Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

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

Tel: +91 98166 56001-02

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

Ipoaykt Haiiz® AxTtuBrens (HUMeCYJIHI) Feib 47151 HapyKHOTO npumenetis, | 3 dgigegeom

Batch No / : V211245 Batch Quantity / : -18,863 units /
Cepus Ne O0nem naprTug 18,863 ennunn
Analytical Report No / : 890001555798 Date of Analysis / : 18.11.2021
AHaJIHTHYECKHH oTUeT No Jlara ananusza

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa NpoM3BOACTBA T'open no

Analysis performed according ND / Auanus nposenen no HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp.1 135

No/

No Test / Ilokazarens

Result / PesynabTar

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent,
pale yellow gel with
characteristic odor /
OaHOPOIHBIH MpO3payuHbIH
rejib GJIEAHO-XKENTOrO LIBETA C
XapaKTepHBIM 3aI1aXxoM

Homogeneous, transparent,
colorless to pale-yellow gel with
characteristic odor / OnHopoAHBIH
NpO3payHbIi rejlb OT 6eCUBETHOrO
a0  OIemHO-KENTOro  LBETa ¢
XapaKTePHBIM 3a[laXoM

2. Identification / IogJuHHOCTE

a) By HPLC / Mertonom
BOXX

Complies as  prescribed /
CooTBeTCTBYET TPEOOBAHUIM

The retention time of the main peak
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 yaepxuBaHUA
OCHOBHOTO MHKa Ha
Xpomarorpamme HCITBITYEMOT'O
pacTBOpa JOMKHO COOTBETCTBOBATh
BpeMeHH YAEPKHBAHUA OCHOBHOIO
IKMKa Ha XpoMaTorpaMMe pacTBopa
CTaHJApTHOTO obpasua
HUMECYIIHAA (paspen
«KonmuuecTBeHHOE OTpe/IeieHUE)

Remarks -

The Praduct conforms to NI/
IIpumeuanne: [TpoaykT coorBeTcTBYET TpeboBanusaM H/I

Conclusion ; APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrotosneHo: IIposepeno Onobpeno: Menemxep | Pykosoauressb
Naresh Kumar &g/ Pardeep Kumar Kusum Lata et

Print Date / Print Date / . Print Date /

Hara: 18.11.2021 Jlata: 18.11.2021 Hara: 18.11.2021

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



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ Tel : +91 98166 56001-02
Ipoaykr Haiiz® Axtusrens (HMMeCYIIHI) reib /15 HAPY)KHOrO anMeHéﬁW%f-qr%‘?%-Fom

Batch No / 1 V211245 Batch Quantity / :-18,863 units /
Cepus No O0neM mapTun 18,863 exmunni
Analytical Report No / : 890001555798 Date of Analysis / : 18.11.2021
Ana/mruyeckuii oTgeT Ne JlaTa anannza

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananus nposenen mo HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 o1 19.03.2020)
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i.f / Test / IloxazaTenn Result / PesyabTat Specification / Hopma
b) By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / MeTtonom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / VO-
METPHH CHEKTP TIOrJIOIEHHS HCTIBITYEMOro

PacTBOpa A0JDKEH HIMETh MAKCUMYM
noryioueHys npu 397+5 Hm

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBUH C
CONEPKUMOr0 YIHAKOBKH TpeOOBaHUAMU

I'd PO. (He menee 50,0 1)
4. | pH 3.17 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BsizkocTh

1045 centipoise /

1045 canrumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumyas

6. | Related impurities / PogcTBeHHBbIe IPAMECH

[Tpumecs D

i. | Impurity C/ Not detected / He o6napykesa | Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne oGuapyxena | Not more than 0.50 % /

He 6onee 0,50 %

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpebosanuaM H/J

Conclusion : APPROVED /
3akmwuenne: Q{OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: IIpoBepeHo Onobpeno: Menemwkep { PyroBoauTens
Naresh Kumar @L Pardeep Kumar s Kusum Lata NS

Print Date / Print Date / Print Date /

Jlarta: 18.11.2021 Jara: 18.11.2021 Jara: 18.11.2021

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50g el +91 98166 56001-02
IlpoaykT Haiiz" Axrupreas (HUMECY/IHA) Tefib JU18 HAPYKHOIO mpumenelfity {95080 com

Batch No / 1 V211245 Batch Quantity / : -18,863 units /
|Cepust Ne O0beM napTHi 18,863 ennunn
Analytical Report No / : 890001555798 Date of Analysis / : 18.11.2021
AHajguTH4yecKHi oTyeT Ne Jata ananunsa

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npou3BoacTBa T'omen o

Analysis performed according ND / Ananns nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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No/

iv. | Total impurities /
Cymma nipumeceit

N Test / IlokazaTesb Result / Pe3yabTar Specification / Hopma
iii. | Any other impurity / _ Not more than 0.50 % /
JIro6as apyras npuMech ERk(Dnsregandysteal?28) He 6onee 0,50 %

BDL

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Mukpo6nooruuyeckast Y4ucToTa

i. | Total Aerobic Microbial
Count / Ob1ee 4HCIo
a3pOOHBIX MHKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Ob1iee Yuciio
JPOXKIKEBBIX U IUIECHEBBIX
rpuboB

iti. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absent g/
OTtcyTcTBYET T

Absent /
OTcyTCTBYET T

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

Not more than
He 6omnee 100 KOE/r

100 CFU/g  /

Should absentin 1 g/
OtcytctBUe B 1 T

Should absentin 1 g/
OtcyrcTBUe B 1 T

IIpameuanue: [TpomykT

Remarks : The Product conforms to ND/

cooTBeTCTBYET TpeboraHusM HJI

Conclusion : APPROVED /
3arkmouenune: OJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosnexo: IIpoeepeHo . Ono6peHo: Menewkep,/ Pykosoaures
Naresh Kumar (}k/ Pardeep Kumar - I Kusum Lata N RN

Print Date / Print Date / Print Date /

Jara: 18.11.2021 Jlara: 18.11.2021 Hara: 18.11.2021

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 Tel : +91 98166 56001-02
Ilpoaykr : Haii3® AkTuBresns (HUMeCyH) Tefb AN HAPY)KHOTO MpruMeHeY M- dregdggscom
Batch No / : V211245 Batch Quantity / : .18,863 units /
Cepusa Ne O06bemM napTHH 18,863 ennuun
Analytical Report No / : 890001555798 Date of Analysis / : 18.11.2021
AHaTUTHYECKHH oTUeT Ne Jlara ananusza
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
Jata npon3BoACTBa TI'ogen oo
Analysis performed according ND / Ananus nposegen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)
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8 | Assay/KoJsmyecTBeHHOE ONpefesieHHe

i. | Nimesulide / 9.90 mg/ 9.90 mr 9.0 mg to 11.0 mg of Ci13H12N>058
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr o 11,0 Mr Ci3Hi2N2O5S
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJIBHOTO
cojiepxanus) B 1 r rems

ii. | Dimethyl sulfoxide / 100.9 % 90% to 110% of C2HesOS (dimethyl
Jumetuncynepoxcu sulfoxide) of label claim /

Ot 90 % o 110 % CyHeOS
(nuMeTuncynbdokcua) ot
HOMMHATBHOT'O COIepXKaHUs

9 | Packaging / YnakoBka Package / Ynakoska - 50 gin a Package / Vnakoeka - 20 g, 50 g or

la@nated . aluminum ‘tube 100 g in a laminated aluminum tube
equlpped with tamper-evident equipped with  tamper-evident
membrane. Each tube and a | pemprane. Each tube and a patient

patient information leaflet in a | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy u3

JIAMHUHHPOBAHHOI'O
ATIOMUHMSA, CHa0XEHHYIO
MeMOpaHOM 71 KOHTpPOJA

ITo 20 r, 50 r wnu 100 r B TYOy U3
JIAMUHHPOBaHHOI'O AIOMHHHUS,
cHaOKeHHYI0O  MeMmOpaHoH s

nepeoro BekphiThs. Kaxayro | KOHTPOIA  IEPBOTO  BCKPBITHA.
TyOy BMeECTe ¢ HMHCTPYKLHEH Kaxnyro TyOy BMECTE c
10 NpUMEHEHHUIo nomMelaror B | WHCTPYKIHEH  TI0  NMPUMCHEHHIO
MavyKy KapTOHHYIO. NOMELIArOT B ITAYKY KapTOHHY1O.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tponykr coorBeTcTBYeT TpeboBanusam HJ{ 3akiaroyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: & IIpoBepeno . Onobpeno: Menemxkep,/ PykoBomurens
Naresh Kumar & Pardeep Kumar 5 Kusum Lata )l!)gé I

Print Date / Print Date / Print Date /

Jara: 18.11.2021 Jara: 18.11.2021 Hara: 18.11.2021
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, ‘.... Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr. Reddy S N CERTIFICATE OF ANALYSIS . o ‘Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIA3IA Distt. Solan, H.P, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ Tel: +91 98166 56001-02
Hpoaykr : Haiis® AkTHBrens (HUMECYNH]) refib U1 HAPYXKHOIO npuMeHSMH-4rRISG £om
Batch No / 1 V211245 Batch Quantity / :- 18,863 units /
Cepus Ne O6beM napTiu 18,863 enuunn
Analytical Report No / : 890001555798 Date of Analysis / : 18.11.2021
AnajuTHYecKHH oTgeT Ne Jlara anannza
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTa npon3BoacTBa T'ogen fo
Analysis performed according ND / Anains nposeaen no HJ[: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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10 | Labeling / MapxupoBka According to ND / B cootBercteun ¢ H]
11 |Storage / Xpanenue Store below 25 °C. Do not freeze./ Ilpu Temnepatype He Beiue 25

°C. He 3amopaxuBarts.
12 | Shelf life / Cpok rognocta | 2 years /2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
lpumeuanne: [TpogykT cootBercTBYeT TpedoBanusam HJJ 3axmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloAroToBieHO: IIposepeno V4 Onobpeno: Menemxep / PykoroauTenn
Naresh Kumar @"/ Pardeep Kumar = Kusum Lata N\ 2 pe
Print Date / Print Date / Print Date /
Hara: 18.11.2021 Jara: 18.11.2021 Jara: 18.11.2021

Registered Office: 8-7-337, Road Na. 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




