Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

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

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

Hpoayxr Haii3" AkTusrens (Humecymin) rens juis HAPYIKHOTO npuMeHeHus, 1 %, 50 r

Batch No / : V211045 Batch Quantity / : 18,851 units /
Cepus Ne O6bem naptTuu 18,851 emunnn
Analytical Report No / : 890001548503 Date of Analysis / : 21.10.2021
AHauTH4YecKuii oTueT No Hara anammsza

Date of Manufacture / : Sep2021 Date of Expiry / : Aug.2023
[ara npoussoacrsa’ L'open po

Analysis performed according ND / Ananus nposegen mo HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp.1mu35

No /

No Test / IlokazaTen Result / Pe3yabrar Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OmnoponHsIit
OnHopoaHBIii po3pauHkIi NPO3pa4HbIi renb OT GecLBETHOTO
resib OJIEIHO-KENTOroO UBETA ¢ | MO0  GNENHO-KENTOro LBeTa ¢
XapaKTEePHBIM 3aIaxoM XapaKTepHBIM 3a11axoM
2. Identification / HogauanoCTH
a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main peak
BOXX CootsercTayeT TpeGoBaHHAM in the chromatogram of test solution

should correspond to the retention
time of the main peak in the

chromatogram  of  nimesulid

€

reference standard solution (section

Assay) / Bpems ynepxupaHus
OCHOBHOI'O MUKa Ha
XpoMaTorpaMmme HCTIBITYEMOIo

PacTBOpa NOJKHO COOTBETCTBOBAT

b

BPEMCHH YACPAKHBAHHUSI OCHOBHOTO

OHKa Ha XpoMaTorpaMmMe pacTBopa
CTaHJAPTHOIO obpasua
HHUMeCynuaa (pa3men

«KonuuecTBeHHOE OnpeesieHye»)

Remarks : The Product conforms to ND/
IIpumeuanue: IponykT cootsercrayer TpeGosanuam HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checkedby / ~—— — Approved by: Manager/Executive /
IoarorosneHo: Ipogepeno: S Onobpeno: Menemxkep / PykoBoautens
Pardeep Kumar i Ravinder Kumar Pawan Kumar

Print Date / Print Date / Print Date / |

Hara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021

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

Ipoaykr Haii3" AKTuBresb (HUMECYJIH) reslb TS HapY/KHOTO npumeHenus, 1 %, 50 r

Batch No / : V211045 Batch Quantity / : 18,851 units /
Cepus Ne Oo0bem naprun 18,851 enmnnn
Analytical Report No / : 890001548503 Date of Analysis / 1 21.10.2021
AHaJTHTHYeCcKHIl oTyeT Ne Jlara anannza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Hara nponzsoacrea I'ogen 1o

Analysis performed according ND / Ananus nposegen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / n3m. Ne 1 o1 19.03.2020)

Page2 of 5/Ctp.2mu35

;? / Test / TlokazaTenn Result / Pesyabrar Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Metonom Coorserctayet Tpe6oBanHIM solution should have absorption
Y®-cniekrpodoto maximum at 39745nm / VO-
MeTpUH CIIEKTP IOIJIOIEHHS HCIBITYEMOTO
pacTBOpa I0JKEH UMETh MAKCUMYM
HoTJIonieHus mpu 397+5 um
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cootBeTcTBHH C
COJEPKUMOr0 YIAKOBKH TpeGoBaHUSIMHU
I'd PO. (He menee 50,0 r)
4. | pH 3.18 From2.5t04.5/0t12,5 n0 4,5
5. | Viscosity / Baskocrs 948.4 centipoise / From 400 to 1200 centipoise /
948.4 canamyas Ot 400 no 1200 cantunyas
6. | Related impurities / Poxcreennbie npumecn
i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /
[Ipumecs C He 6osee 0,50 %
ii. Impurity D / Not detected / He oGuapyxena Not more than 0.50 % /
Ipumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: TIpoaykT cooTBeTCTBYET TpeboBanusm HJI 3akawovyenne: OJOBPEHO

Prepared by / _ Checked by / ——=— Approved by: Manager/Executive /
IoaroToeneHo: . i IIporepeHo: [~ Omnobpeno: MeHemikep / PykoBoauresns
Pardeep Kumar Ravinder Kumar Pawan Kumar  _

Print Date / Print Date / Print Date / '

Hara: 22.10.2021 Hara: 22.10.2021 Hara: 22.10.2021

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
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOPUKAT AHAJIM3A

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

Tel : +91 98166 56001-02

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

ponykr Haii3" Aktusrens (HUMecynua) renb Ans Hapy>KHoro npumenerus, 1 %, 50 r

Batch No / 1 V211045 Batch Quantity / : 18,851 units /
Cepus Ne O6beM DapTHu 18,851 exmmun
Analytical Report No / : 890001548503 Date of Analysis / 1 21.10.2021
AHanuTHYecKHi oTyer No JlaTra ananuza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTta npon3soacTsa TI'open no

Analysis performed according ND / Ananans npoeeaen mo H/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 mu3 5

No /

Test / Iloxaszarean
Ne

Result / PesyabTat

Specification / Hopma

Any other impurity /
JIrobas mpyras npumech

i,

Less than LOQ (0.03%)

Less than LOQ

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 1.50 %/

iv. | Total impurities /
CyMMa npumecen He 6onee 1,50 %
7. | Microbial purity / Mukpo6uoJsiornyeckast 44cToTA

i. | Total Aerobic Microbial
Count / O011uee yHCIio
a3pobHBIX MHKPO-
OpraHU3MOB

Total Combined Yeast and
mould count / O61ree uncnio
JIPOMOKEBBIX U TFIECHEBBIX
rpuboB

il

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

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

100 CFU/g  /

Not more than
He 6onee 100 KOE/r

iii. | Pseudomonas aeruginosa Absent g/ Should absentin 1 g/
OtcyteTBYET T OtcyrcTBHE B 1 T

iv. | Staphylococcus aureus Absent / Should absent in 1 g/
OTCcyTCTBYET T OtcyrctBue B 1 1

8 | Assay/KonnuecTBeHHOe onpegesienne

RemarKks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYeET TpeboBanuam HJI

Conclusion : APPROVED /
Zaxkawuenne: OJJOGPEHO

Prepared by / , Checked by / % Approved by: Manager/Executive /
[NoarorosneHo: C},L_ IIpoBepeno: . Onobpeno: Menemxep / PykoBoauTesb
Pardeep Kumar ' Ravinder Kumar Pawan Kumar /L’

Print Date / Print Date / Print Date / !

Jara: 22.10.2021 Jara: 22.10.2021 Jata: 22.10.2021

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
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CERTIFICATE OF ANALYSIS Vill. Kho!, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
: : - = Tel:+91- 983166 56061-02————

Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \vw.drreddvs.com
Ipoaykr : Haiiz" Axtusrens (HUMecynun) renb IUIs HapyY>KHOTO MpuMeHerus, 1 %, S0 r
Batch No / 1 V211045 Batch Quantity / : 18,851 units /
Cepus Ne Oo6bem naprun 18,851 ennmmuiy
Analytical Report No / : 890001548503 Date of Analysis / : 21.10.2021
AHaJuTHYecKHi oTyeT Ne JlaTa ananusza
Date of Manufacture / : Sep.2021 Date of Expiry/ : Aug.2023
Jata npon3BoacTBa T'ogen oo
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3am. Ne 1 ot 19.03.2020)

Page4 of S/ Ctp.4mn3 5
1. | Nimesulide / 10.02 mg/ 10.02 mr 9.0 mg to 11.0 mg of C13H12N>05S
Humecynun (100.2 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr C13H;2N»OsS
(ummecynun) (ot 90,0 % no

110,0 % oT HOMUHAJIBLHOTO
cofleprkanus) B 1 r ress

ii. | Dimethyl sulfoxide / 101.1 % 90% to 110% of C:HsOS (dimethyl
Humetuncynbdorcun sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HsOS
(mumeTnncynbGoKeHa) OT
HOMMHAIBHOTO COJIepKaHHA

9 | Packaging / YnaxoBka Package / YnakoBka - 50 gina Package / Ynakosxka - 20 g, 50 g or

laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped with  tamper-evident
membrane. Each tube and a | membrane. Fach tube and a patient

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

JTAMHHHUPOBAHHOT'O
ANFOMHHMUA, CHabXXEHHY10
MeMOpaHOW 1715 KOHTpOJIA

ITIo 20 r, 50 r umu 100 r B TYOY U3
JIAMUHUPOBAHHOTO ATIOMHHHS,
cHabxeHHyl0  MemOpaHOM Ui

nepBoro Bekpbitua. Kamyro | KOHTPOJA  MEPBOTO  BCKPBITHS.
Ty0y BMecTe ¢ HHCTPYKLHeH Kaxnyro  1y6y  BMecte ¢
N0 TIPUMEHERMIO IoMelnatoT B | MHCTPYKIMeH 10 NpHMEHEHH!o
Mayky KapTOHHYO. HOMELIAIOT B NMa4Ky KapTOHHYIO.

10 |Labeling / MapknpoBxa According to ND / B coorsetctun ¢ HJI

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IponykT coorBeTcTBYET TpeboBauusm HJL 3akaogenne: OJOBPEHO

Prepared by / v Checked by/ =— — - Approved by: Manager/Executive /
IToaroropneHo: Q‘ ITpoeepeHo: . Onobpeno: Menemxep / PykoBoaurenn
Pardeep Kumar B Ravinder Kumar © Pawan Kumar .

Print Date / Print Date / Print Date / 1

Jlara: 22.10.2021 Hata: 22.10.2021 Jara: 22.10.2021

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

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

CEPTUOUKAT AHAJIU3A Distt. Solan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g ' : 91398166 56001-02
Ipoaykr : Haiiz" Akrusrens (HUMeCym1) renb IS HAPY)KHOTO npumeH\évl‘-?'v%',dirg/%%bch
Batch No / : V211045 Batch Quantity / : 18,851 units /
Cepns Ne O6bem napruu 18,851 eammnn
Analytical Report No / + 890001548503 Date of Analysis / : 21.10.2021
AHanuTHYecKHii oTyeT No Jara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jara npou3BoacTea Toxen go

Analysis performed according ND / Ananus nposeaen mo H: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageSof 5/Crp.5u3z 5

11 | Storage / XpaueHue

°C. He 3amopaxuBars.

Store below 25 °C. Do not freeze./ Ilpu TemnepaType He Bhille 25

12 | Shelf life / Cpox rognocru | 2 years /2 roga

Remarks : The Product conforms to ND/
Ilprmeuanne: IIpoaykT cooTBeTCTBYET TpeGoBarusaM HJT

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /

Pardeep Kumar

Ravinder Kumar

Checked by / = —_?/_g,,.f— Approved by: Manager/Executive /
=

IloaroTrorneHo: i__,, IIporepeHo: ¢

Opobpeno: Menemgep / PykoBonurens
Pawan Kumar

Print Date /
JHara: 22.10.2021

Print Date /
Hara: 22.10.2021

Print Date / !
Jata: 22.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC004507
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