Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykT Haitz® Aktusrens (HUMeCYJIH) Teib AJis HApY>KHOro MpUMeHeH s, 1 A;, 20r
Batch No / : V230329 Batch Quantity / : 47571 units /
Cepus Ne O6vem napTun 47571 epuHuML
Analytical Report No / : 040001817558 Date of Analysis / 1 25.04.2023
AnaanTHYecKHH oT4yeT No JlaTa ananu3za
Date of Manufacture / :-Apr-2023 Date of Expiry / : Mar-2025
JlaTa npou3BoaCTBA T'open xo

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)

Pagel of S/Crp.1m35

No/

B2XX

CooTBeTCTBYET TpeOOBaHUAM

Ne Test / Ilokazarenns Result / PesyasTart Specification / Hopma

1. Description / Onncanmne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOopoAHBIH
OnHOPOHBIA NPO3payuHbIH NpO3padHbIi renb oT 6eCLBETHOrO
resib 6J1eJHO-KENTOro 1BeTa c | 10  OnemHOo-XKenToro LBeTa ¢
XapaKTepHbIM 3aMaxoM XapaKTepHbIM 3aMaxoM

2. Identification / IlogymmuHOCTE

a) By HPLC / Metogom 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>kuBaHUA
OCHOBHOTI'O MHKa Ha
XpOMaTorpamme HCIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATh
BPEMEHU yIep>KUBaHHS OCHOBHOTO
MHMKa Ha XPOMaTOrpaMMe pacTBOpa
CTaHAApPTHOTO obpasua
HUMECYIHIa (pazmen
«KonuuecTBEHHOE ONpe/IeICHUEN)

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akiawyenue: OTOBPEHO

Prepared by /
IMoarorosneno: Ankaj

Verma ﬁ‘/

Checked by /
IMpoeepeHo: Ramakant

(it

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens

Manoj Kumar Q ’

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Iara: 25.04.2023

Reprint Date /
Hara: 25.04.2023

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.com



‘.. Dr. Reddy's Laboratories Ltd.

L/ o & Formulation Unit-6

Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product .: Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Hpoaykr : Haiis® Akrusrens (HUMECYIHA) reflb [UIS HAPYXKHOTO npuMeHeHus, 1 %, 20 r

Batch No-/ - : V230329 Batch Quantity / : 47571 ynits /
Cepns Ne O6peM NapTHH 47571 enuHuL
Analytical Report No / : 040001817558 Date of Analysis / : 25.04.2023
AHajuTHYeCKHH oT4eT No JlaTta aHaim3a

Date of Manufacture / : Apr-2023 Date of Expiry:/ : Mar-2025
J{aTa NpoH3BOACTBA I'ogen no

Analysis performed according ND / Ananus nposenen no 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 / uzm. Ne 2 ot 02.02.2022)
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;? / Test / IlokazaTens Result / Pe3yasTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTogom CooTBeTCTBYET TPEGOBAHHAM solution should have absorption
V®-criektpodoTo maximum at 397+5nm / V-
METPUH CHEKTp TOIJIOLEHUS UCTIBITYEMOrO
pacTBopa HODKEH UMETh MAKCUMYM
norsiouieHus npH 397+5 am
3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBUM C
COIEPKMMOr0 YIIAKOBKH TpeOOBaHUAMMU
I'® PD. (He menee 20,0 r)
4. | pH 3.21 From2.5t04.5/0t12,5104,5
5. | Viscosity / BazkocTb 1004 centipoise / From 400 to 1200 centipoise /
1004 canrtumnyas Ot 400 no 1200 canTumyas
6. | Related impurities / PoqcTrBennble npuMecH
i. | Impurity C/ Not more than 0.50 % /
HpHMECB C Below LOD (LOD = 0.02 %) / Huxe He 6oee 0.50 %
npeaena o6uapyxenus (I1I0O = ’
0.02 %)
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Huxe | Not more than 0.50 % /
[Tpumecs D npezena Oﬁgggyxw (o= He 6onee 0,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBercTBYeT TpeboBaHusM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MogrorosneHo: Ankaj [poeepeno: Ramakant OnobpeHo: Menemxkep / Pykosoaurens
Verma [" M Manoj Kumar
P Bt o]
Reprint Date / Reprint Date / Reprint Date /
Jara: 25.04.2023 Jara: 25.04.2023 Hara: 25.04.2023

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: LB5195AP1984PL.C0O04507
www.drreddys.com



Dr.Reddy’s €&¢

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUO®UKAT AHAJINU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr : Haiiz® Axrusrens (HUMeCyNH) resib UL HapY>KHOTo mpumeHenus, 1 %, 20 r
Batch No / : V230329 Batch Quantity /- : 47571 units /
Cepusi Ne O0beM mapTHH 47571 enuHuMn
Analytical Report No/. . : 040001817558 Date of Analysis /. -. -2 25.04.2023
AnaJauTHYeCKHi oTyeT No Jara anannza -
Date of Manufacture /- - -: Apr-2023 Date of Expiry/+: - -Mar-2025
JaTta npon3BoacTsea T'open néd

Analysis performed according ND / Ananu3z nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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Cymma npumeceit

i.:) / Test / IlokazaTen Result / PesyabTar Specification / Hopma

iii. | Any other impurity / Not more than 0.50 % /
JIrobas npyras npumech 0.03% He 6onee 0,50 %

iv. | Total impurities / 0.1 % Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6Hosiornyeckasi 4HCTOTA

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yuciio He 6onee 1000 KOE/r
a3pOGHBIX MHKPO-

OpPraHU3MOB

ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / Ob1iee uncao He 6onee 100 KOE/r
JPONOKEBBIX M TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrcTBUE B 1 T

Remarks : The Product conforms to ND/

Ipumeuanue: [Iponykr cootBercTByeT TpeboBanusm HJ{

Conclusion : APPROVED /
Zakarouenne: OJJOBPEHO

Prepared by /
INoxroroeneno: Ankaj

Checked by /
IpoeepeHo: Ramakant

QL

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens

Manoj Kumar
e/
.-—'-"'""-__‘

Verma ) )
E-
Reprint Date /

JlaTa: 25.04.2023

Reprint Date /
JlaTta: 25.04.2023

Reprint Date /
JlaTta: 25.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Q.. Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Hpoaykr : Haiiz® Akruereas (HUMeCyNIHA) refib Il HAPYKHOrO NPUMEHEHU, 1 %, 20-r

Batch No / : V230329 Batch Quantity / : 47571 units /
Cepus Ne O06beM mapTuu 47571 enuHuI
Analytical Report.No / : 040001817558 Date of Analysis/ - . --: 25.04.2023
AHamuTHYecKHii oTyeT Ne JMara anajusa

Date of Manufacture / » +-Apr-2023 Date of Expiry / - » Mar-2025
JlaTa npon3BoAcTBa T'oxen 1o '

Analysis performed according ND / Anaan3 nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3Mm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page4 of 5/Ctp.4u3 5

8 | Assay/KoauuecTBeHHOE onpejeieHHe

i. |Nimesulide/ 10.00 mg/ 10.00 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr mo 11,0 mr Ci3H12N205S
(aumecymun) (ot 90,0 % no

110,0 % OT HOMHHAJIEHOTO
coziepxanus) B 1 r rens

ii. | Dimethyl sulfoxide / 102.2 % 90% to 110% of C2HesOS (dimethyl
Jumetuncynbdoxcun sulfoxide) of label claim /

Ot 90 % mo 110 % C;HsOS
(mumeTmncyb(GOKCHa) OT
HOMHHAJIBHOT'O COJIep KaHHA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Tpogykr coorBeTcTByeT Tpebopanusam H/J 3akaruenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: Ankaj IIporepeno: Ramakant Onobpeno: Menemxkep / Pykosogurens
Verma ) Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.04.2023 Jara: 25.04.2023 Jlata: 25.04.2023

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.com



Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A www.drreddys.com
Product :. Nise Activgel (nimesulide) gel for external use, 1 %, 20 g -
Hponykr : Haifs® Axtuerens (HUMECYIHA) refb IS HAPYKHOTO NpuMeHenns, 1 %, 20 r -
Batch No / : V230329 Batch Quantity / + 47571 units /-
Cepust Ne O0BbeM napTHH 47571 epuHuIL
Analytical Report No/ - . :.040001817558 Date of Analysis / +-25.04.2023
Anagurnyecknii oTyer Ne : Jara asanu3a
Date of Manufacture / .3 Apr-2023: .. - Date of Expiry /.- -+ Mar-2025- - .
JaTta npoHsBoacTBa I'ozen no
Analysis performed according ND / Auanu3 nposenen no HJI: JIIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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10 |Packaging / YnakoBxa

Package / Ynakoeka - 20 gina
laminated  aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 20 r B TYOy u3

JIAMHUHHPOBAHHOTO
ATIOMUHHA, CcHa0XXEeHHYIO
MeMOpaHO#i I8 KOHTPOJIS

nepBoro “BekpbITUs. Kaxmyro
Ty0y BMECTe C WHCTpPYKLHEH
M0 IPUMEHEHUIO MTOMEILAIOT B
[a4yKy KapTOHHYIO.

Package / Ynaxoska - 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 wm 100 r B TYOYy 13
JJAMHHHPOBAHHOTO ATIOMMHHS,
cHabkeHHYI0O  MeMOpaHOo#  mis
KOHTPOJIi  MEPBOTO  BCKPBITHS.
Kaxmyro  TyOy BMeCTe c
UHCTPYKLMEH [0 MPUMEHEHHUIO
IOMELIAOT B AYKY KapPTOHHYIO.

11

Labeling / MapkupoBka

According to ND / B cootrBerctBuu ¢ HJI

12 |[Storage / Xpanenue

25 °C. He 3amopaxxuBathb.

Store below 25 °C. Do not freeze./ [Ipu TeMnieparype He BhIIIE

13

Shelf life / Cpok rognocT

2 years / 2 rona

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

*Tloxa3aTe/ib MOXKeT OTCYTCTBOBATh B cepTHHKaTe aHAH3a npouspoauTes. Ilpoussoaurenn
rapanTHpyeT Ka4ecTBO Npenapara no 3THM MOKAa3aTe/IaM.

RemarKks : The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTBeTcTBYeT Tpeboranusam HJJ

Conclusion : APPROVED /
Zakawgenune: OJOBPEHO

Prepared by /
IToarotropneHo: Ankaj

Verma &

Checked by /
[TpoeepeHo: Ramakant

Buurl

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopoautes
Manoj Kumar

L_L A

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Jara: 25.04.2023

Reprint Date /
Hara: 25.04.2023

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
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