Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

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

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

Tal 491 081665600102

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

IIpoaykT Haiiz" AKTHBrenb (HUMECYIIN) Feilh LIS HAPYKHOTO mpumenennsd, | %, S0 r

Batch No / 1 V220090 Batch Quantity / : 18,863units /
Cepus Ne O0Bbem mapTuu 18,863 eannnn
Analytical Report No / : 890001575944 Date of Analysis / 1 28.02.2022
AHAIHTHYECKHI OTUeT Ne JlaTa anaausa

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jlara npou3BoACTBA T'ogen ao

Analysis performed according ND / Ananus nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page 1 of 5/Crp. 1mn35

No/ I ]
o Test / IlokazaTenn 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 / OgHOpOAHBIH
OaHOpOHBIH MPO3paYHBIN Npo3padHblil refb OT 6eCUBETHOrO
resp 6JIeAHO-KENTOro LBETa C | 10  OnenHO-KENToro Upeta ¢
XapaKTepHbIM 3al1axoM XapaKTepHbIM 3aMaxoM
2. Identification / IloxnmnaHOCTH
a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak
B2XX 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 ynepxusanus
OCHOBHOT'O NJKa Ha
XpOoMaTorpamme WCTIBITYEMOTO
pacTBopa JOJHKHO COCTBETCTBOBATh
BpEMEHH YIep KHBaHHsl OCHOBHOIO
NHMKa Ha XpOMaTorpaMMe pacTBopa
CTaHIAPTHOIO obpasua
HUMECYNUAA (paznen
«KonnuecTBeHHOE ONpeAeneHue»)

Remarks : The Product conforms to ND/
IIpumevanne: ITpoaykT cooTBeTCTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: 1 [Tpoepeno—. ~——1, OnobpeHo: Menemxkep /(Zimso HTeh
Pardeep Kumar — | Himesh Kumar | Abhishek Chauhan _— ?

Print Date / Print Date / Print Date / {
Jara:28.02.2022 Jata: 28.02.2022 JlaTta: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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MNpoaykr : Haiiz" AkrtuBrens (Humecynna) resib Ans HapysAkHoOro npumenerns, 1 %, 30 r

Batch No / : V220090 Batch Quantity / : 18,863units /
Cepus No O0bem napruu 18,863 eanHun
Analytical Report No / : 890001575944 Date of Analysis / : 28.02.2022
AHaauTu4eckHi oTyeT Ne JlaTa ananuza

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa npoM3BOACTBA T'onen o

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)

Y®-cnexrpodoro
METPUH

photometry / Metonom CooTBeTCTBYET TpeOOBAHUAM solution should
maximum at 397+5om / VYO-

CIIEKTp NOrjiome

Page2 of 5/Ctp. 2135
;? ; Test / IloxazaTenn Result / PesyasTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test

have absorption

HUA HUCIIBITYEMOI'O

pacTBOpa NOMKEH HMETh MAKCUMYM
norsoueHus npa 39715 aM

1016 canTunyas

3. | Weight of package Slg/slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
COAEPKAMOro YIAKOBKH TpeOoBaHHAMHU

I'® PD. (He menee 50,0 )
4. pH 3.14 From2.5t04.5/012,5 n0 4,5
5. | Viscosity / BazkocTb 1016 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 canrtumyas

6. | Related impurities / PogcTBeHHbIe IPHMECH

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
IIpumecs D

Not detected / He 0bHapy>xeHa Not more than 0.50 %/
He 6onee 0,50 %

Below limit of Detection Not more than 0.50 %/

(LOD:0.02%) He 6onee 0,50 %

Remarks : The Product conforms to ND/
IMpumeuanne: IIponyxt cootBercTBYyeT TpebosaHraM HJI

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Flpnnepeig@:_,j_—ﬁ Onobpeno: Menemkep @oao uTeb
Pardeep Kumar — Himesh Kumar - | Abhishek Chauhan — rﬂ

Print Date / Print Date / Print Date / '
Jata:28.02.2022 Hara: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-337, Road Ne. 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




‘... Dr. Reddy's Laboratories Ltd.
Y - Formulation Unit-6
Dr’ Reddy S b CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®UKAT AHAJIU3IA Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use. 1 %, 50 g ::‘;\in;zizﬁg i i
Hponyxr : Haiiz" Aktuerens (HUMeCyIInI) refib UTa HapyKHOrO npumenenns, 1 %, 50
Batch No / : V220090 Batch Quantity / : 18,863 units /
Cepusa Ne O0Bem napTHu 18,863 ennmnu
Analytical Report No / : 890001575944 Date of Analysis / : 28.02.2022
AHanuTHyecKHid oTyeT Ne Jara ananuza
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTta npou3BoicTBa I'onen po
Analysis performed according ND / Ananus nposegen mo HJL: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3m3 5

No /

Ne Test / Iloxazaresb Result / Pe3yabTat Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jlrobas npyras npumech 00807 He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /
Cymma npumMecei He 6onee 1,50 %

7. | Microbial purity / Mukpo6nosoruyeckast Y4HcTOTa

i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Ob1iee yucso Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpraHU3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / O6miee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOOKEBBIX Y TIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OTtcyTcTBYET T OtcyrctBUe B 1 T

iv. | Staphylococcus aureus Absent / Should absentin 1 g/
OrcyTcTByeT 1 OtcytcrBue B 1 1

8 Assay / KosiudecTBeHnoe onpegeicHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponyxT coorBeTcTBYeT TpebopaHuam HJI Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: j‘ ITposepen — | OnobpeHo: MeHemKep(Ei)’mo JIUTEJTH
Pardeep Kumar Himesh Kumar > | Abhishek Chauhan | ) T

Print Date / Print Date / Print Date / ]
JaTa:28.02.2022 Hara: 28.02.2022 JHata: 28.02.2022

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



Dr. Reddy's Laboratories Ltd.

Qe
? °® Formulation Unit-6
Dro Reddy s ‘.. Vill. Khol, Nalagarh Road, Badd;,

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tal- 4101 Q2480 CoAnT N ———

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g mrwwcdi:r;;c;u: gour;m o
Mpopykr : Haiis" Axtusrens (HMMecynua) renb Ais HapYKHOTO MPUMEHEHHUS, 1 %, SYJ r
Batch No / : V220090 Batch Quantity / : 18,863units /
Cepust Ne O0beM napTHH 18,863 enunnn
Analytical Report No / : 890001575944 Date of Analysis / : 28.02.2022
Anaaurudeckuii oruer Ne Jara ananusza
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa npon3BoACTBA TI'ogeH po
Analysis performed according ND / Auanus nuposenen mo HJ[: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page4 of 5/Ctp.4mn3 5

1. | Nimesulide/ 10.00 mg / 10.00mMr 9.0 mg to 11.0 mg of Cy3H12N205S
Humecynun (100.0%) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr 0 11,0 mMr Ci3H12N2055
(sumecynun) (ot 90,0 % no

110,0 % OT HOMUHAJIBHOTO
cogepkanus) B 1 r ress

ii. | Dimethyl sulfoxide / 99.2 % 90% to 110% of C;HeOS (dimethyl
Jumeruncynbdokens sulfoxide) of label claim /

Ot 90 % no 110 % C2HeOS
(auMmeTuncynbhoKeH) OT
HOMMHAJIBHOIO COJEPKaHHUs

9 |Packaging / Ynakoska Package / Ynakoska - 50 gina | package / Vrakoeka - 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 | pyembrane. Each tube and a patient

patient information leaflet in a | jpformation leaflet in a carton. /
carton. / ITo 50 r B Ty6y u3

JaMHHHPOBAHHOTO
AIOMHHMUA, cHabKeHHYIO
MeMOpaHOH Ui KOHTPOJIA

IMo 20 1, 50 r unu 100 r B TYOy M3
JJAMHHUPOBAHHOTO AIOMHHHS,
cHabxeHHY0O  MeMmOpaHOH  1id

nepeoro Bekpbitis. Kaimyto | KOHTPONA  MEPBOFO  BCKPITHS.
Ty6y BMeCTe€ ¢ HMHCTpYKUHeH Kaxqryro va6y LI
[0 PUMEHEHHIO TToMematoT B | WHCTPYKIWeH 10 MPUMEHEHMIO
navKy KapTOHHYIO. MOMEIIAIOT B Ma4Ky KAPTOHHYIO.

10 |Labeling / MapkupoBka According to ND / B coorBerctBuu ¢ H]J,

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykt coorseTcTBYeT TpeboBanusam HJI 3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororJeHo: : , Ilposepeno | - Ono6peno: Menemiep|/ Pykopoaurens
Pardeep Kumar B Himesh Kumar ° * | Abhishek Chauhan L ‘(

Print Date / Print Date / Print Date /

JlaTa:28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@e
’ ‘.. Formulation Unit-6
Dr. Reddy s -. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTUO®UKAT AHAJIM3A Distt. Sofan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \L\LWSEQSSU: gour:u o
Ipoxykr : Haiiz® Aktusrens (HUMECYIHL) refb JUIS HAPY/KHOTO MpumeHeHus, 1 %o. 50r
Batch No / : V220090 Batch Quantity / : 18,863units /
Cepust Ne O0bem napTuu 18,863 exnmmn
Analytical Report No / : 890001575944 Date of Analysis / : 28.02.2022
AHaquTHYECKHH oTUeT Ne JlaTa ananu3a
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
Jata npoussoacTBa T'oaen no

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageSof 5/Ctp.5u3 5

11 | Storage / Xpanenue Store below 25 °C. Do not freeze./ [1pu Temnepartype He Bbille 25

°C. He 3aMopaxuBarthb.

12 | Shelf life / Cpox rognoctn | 2 years/2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr coorBercTByeT TpeboBanuam HJI 3axiawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoeneHo: ﬂposepeH&:x\ ——.| Onmobpeno: MeHemxkep )(Pym OnUTEND
Pardeep Kumar = Himesh Kumar * | Abhishek Chauhan i\ _ ‘1

Print Date / Print Date / Print Date /

Jara:28.02.2022 Jara: 28.02.2022 Jara: 28.02.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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