Dr.Reddy’s Q‘:'

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTUO®HUKAT AHAJIN3A

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

Tel ; +91 98166 56001-02

Product  : Nise Activgel (Nimesulide) gel for external use, 1%,50g  www.drreddys.com
Opoaykr Haiis® AKTHBreNb (HUMECYIH/) renb Al HapyKHOrO NPUMEHEHHS, 1%,50r

Batch No / : V220019 Batch Quantity / : 18,902 units /
Cepun Ne O6bemM naprun 18,902 eannnn
Analytical Report No / : 890001568292 Date of Analysis / : 20.01.2022
AHaTMTHYECKHIi 0TUeT Ne JlaTa anajm3sa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npon3BoACTBA Togen a0

19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anain3 npoBejeH 1o HJI: JIT1-005923-191119 (amend Ne 1 from

Page 1 of 5/Ctp. 1435

No/

Ne Test / Ilokazareib Result / PesyasTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OAHOPOAHBIH
OnHOpPOAHBIi MPO3PAUHBIM Npo3patuHblil refb OT GeCLBETHOrO
resb GIeAHO-KeNToro iBeta ¢ | Ao  OGmegHo-xkentToro  LBera ¢
XapaKTepPHBIM 3aMaxoM XapaKTepHBIM 3aMaXoM

2. Identification / IlofIHHHOCTH

a) By HPLC / Metonom Complies as prescribed /| The retention time of the main peak

B3XX CoOTBETCTBYET TPEOOBAHUAM 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 ynepxuBaHHs
OCHOBHOT'O nMKa Ha
XpoMaTorpaMme UCIBITYEMOTO
pacTBOpa J0HKHO COOTBETCTBOBATD
BpPEMEHH YAEP/KUBAHUSI OCHOBHOTO
MUKa Ha XpoMaTorpamMme pacTBopa
CTaHJapTHOTO obpasua
HHMeCynuaa (paznen

«KOIMUeCTBEHHOE OMPe/IeNIEHHEN)

Remarks : The Product conforms to ND/
Ipumeyanue: [IpOAYKT COOTBETCTBYET tpebosannam HJL

Conclusion : APPROVED /
Baxatouenne: OIOBPEHO

Prepared by / Checked by /
TloaroroseHo: [TposepeHo QJ{
Ramakant Anil Kumar s

Approved by: Manager/Executive /
Ono6peno: Menewxkep / PykoBoauTeNns
Amit Kumar NN~

Print Date / Print Date /
Jata:20.01.2022 Jara: 20.01.2022

Print Date /

TMara: 20.01.2022

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: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUOHUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tel: +971 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1%,50¢g www.drreddys.com
Ipoaykr : Haiiz® AkTusrennb (HUMeCYJIUN) refib 1A HApYKHOTO MPHMEHEHHH, 1%,50r

Batch No / : V220019 Batch Quantity / : 18,902 units /
Cepun Ne O0BeM HAPTHH 18,902 egunun
Analytical Report No / : 890001568292 Date of Analysis / : 20.01.2022
AHanuTHYeCKuil oTdeT Ne Jara ananuza

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa NpoH3BOACTBA Tonmen a0

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anasu3 npo

pegen mo HJI: JIT1-005923-191119 (amend Ne 1 from

Page 2 of 5/ CTp. 213 5
1;.‘? / Test / IlokazaTenn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Metonom CooTBeTCTBYET TPEOOBAHUSAM solution should have absorption
Y ®-cniexkTpodoTo maximum at 397+5nm / VY-
METPHH CIIEKTP MOTJIOLIEHHS MCTILITYEeMOro

pacTBOpa A0JKEH UMETh MAKCHMYM
noroweHus npd 39745 uM

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B coOTBETCTBHH C
COAEPKHMOr0 YIAKOBKH TpeGOBaHUAMHU

T'® Pd. (He menee 50,0 1)
4. | pH 3.15 From 2.5t0 4.5/ 0t 2,5 no 4,5

5. | Viscosity / BaskocTb

1014 centipoise /

1014 canTunyas

From 400 to 1200 centipoise /
Ot 400 po 1200 canTHnyas

6. | Related impurities / PoncTBenusie mpuMecH

i. | Impurity C/ Not detected / e obnapyxesa | Not more than 0.50 % /
ITpumecs C He 6oaee 0,50 %

ii. | Impurity D/ Not detected / He o6uapykera | Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanne: [poaykr cooteercTByet Tpebosannam HIL 3akmouenue: OJJOBPEHO

Prepared by / Uj'r Checked by / Approved by: Manager/Executive /
[ToAroTOBJIEHO: \,\R/ [TpoBepeHo Q” OpobpeHo: M_EHG;,\H:;{{EP (Pixcmonmen b
Ramakant Anil Kumar - Amit Kumar [ Do+ —

Print Date / Print Date / Print Date/ =
JTara:20.01.2022 Jlara: 20.01.2022 Jlara: 20.01.2022

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
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* CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTH®HKAT AHAJIM3A Distt. Solari, H.P., 173 205, INDIA
Tel - 401 68166 56001-02

Product . Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

Hpoaykr : Haiis® Axtupresb (HUMECYTH]L) TeNb AU HAPYIKHOIO npumenenus, 1 %, S0 r

Batch No / : V220019 ‘Batch Quantity / : 18,902 units /
Cepus Ne O0beM napTHH 18,902 exmnann
Analytical Report No / : 890001568292 Date of Analysis / : 20.01.2022
AHATHTHYECKHI oTyeT Ne Jarta anansa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
Jlara npon3BO/ICTEA T'ogen 10

Analysis performed according ND / AHa/In3 npoBejeH no HI: JIT1-005923-191119 (amend Ne 1 from
119.03.2020 / u3m. Ne 1 oT 19.03.2020)
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1;: / Test / IlokazaTennb Result / PesynabTar Specification / Hopma
ili. | Any other impurity / Not more than 0.50 % /
JIrobas npyras mpuMech Lol He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
CyMma npumMecei He 6onee 1,50 %
7. | Microbial purity / MukpoOuoiornyeckasi Y4cToTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O6111ee 4ucIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6GHBIX MUKPO-
OpraHuzMoB
ii. |Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob11ee 4HCIIO Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M IUIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa Absent g/ Should absent in 1 g/
OTCyTCTBYET T OrcyrctBue B 11
iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OTCYTCTBYET T OtcyrcTBUe B 1 1
8 | Assay/Koan4yecTBeHHOE onpe/eieHHe
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipoaykr COOTBETCTBYET tpeboBanuam HJL Bakaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloarotosneHo: IIposepeno Onobpeno: Meuegwp / Pykosoautenp
Ramakant Anil Kumar - Amit Kumar AN~
Print Date / Print Date / Print Date / l
Hara:20.01.2022 JaTa: 20.01.2022 Jara: 20.01.2022

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 . CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTHOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tol: +01 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 508  www.drreddys.com
Tipogykr : Haiis® Axtuprenn (HHMeCYH) Telb Ails HAPYIKHOTO npumenenns, 1 %, 50
Batch No / : V220019 Batch Quantity / : 18,902 units /
Cepus Ne O6beM napTHH 18,902 eaunnm
Analytical Report No / : 890001568292 Date of Analysis / : 20.01.2022
AHanuTHYeCKHI oTueT No JlaTa anaju3a
Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa mpoH3BOACTBA I'osen Ao
Analysis performed according ND / AHaiu3 npoBeieH no HJ\: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page 4 of 5/ Crp. 4 M3 5

i. | Nimesulide/ 10.02 mg/ 10.02mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynug (100.2 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3Hi2N20sS
(ammecynun) (ot 90,0 % no

110,0 % oT HOMMHAIBEHOTO
cozmepkanus) B 1 I rens

ii. |Dimethyl sulfoxide / 103.0 % 90% to 110% of C,HeOS (dimethyl
JuMeTuncynbQokcu sulfoxide) of label claim /

Ot 90 % 1o 110 % C:HsOS
(auMeTHIICYIIBHOKCHA) OT
HOMMHAJILHOTO COIEPIKaHHA

9 |Packaging / Ynakoska Package / Ynakoeka - 50 gina | package / Ynakoska - 20 g, 50 g or
la@nated ) 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

JTAMHHUPOBAHHOIO
ATFOMUHWMS, cHabKeHHYIO
MeMOpaHOi )i KOHTPOJIA
nepsoro BeKpbiTHA. Kaxayro
Ty6y BMecTe C HHCTpyKUMCH Kasxtyro va6y BMECTE
110 IPUMEHEHHUIO TIOMELIAIOT B MHCTPYKLMeil MO  TNPUMEHEHHIO
HAYKY KAPTOHHYI MOMELIAIOT B NMa4Ky KapTOHHYIO.

Mo 20 r, 50 r umm 100 r B TyOy u3
JaMAHHUPOBAHHOTO ATFOMMHUS,
cHabxkeHHyl0  MeMOpaHOH I
KOHTpOJIA ~ TEPBOTO  BCKPBITHSA.

10 |Labeling / MapkupoBka According to ND / B cootserctauu ¢ HJ|

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[pumeuanne: [IpoayKT COOTBETCTBYET tpebosaniam HJT Baxmouenne: OJJOBPEHO

Prepared by / ' Checked by / Approved by: Manager/Executive /
[loaroTosneHo: W IIpoeepeHo Ono6peno: Menemiep / PykoonuTenb
Ramakant Anil Kumar - Amit Kumar )xﬂi X

Print Date / Print Nate / Print Date / v =
Jara:20.01.2022 Jara: 20.01.2022 Hara: 20.01.2022
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Tel: +81 9R166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50g www.drreddys.com ]
Hpoaykr : Haiiz® Akrusrennb (HMMECYJIH) TeITb IS HAPYIKHOTO MPHMEHEHHS, 1%,50r

Batch No / : V220019 Batch Quantity / : 18,902 units /
Cepust Ne O0beM mapTHa 18,902 ennunn
Analytical Report No / : 890001568292 Date of Analysis / : 20.01.2022
AHaaHTHYeCKHH oTueT Ne Jara anaiu3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023

Jlara npoH3BOJACTBA Togen o

Analysis performed according ND / Anannus npoBeaeH no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)
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11 | Storage / Xpanenue Store below 25 °C. Do not freeze./ Ipu TemnepaType He BbILIE 25
°C. He 3amMopaxkyiBaTh.

12 | Shelflife / Cpox roanoctn | 2 years /2 roaa

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

Ipumeyanne: [1pogyKT COOTBETCTBYET tpeboBaHuaM HJI Zaxmwouenne: OJNOBPEHO

Prepared by / & U’d' Checked by / Approved by: Manager/Executive /

IToaroToBIEHO: V IIposepeno Onobpeno: Menemikep / Pykosoaurensb

Ramakant Anil Kumar — Amit Kumar N =

Print Date / Print Date / Print Date / ‘
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