUPOBAHHOTO

ANIOMUHUSA, CHabXKEHHYIO
MeMOpaHOH Ui KOHTPOJIS
nepBoro BCKpbITHA. Kaxmyro
TyOy BMECTe C WHCTpYKUHEH
MO0 NPHUMEHEHHIO TIOMELIAloT B
Nayky KapTOHHYIO.

Package / Ynaxoeka - 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
JIAMUHHPOBAHHOIO AFOMHUHUS,
cHaOXeHHYO  MeMOpaHOH  [uis
KOHTPOJIA  TNIEPBOTO  BCKPBITHSL.
Kaxnmyro TyOy BMECTE c
HHCTPYKLUMEH 10 NPHUMEHEHHIO
MOMEUIAIOT B MAYKy KAPTOHHYIO.

10

Labeling / MapkupoBka

According to ND / B cootBercTBHH ¢ H/I

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooreercTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Jara: 16.11.2021

Jara: 16.11.2021

Prepared by / Checked by / @{L Approved by: Manager/Executive /
IlonroroneHo: @ IIpoBepeHo < 5 Onobpeno: Menemxep / Pykoppnurens
Naresh Kumar Santosh Kumar Maurya Manoj Kumar }3,_, Z;Lu e

Print Date / Print Date / Print Date /

Hara: 16.11.2021

Remister o Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tul 4C1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0A507
www.drreddys.coni



: @ Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr’ Red dy s Q-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUOUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tal: 101 Q@16 CSEANT-0)
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Wwwa:regausg;r;w o
Ipoaykr : Haiiz™ Akrusrens (HUMeCYNHN) resib AJis HAPYXKHOTrO npumenenns, 1 %, 50 r
Batch No / : V211241 Batch Quantity / : 18,804 units /
Cepus Ne O6bem napTuu 18,804 enuHuI
Analytical Report No / : 890001555288 Date of Analysis / : 16.11.2021
AnanuTHyeckuii oryer No Jara anannsa
Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JlaTa nponsBoacTea T'ogen no
Analysis performed according ND / Ananus nposeaen no HJ: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 o1 19.03.2020)

PageSof 5/Ctp.5u35

11 | Storage / Xpanenue Store below 25 °C. Do not freeze./ [Ipu TemnepaType He BbiLIe 25
°C. He 3amopaxuBars.

12 | Shelf life / Cpox roxnocTu | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HNpumeuanne: [IpoaykT cootBercTByeT TpeboBanusm HJ 3axaouenue: OJJOBPEHO

Prepared by / Checked by / @m@ S Approved by: Manager/Executive /
IlogrororneHo: @ IIpoeepeno Onobpeno: Menemxep /Bykogoauresns
Naresh Kumar Santosh Kumar Maurya Manoj Kumar . ;; (_u,z' ;

Print Date / Print Date / Print Date /

Hara: 16.11.2021 Hara: 16.11.2021 Jara: 16.11.2021
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