Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product . : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

I[Ipoaykrt Hait3" AkTHBrenb (HHMECYIL) renb s HapysKkHoro npumexenns, 1 %, 100 r

Batch No / 1 V230246 ‘Batch Quantity / : 9594 units /
Cepus Ne O0bem maprun 9594 eanuniy
Analytical Report No / : 890001652538 Date of Analysis / : 25.03.2023
AHaauTHYecKHH oTuer No JlaTa aHau3a

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlara npoussoacrea T'ogen 1o

Analysis performed according ND / Ananns nposexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp. 1 m35

"No/

BOXX

CooTBeTcTBYET TPEOOBAHUAM

Ne Test / IloxazaTe/ib Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpoAHBIH
OnQHOPOAHBIH NPO3pauHbIH Npo3pavHblid refb OT 6EeCLIBETHOrO
reJsib 6JIEIHO-KENITOro LBeTa ¢ | A0  OJeAHO-KENTOro  LBera C
XapaKTepHBIM 3aM1axoM XapaKTepHbIM 3aI1axXOM

2. Identification / ITogauHHOCTH

a) By HPLC / Metonom Complies as prescribed / | 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 ynep)xuBaHus
OCHOBHOT'O nHKa Ha
XpoMaTorpamme HCTIBITYEMOTO

pacTBOpa AOJDKHO COOTBETCTBOBATh
BPEMEHH YAEPXKHBAHUS OCHOBHOIO
nuKa Ha XpoMaTorpaMMe pacTBOpa
CTaHJapTHOTO obpasua
HUMeECYNHJa (paznen
«KonuuecTBeHHOE OMpPENIENICHUE)

Remarks: The Product conforms to ND/
Mpumeuanne: [Iponykr coorBeTcTBYeT Tpebopanusim HJL

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
IToaroroBneHo: Ankit/'.

A

Checked by /
[TpoBepeHo: Ramakant

pit

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoonprens
ko.(/['* Manoj Kumar w

Reprint Date /
JlaTa: 25.03.2023

Reprint Date /
Hara: 25.03.2023

Reprint Date /
Jara: 25.03.2023

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: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpolykT Haiiz" Axrtusresnb (HUMeCyiiz) reb ISl HAPY’KHOro npuMenenus, 1 0%, 100r
Batch No / : V230246 Batch Quantity / : 9594 units /
Cepiin Ne O6bem nmaprTuiu 9594 enquHuMLy
Analytical Report No / : 890001652538 Date of Analysis / : 25.03.2023
AHaMTHYEeCKHI oTueT Ne JlaTa aHan3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTA npou3BOACTBa I'onen ao
Analysis performed according ND / Ananus nposegen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page2 of 5/Ctp. 2 u3 5

1040 canTunyas

i‘? / Test / Ilokazare/ib Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metoaom CootserctyeT TpeboBaHiAM | solution should have absorption
Y®-cnexkrpodoTto maximum at 397+5nm / VO-
MEeTpHH CMEKTP MOTJIOIEHHs UCIBITYEMOTO
pacTBOpa AOJDKEH HMETh MAKCHMYM
nornoueHus npu 397+5 am
3. | Weight of package 101 g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBUU C
COJEPAKMMOro YNAKOBKH TpeGOBaHUAMH
['® P®D. (He menee 100,0 r)
4. | pH 3.23 From2.5t04.5/ 0t 2,5 no 4,5
5. | Viscosity / BazkocTs 1040 centipoise / From 400 to 1200 centipoise /

Ot 400 mo 1200 canTumyas

6. | Related impurities / PogcTBeHHbIE IPHMeECH

i Impurity C/ Not more than 0.50 % /
Tpumecs C Not detected / ne obnapyxena | He Gonee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 % /
[pumecs D Hwxe npenena o6HapyKeHUs He 6onee 0,50 %

. (T10 = 0.02 %)

iii. | Any other impurity / . Not more than 0.50 % /
Jlrobas npyras npumech 0.04 % He 6onee 0,50 %

Conclusion: APPROVED /
3akawuenune: OJJOBPEHO
Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTeb

Manoj Kumar - g/

Remarks: The Product conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam H/I
Prepared by / Checked by /
[Monrotopneno: Ankit ITposepeno: Ramakant

[t Guip?

Reprint Date /
Jara: 25.03.2023

Reprint Date /
Jata: 25.03.2023

Reprint Date /
Jara: 25.03.2023

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.ccm
CiIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJII3A

Tel : +91 98166 56001-02

www.drreddys.com

Product- Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

HNpoiykr Haiiz™ AkTusresnb (HiMecynu1) resib A1 HAPY:RHOIO MPUMCHEHUS, 1%, 100r

Batch No / : V230246 Batch Quantity / : 9594 units /
Cepua Ne O0bem napTHu 9594 enunuLy
Analytical Report No / : 890001652538 Date of Analysis / : 25.03.2023
AHanuTHUecKHil oT4eT Ne Jara ananusa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTta mpom3BoACTBEA T'ogen ao

Analysis performed according ND / Ananiu3 nposejeH no HJI: JI1-005923-191119 (amend Ne 1 from
119.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / usm. Ne 2 ot 02.02.2022)

Page3 of 5/ Crp.3 m3 5

1;.:) / Test / Ilokazareib Result / Pe3yabTar Specification / Hopma
iv. | Total impurities / 0.07 % Not more than 1.50 % /
CymMa nmpuMecen He 6onee 1,50 %
7. | Microbial purity / Mukpo6uojiornyeckas YHCTOTA

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g/
Count / O61iee 41CII0 He 6onee 1000 KOE/r
a3poOHBIX MUKPO-

OpraHu3MoB

ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / O6uiee yucao He 6onee 100 KOE/r
JPOJNOKEBBIX H MJIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBUe B 1 T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrctBue B 1 ©

8 | Assay/KoanuecTrBenHoe onpeaejenne

Remarks: The Product conforms to ND/
IMpumeuanne: [TpoayKT COOTBETCTBYET Tpebosannsm HJJ

Conclusion: APPROVED /
Baxmouenue: OJJIOBPEHO

Prepared by /

|~

Checked by /
IMoaroroncHa; Ankit M _ TIpOREpEHN: Ram@

i

Approved by: Manager/Executive /
Opobpeno: Menemkep / Pykoouuresib

Manoj Kumar L

Reprint Date /
Jara: 25.03.2023

Reprint Date /
Jlata: 25.03.2023

Reprint Date /
Jara; 25.03.2023

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.ccm




Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUP®HKAT AHAJIM3A

www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g :
IpoaykT Haiis® AxkTusrens (HUMeCVITH) relb s HapyKHOro npuMenenns, 1 %, 100 r
Batch No / : V230246 Batch Quantity / : 9594 units /
Cepha Ne O6bemM maprun 9594 enuHnny
Analytical Report No / : 890001652538 Date of Analysis / : 25.03.2023
AHaluTHdecKuii oTyer No Jara ananusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npou3BoACTEA T'oneHn mo
Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 or 02.02.2022)

Page4 of S/ Crp. 4u3 5

i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JnmeTuncynbhokeun

9.90 mg /9.90 mr
(99.0 %)

103.3 %

" (Nimesulide) (90.0% to 110.0% of

9.0 mg to 11.0 mg of Ci3H12N2058

label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H2N2OsS
(ammecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOTO
cofepxanus) B 1 r rena

90% to 110% of C;HesOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(nuMmeTnncynshoKeun) oT
HOMMHAJIBHOTO COJIEPIKaHH

10 |Packaging/ Ynakoska

Package / VnakoBka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 100 r B TyOy u3
JIAMHUHHPOBaHHOTO

ATIOMHUHHA, cHabKEHHYIO
MeMOpaHO#i s KOHTpOJA
nepBoro BCKpeITHi. Kaxayro
Ty0y BMeCTe€ C HMHCTPYKLMEH
0 MPUMEHEHHUIO TIOMEILAIOT B

MayKy KapTOHHYIO.

Package / Ynakogka - 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 1, 50 r wiu 100 r B TYOYy u3
JTAMHHUPOBAHHOIO ATIOMUHHS,
cHabxeHHyio  MemOpaHoil  and
KOHTPOJIA ~ TIePBOTO  BCKPBITHA.
Kaxnyro TyOy BMeCTE c
UHCTPYKLIMEH 10 TpPUMEHEHHUIO
MOMEUIAIOT B MAYKy KAPTOHHYIO.

11 |Labeling / MapkupoBka

According to ND / B cootsetcTeuu ¢ HJ{

Remarks: The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorBercTByet TpeboBanram HJI

Conclusion: APPROVED /
3axaogenue: OJIOBPEHO

Prepared by /
Tloarorosneno: Ankit -

L

Checked by /
[Tposepeno: Ramakant

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykorojiutens
&L w@ Manoj Kumnar 5 3 th?f

Reprint Date /
Jlata: 25.03.2023

Reprint Date /
JHara: 25.03.2023

Reprint Date /
Jata: 25.03.2023

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.cocm



Q... Dr. Reddy's Laboratories Ltd.
) ™y ; )
Formulation Unit-6
Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOHKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Mpoaykt : Haiiz" AkTusrenb (HUMECYSIHA) reab Ans HAPYRHOIO npumenenns, 1 %, 100 r

Batch No / : V230246 Batch Quantity / : 9594 units /
Cepna Ne O6bem napTnu 9594 eannniy
Analytical Report No / : 890001652538 Date of Analysis / : 25.03.2023
AHAanuTHYECKH oT4yeT Ne Jara anaausa

Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jlata npoH3BOACTBA Togen o0

Analysis performed according ND / Ananu3 nposeaes 1o HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page 5of 5/ Crp.Su3 S

12 | Storage / Xpanexue Store below 25 °C. Do not freeze. / [Ipu TemnepaType HE BbILIe
25 °C. He 3amopa)uBaTh.

13 | Shelf life / Cpoxk rognocTn | 2 years/2 roaa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TToka3aTe/lb MOJKeT OTCYTCTBOBATDH B cepTUHKATE AHAIH3A NPOU3IBOXUTE/IH. IIpousBoauTe /b
rapaHTHPYET Ka4ecTBO Npenapara no 3THM NOKa3aTe/ M.

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

Mpumeyanne: [1POIYKT COOTBETCTBYET TPEOOBAHUAM H/I 3akmouenne: OJJOBPEHO

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

[MoarorosneHo: Ankil [Mpusepeno: Ramakamlf_ Ono6peno: McHemkep / Pyr«lr?mwenh
U{ 8‘“‘% Manoj Kumar M

Reprint Date / Reprint Date / Reprint Date /

MMara: 25.03.2023 Hara: 25.03.2023 Hara: 25.03.2023

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: mai!@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.ccm



