Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

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

e T+951 98160 5600102

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g

< www.drrgddys.com
IIpoaykr Haiz® Akrusrens (HUMecyaua) reb AJ1sl HApY:HKHOrO PUMEHEHMS, { Vo, (0B}
Batch No / : V211239 Batch Quantity / : 18,545 units /
Cepusa Ne |O6bem mapTuu 18,545 eannun
Analytical Report No / : 890001555286 Date of Analysis/ : 16.11.2021
AHajnTHYecKHil oTHeT Ne Jara ananusa
Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jarta npousBoacTBa I'onen po
Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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No/ . .
Ne Test / IlokazaTenan Result / PesyabTar Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpoAHBIH
ORHOPOIHBIN NPO3paUuHbIid npo3pauHblil refab OT OecLBETHOrO
reJib GNeIHO-KEJITOro UBeTa ¢ | 0  OJMeHO-KEeNTOro  LBeTa ¢
XapaKTePHBIM 3a1axoM XapaKTepHBIM 3aMaxoM
2. Identification / [lopiuaAOCTH
_a) By HPLC / Metonom Complies as prescribed /| The retention time of the main peak
BOXX CootseTCTBYET TPEOOBAHNAM 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 ynep)kMBaHUA
OCHOBHOT'O nvKa Ha
XpOoMaTorpaMme HCTIBITYEMOr o
pacTBOpa JOHKHO COOTBETCTBOBATh
BpPEMEHH YAEP)KUBAHUSI OCHOBHOTO
nKKa Ha XpoMmarorpamme pacTBopa
CTaHAAPTHOIO obpasua
HUMeCYyNuaa (pazaen
«KonuuecrseHHOE OTIpeIeieHUe))

Remarks : The Product conforms to ND/
Ipumeuanne: IIponykr cootBetcTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: ﬁ/ IIpoBepeHo ?L’,,_f_? OpoGperio; MeHepkep / PykoBoourens
Ankit Himesh Kunfar— " | Rishu Sharma ol

Print Date / Print Date / Print Date / )

Hara:22.12.2021 Jlara: 22.12.2021 Jara: 22.12.2021

Registered 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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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g i

Tpoaykr : Hais"” Akrusrenb (HUMecynMa) refb [l HAPYKHOTO npnmeHL‘WWﬂY‘?r%?gYﬁwm

Batch No / : V211239 Batch Quantity / : 18,545 units /
Cepnsn Ne - O6bem napTuu 18,545 eannun
Analytical Report No / : 890001555286 Date of Analysis / : 16.11.2021
AHANATHYECKHI oTUeT N2 JlaTa anaimza

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
JaTta npou3BoacTBa T'ogen no

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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.1:.3 / Test / Ilokasarein Result / Pesyabrat Specification / Hopma
b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / Metoaom CootsercTByeT TpebOBaHUAM solution should have absorption
Y®-cnexrpodoTo maximum at 397+5nm / YO-
METpUH CMEKTp MOIJIOIEHUS UCTIBITYEMOro
pacTBopa JOKEH UMETh MAaKCHMYM
nornoweHus npu 397+5 um
3. | Weight of package S51g/Slr According to Rus. Ph. (Not less '
contents / Macca than 50.0 g) / B cooTBeTcTBUM C
COIEPXKUMOro YNAKOBKH TpeOOBaHUAMH
['® PO. (He menee 50,0 1)
4. | pH 3.10 From 2.5t0 4.5/ 0t 2,5 no 4,5
S. | Viscosity / Bazkocth 1059 centipoise / From 400 to 1200 centipoise /
Ot 400 no 1200 canTunyas
1059 canrunyas

6. | Related impurities / PoacrBenHble npuMecH

i. | Impurity C/ Not detected / He o6Hapykena | Not more than 0.50 % /
[Tprmecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne o6uapyxena | Not more than 0.50 % /
[pumecsy D He Gouee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykrt cootBeTcTBYeT TpeboBanusam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ﬁ IIpoeepeno i ——POnobpeno: MeHemﬁ:ps’ PykoBoautenb
Ankit == Himesh Kumar ~ | Rishu Sharma £
Print Date / Print Date / Print Date / -
Jara:22.12.2021 Jara: 22.12.2021 Hata: 22.12.2021
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g IS SD ST os
Ipoaykr : Haiiz" Akrusress (HUMecynua) resb i HapyKHOro npumeﬁewl\/']v;}':"?r%:j%s'rcom_

Batch No / : V211239 Batch Quantity / : 18,545 units /
Cepns Ne - - O6bem napTuu 18,545 eannny
Analytical Report No / : 890001555286 Date of Analysis / : 16.11.2021
AHaguTudeckuii oryer No JlaTa ananan3za

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jara nponsBoacTBa I'ogen no

Analysis performed according ND / Anaans nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 o1 19.03.2020)
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1;.:) 4 Test / IloxazaTenn Result / PesyabTar Specification / Hopma

ili. | Any other impurity / . Not more than 0.50 % /
Jlro6as apyras npumech BDL(Disregard Area 2498) He 6onee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6uosornueckas 4HCTOTA

i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Obuiee unciio Menee 10 KOE/r He Gonee 1000 KOE/r
a’poOHBIX MUKPO-

OpraHH3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / Ob1uee uucno Meuee 10 KOE/r He Gonee 100 KOE/r
IOPOAOKEBBIX U TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OtcyTcTByeT T OrcyrcrBue B 1 1

iv. | Staphylococcus aureus Absent / Should absent in 1 g/
OTCcyTCTBYET T OtcytcTBUe B 1 T

8 Assay / KoanuecTBeHHOE Bnpeueneﬂue

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HNpumesanne: [Tpoaykr coorsercrayer Tpebosanusm HJI 3axayenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrororneHo: ﬁ' IlpoBepeHo ﬁ_\l’, — OnobpeHo: Menemkgp / PykoBoauTenb
Ankit I Himesh Kur - « | Rishu Sharma - g¢plid)

Print Date / Print Date / Print Date / '

Hara:22.12.2021 Mara: 22.12.2021 Jara: 22.12.2021
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g R

Ipoaykr : Haiiz" AxTuBrens (HUMecyana) refib s Hapy)KHOro HPI/IMth“ﬁWSW'ihl.'sf-t,i%‘(i"ll'm“

Batch No / : V211239 Batch Quantity / : 18,545 units /
Cepns Ne - O6bem napTru 18,545 eaunnn
Analytical Report No / : 890001555286 Date of Analysis / : 16.11.2021
AHanuTHYecKHi oTueT Ne - Jara anaausa

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jlata mpoun3Bo/jicTBa Iopen po

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Paged4 of 5/Crp.4m35
i. | Nimesulide / 9.92 mg/9.92mr 9.0 mg to 11.0 mg of Ci13H12N2O5S
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Or 9,0 MI' 10 11,0 Mr Ci13H1aN>2OsS
(rumecyimmn) (ot 90,0 % ao

110,0 % oT HOMHHaNLHOTO
conepxanns) B 1 r rens

ii. |Dimethyl sulfoxide / 100.6 % 90% to 110% of C;HsOS (dimethyl
Jumeruncynbpokcun sulfoxide) of label claim /

Ot 90 % no 110 % C;HeOS
(anMeTtuicynbdokcua) ot
HOMHWHAIIBHOT'O COAEPIKaHUs

9 Packaging / YnakoBka Package / Ynakoska - 50 gin a Package / Ynakoeka - 20 g, 50 g or
| 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 | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy u3
JNIaMHUHUPOBAHHOTO TTo 20 r, 50 r unu 100 r B TYOYy U3

ATIOMHHYS, cHabkelHylo | JTAMMHHPOBAHHOTO ATFOMUHUA,
MeMOpaHOH I KOHTPOJIS cHabkeHHylo  MeMmOpaHoH — [uis
MepBOro BekphiTHa. Kaniyro | KOHTPONA  MEPBOrO  BCKPBITHS.

Ty6y BMecTe ¢ MHCTpyKumeii | KOKIYIO Ty0y ~ BMecTe ¢
10 NPHMeHERHIO NoMellator B | MHCIPYKLMEH 10 NpUMeHeHuto

NauKy KapTOHHYIO. NOMELIAIOT B NIa4Ky KapTOHHYIO.
10 |Labeling / MapkunpoBka According to ND / B cootBerctun ¢ HJJ, j
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanue: Ipoaykr coorsercTByeT TpeboBanuam HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotornexo: IIpoBepeHo Q&___,/_‘—:- Onobpeno: Menejpkep / PykoBoaurens
Ankit — Himesh Kumar ' | Rishu Sharma C Y
Print Date / Print Date / Print Date / 4
Hara:22.12.2021 Hara: 22.12.2021 Hata: 22.12.2021
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g

IlpoaykT Ha@nO AKTUBresb (HUMECYJTWA) IeNlb A1 HApY)KHOro npumeHcWWs‘ﬂ"‘ilrs/%%Yﬂmm

Batch No / 1 V211239 Batch Quantity / : 18,545 units /
CepuaNe O6bem naprTuu 18,545 exnuun
Analytical Report No / : 890001555286 Date of Analysis / : 16.11.2021
Auanuruyeckuii oryer Ne JaTa ananusa

Date of Manufacture / : Oct.2021 Date of Expiry / : Sept.2023
Jlara npou3soacTBa I'ogen no

Analysis performed according ND / Ananu3 nposeagen mo H/I; JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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11 | Storage / Xpanenne

°C. He 3amopaxvBaTh.

Store below 25 °C. Do not freeze./ IIpu Temneparype He BblLIE 25

12 | Shelf life / Cpox roasocTn

2 years / 2 roza

Remarks : The Product conforms to ND/
Ipumeuanne: Iponykr coorsercTryer Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

JHara:22.12.2021

Jlata: 22.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: CL IposepeHo — —| Ono6peno: Menewiep / Pykopoautes
Ankit Himesh Kumar Rishu Sharma  {lU*)

Print Date / Print Date / Print Date / -
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