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Dr.Reddy's ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

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

Ipoaykr : Hajiz" Axtusrens (HUMECYINA) resib VIS HAPYXKHOIO npnmene‘ﬁnl;\]’\,l' rEZ, gY)S'rcom

Batch No / 1 V211243 Batch Quantity / : 18,824 units /
Cepns Ne Oo0bem napTun 18,824 enunun
Analytical Report No / : 890001555558 Date of Analysis / : 17.11.2021
AnajJurHyeckuu order Ne - JlaTra anann3a

Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npousBoacTBa T'open go

Analysis performed according ND / Ananus nuposeger no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Pagel of 5/Crp.1u3 5

N s .
.N"? / Test / Ilokazatenn Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmHopoaHbIii
OpHOpOIHBIH MpO3payuHbIi npo3pauHblii renp oT GecLBETHOro
resib G1eJHO-KENTOrO LBeTa c | 70  OJeaHO-KENTOro  LBeTa ¢
XapaKTepHBIM 3aiaxoM XapakTepHBIM 3aNaxoM
2. Identification / llogauBHOCTH
a) By HPLC / Meronom Complies as prescribed /| The retention time of the main peak
BOXX CootsercTByeT TpeGOBAHIAM 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 yaepxxuBaHus
OCHOBHOT'O MH1Ka Ha
XpoMarorpamme HCTIBITYeMOT O
pacTBOpa JOKHO COOTBETCTBOBATD
BPEMEHH YZIep>KUBaHHSI OCHOBHOTO
nMKa Ha XpoMaTorpaMme pacTeopa
CTaHAAPTHOIo obpasua
HHUMECYIUIa (pasgen
«KonnyecTBeHHOE ONpEASSICHUE))

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykr cooTeTcTBYET TpeOOBaHUAM HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: @ IIporepeHo di/z Onobpeno; MeHeukep / PykoBoaurens
Ankit Himesh Kumiar * | Rishu Sharma gl

Print Date / Print Date / Print Date / o

Jara: 22.12.2021 Jara: 22,12.2021 Hara: 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



Dr.Reddy’s !':'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nlmesuhde) gel for external use, 1 %, 50 g A i i
® rg dg\( com

IIpoaykr Haiiz" AxTuBrenb (HUMecynua) reib ajisg HapyKHOro npmmeﬁuum ? AR\ o
Batch No / 1 V211243 Batch Quantity / : 18,824 units /
Cepus Ne |O6bem mapTHu 18,824 equunn
Analytical Report No / : 890001555558 Date of Analysis / : 17.11.2021
AHaJMTHYeCKHH oT4YeT Nt Jara anannsza
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JaTta npoussoacTea I'onen no
Analysis performed according ND / Auann3s nposeaen nmo HJ/L: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020) -

Page2 of 5/Crtp.2 w35
JI;I.:) / Test / IlokazaTenan Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Meronom Cootsercrnyer TpeboBalMIM solution should have absorption
Y®-cnekrpodorto maximum at 397+5nm / YO-
MeTpUH CIEKTp MOIJIOLIEHUS UCTIBITYEMOTO
pacTBopa 10JHKeH UMETh MAKCHMYM
norsiouieHys npu 397+£5 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUH €
COIEPKMMOr0 YNIAKOBKH TpeGoBaHUAMU
['® PO, (He menee 50,0 1)
4. | pH 3.16 | From2.5t04.5/0712,5104,5
5. | Viscosity / Baskocts 1031 centipoise / From 400 to 1200 centipoise /
1031 canamyas Ot 400 o 1200 cantumnyas
6. | Related impurities / PoncrBeHnHbIe npHMecH
i. | Impurity C/ Not detected / ne obHapyxerna | Not more than 0.50 % /
[Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / e o6rapyxetta | Not more than 0.50 % /
[Ipumecs D He 6o1ee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpedoBanusmM HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: @ ITpoBepeHo C__&_/_;x Onobpeno: MeHe,u%l{ep / PykoBoaurens
Ankit [ . Himesh Kumar . Rishu Sharma  { Wl ™
Print Date / Print Date / Print Date / !
Jarta: 22.12.2021 Jara: 22.12.2021 Jata: 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
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Dr.Reddy’s Q':'

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

el T ¥91 981606 56001-02

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

IIpoaykr Haiiz" Axrusrenb (HUMecyana) refib Asis HApY>KHOTO npnmenuum Trs/%(,jgﬁ’ Fom -
Batch No / 1 V211243 Batch Quantity / : 18,824 units /
Cepnsa Ne O6bem napTun 18,824 equnnn
Analytical Report No / : 890001555558 Date of Analysis / : 17.11.2021
AHamuTHYeckuii oTuer Ne JlaTa anannza

Date of Manufacture / : Nov.2021 Date of Expiry / : 0ct.2023

JaTta nponssoacTsa T'ogen no

Analysis performed according ND / Anaan3s npoeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3 u35

iv. | Total impurities / BDL

Cymma npumecer

JI\J: 4 Test / IlokasaTesb Result / PesyanTat Specification / Hopma
iii. | Any other impurity / . Not more than 0.50 % /
Jlo6as apyras npuMecs ERDR(Direchndeag o0 He 6onee 0,50 %

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

7. | Microbial purity / Mukpo6noJiornueckast 4HCTOTa

i. | Total Aerobic Microbial
Count / Ob1uee uncno
a’poOHBIX MUKPO-
OpraHu3MoB

Menee 10 KOE/r

ii, | Total Combined Yeast and
mould count / O6uiee uncio
JPOMCKEBBIX M IUIECHEBBIX

Menee 10 KOE/r

rpubos
iii. | Pseudomonas aeruginosa Absent g/
OrcyTcTBYET T
iv. | Staphylococcus aureus Absent /

OTcyTcTBYET I

Less than 10 CFU/g/

Less than 10 CFU/g /

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

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrcTBUEe B 1 T

Should absent in 1 g/
OrcytctBHe B 1 T

/

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeOoBanusM HJJ

Conclusion : APPROVED /
3axawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo . — | Onobpeno: Menemik [g,p! PykoBoauTens
Ankit @, Himesh Kumar ‘| Rishu Sharma y ﬁ\ )

Print Date / o Print Date / Print Date /

Mara: 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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATL O ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTU®UKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
[Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g~ 1o * 191 981665600102
o a www.drgeddys.com
!HpO)]_VKT Haii3™ AktuBrenb (HUMeCyIn) refb Al HapyKHOTO MPUMEHEHM, ? 2) gbsr
|Batch No / 1 V211243 Batch Quantity / : 18,824 units /
Cepus Ne O6BeM napTun 18,824 eanann |
Analytical Report No / : 890001555558 Date of Analysis / : 17.11.2021
AnanuTudeckHii oTuer No JlaTa aHaM3a
Date of Manufacture / : Nov.2021 Date of Expiry / : Oct.2023
JlaTa npoH3BoacTBa Tonen go
Analysis performed according ND / Ananu3 nposegen mo HJ/L: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usam. Ne 1 o1 19.03.2020)

Paged4 of 5/ Ctp. 4u3 5

8 Assay / KonudecTBeHHOE onpeae/ieHne

i. | Nimesulide /
Humecynun

it. | Dimethyl sulfoxide /
Jumetmicynb$Hokcu

9.86 mg/9.86 mr
(98.6 %)

100.6 %

90% to 110% of C;HsOS (dimethyl

9.0 mg to 11.0 mg of C13H1,N.Os58
(nimesulide) (90.0% to 110.0% of
label claim) in 1 gof gel /

Or 9,0 MTI" 10 11,0 Mr C13H12N2058
(aumecynun) (ot 90,0 % no

110,0 % oT HOMMHANBHOT'O
conepkanus) B 1 r rens

sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(nmumeTtnncynodokcun) ot
HOMMHAJIEHOT'O COJIep KaHHs

9 | Packaging / YnakoBka

Package / Ynakoska - 50 gin a
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / I[To 50 r B Ty6y u3
JTAMHAHMPOBAHHOTO

ANIOMMHHA, CHa0XXEHHYIO
MeMOpaHO# Ul KOHTpOJS
nepsoro BcKpeITHs. Kaxayro
TyOy BMECTe C HHCTPYKIIHEH
[0 MPUMEHEHHIO TOMELAIOT B
nayky KapTOHHYIO.

Package / Ynakoeka - 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 wnu 100 r B TyOy U3
JTAMUHUPOBAHHOTO ATIOMVHHS,
CHaO)KeHHYI0O  MeMOpaHOH Ui
KOHTPONS  MEPBOTO  BCKPBITHSL.
Kaxxnyro TyOy BMeCTe c
MHCTPYKLMEeH 10 MPUMEHEHHIO
NOMELLAIOT B NMa4Ky KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykr cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3axkioyenune: OJJOBPEHO

Jara: 22.12.2021

Hara: 22.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeseHo: [Iposepeno Onobpeno: Menemxep / Pykosoaures
Ankit Himesh Kumar Rishu Sharma fh[,u-‘*i

Print Date / Print Date / Print Date /

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: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
Dr. Reddy s '. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUPHKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Tel: +91 OET66 56001-02

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

IIpoaykr Haii3® Axtusrens (HUMecynua) refb Ans Hapy>KHOrO npnmeHc‘ﬁW;wq”fﬁi%f'“m

Batch No / 1 V211243 Batch Quantity / : 18,824 units /
|Cepusi Ne O6bem naprTuu 18,824 eqnuun
Analytical Report No / : 890001555558 Date of Analysis / : 17.11.2021
AHaJHTHYEeCKHH oTueT Ne JaTa ananu3a

Date of Manufacture / : Nov.2021 Date of Expiry/ : Oct.2023
Jara npousBoacTBa T'open 1o

Analysis performed according ND / Ananus nposeaen nmo H/I; JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

PageS5of 5/Crp.5n35

10 |Labeling / MapkupoBka Accali;lg to ND / B coorsercTeum ¢ HJ|

11 |Storage / Xpanenmue Store below 25 °C. Do not freeze./ IIpu Temnepatype He BbiLLe 25
°C. He 3amopaxuBaTts.

12 | Shelf life / Cpok rognoctu | 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT coorBeTcTBYeT TpeboBanusam HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: m? IIpoBepeHo C:_S_/,__‘u Opnobpeno: Menemxkep / PykoBoaurenn
Ankit [ Himesh Kumar Rishu Sharma ?ﬁh}-’ |

Print Date / Print Date / Print Date / o
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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



