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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT 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

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www. w.drreddys.com

IIpoaykr Haiiz” Akruereis (HuMecyani) resib Ui Hapy7kHoro npumeneHus, 1 %, 100 r

Batch No / : V220396 Batch Quantity / : 9453.000 units /
Cepus Ne O6vem naprun 9453.000 enunuy |
Analytical Report No / : 890001599823 Date of Analysis / : 05.07.2022
Ananurnyeckuii oryer Ne Jlara ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024

Jara npoussoacTBa Togen no

Analysis performed according ND / Anasu3s nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp.1u3 4

No/ . .
N Test / [lokazatenn Result / PesynbTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopontei
OnHopoaHBIH Npo3payuHbIi Npo3payHblil refb OT OecLBETHOro
rejib 6716AHO-KENITOro LBeTa ¢ | A0  OJEJHO-KENTOro  UBETa ¢
XapaKTepHBIM 3araxoM XapaKTepHbIM 3araxom
2. Identification / IlogauuuocTs
a) By HPLC / Metogom Complies as  prescribed /| The retention time of the main peak
BOXX CootaercTByer TpeGoBaHnIM 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 ynmepxdBaHus
OCHOBHOT'O nuKa Ha
Xpomarorpamme UCTILITYEMOrO
pacTBOpa JOJKHO COOTBETCTBOBATH
BPEMEHH YAECP>KUBaHHS OCHOBHOTO
NHMKa Ha XpoMaTorpaMmMe pacTBOpa
CTaHJAPTHOI0 oOpasia
HUMECYNUAa (paznen
«KonuuecTBeHHOE OMpeaeieHHe»)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpnmewanne: [IponykT cooTBeTcTBYeT TpeGoBanusm HJI 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: : IlposepeHo: OnobpeHo: Menemxkep / Pykosonurens
Pardeep Kumar Q;f—j Rajeev Gandhi Manoj Kumar &l";ﬁ&"
Print Date / Print Date / Print Date /
Hara: 05.07.2022 Hata: 05.07.2022 Hara: 05.07. 2022

REgIstered WUINGE: 8-2-33/, Road 40, 3, canjard Ts, Nyue auad - JuousF, Te1ai15

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

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 %, 100 g www.drreddys.com

Ipoaykr Haii3" Akrusrens (HuMecynua) resib Ans Hapy»KHoro npumenenns, 1 %, 100 r

Batch No / : V220396 Batch Quantity / : 9453.000 units /
Cepus Ne Oo6bem napruu 9453.000 equduLl
Analytical Report No / : 890001599823 Date of Analysis / : 05.07.2022
Ananurnyeckui oryer Ne Jara ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024

Jara npouspoacTea T'ogen a0

Analysis performed according ND / Anann3 nposenen no HJI: JI[1-005923-191119 (amend No 1 from
19.03.2020 / usm. Ne 1 o1 19.03.2020)
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Result / Pesyabrar

Specification / Hopma

Do Test / Iloka3zaTeJn
Ne
b) By UV spectro-
photometry / Metonom
Y®-cnexrpodoro
METPUH

Complies as  prescribed /
CooTBETCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VYO-
CTIEKTP MOrJOUICHNUS WCIBITYEMOIO
pacTBOpa NOJKEH UMETh MAKCUMYM
norfolieHus rnpu 39745 um

3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cootBeTcTBHHM C
COAEePKHMOro YIaKOBKH TpeOOBaAHUAMH

I'd PO. (He menee 100,0 1)
4. | pH 3.23 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / BaskocTs

907 centipoise /
907 cantumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 canrumnyas

6. | Related impurities / Poxcreennbie npumecu

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
IIpumecs D

ili. | Any other impurity /

JIrobas npyras npumech

Total impurities /
Cymma npumeceit

iv.

Not detected

Not detected

0.03%

0.03%

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

Not more than 0.50 % /
He 60nee 0,50 %

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

Not more than 1.50 % /
He 6onee 1,50 %

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cootBeTcTBYeT Tpebopauusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [TposepeHo: Opobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar Qﬁ—:—' Rajeev Gandhi A{j‘ 33 Manoj Kumar p MQ .

Print Date / Print Date / Print Date /

Hara: 05.07.2022 Hara: 05.07.2022 Hara: 05.07.2022

Registered Dffice: B-2-337, Road No. 3, Banjara HINs, Ayderanad - SUJUSH, [Eldlgars, e
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
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

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

IpoaykT Haiiz" AxkTHBrenb (HUMecyaua) reitb A8 HAPYKHOTo npumenenus, 1 %, 100 r

Batch No / : V220396 Batch Quantity / : 9453.000 units /
|Cepusi Ne O6bvem napTuu 9453.000 enuHuL
Analytical Report No / : 890001599823 Date of Analysis / : 05.07.2022
AdanuTHyecKHH oTyeT Ne JdaTta ananuza

Date of Manufacture / : Jun.2022 Date of Expiry / 1 May.2024

JarTa npousBoacTBa Tonen go

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Anamus nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from

Page3 of4/Crp.3 n3 4

Microbial purity / Mukpo0uoJioruueckas 44CToTa

i. | Total Aerobic Microbial
Count / Obuiee uncno
a9pOoOHBIX MHKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / Obiee yucio
JPOXIKEBBIX H MIIECHEBBIX
rpuboB

il

iii. | Pseudomonas aeruginosa

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

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

Absentin 1l g/
OtcyterByerB I T

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

Not more than 100 CFU/g /

He 60s1ee 100 KOE/r

Should absentin 1 g/
OrcyrcTBue B 1 1

iv. | Staphylococcus aureus Absentin 1 g/ Should absent in 1 g/
OrcyrctByerB 1 1 OtcyrcTBHEe B 1 T
8 Assay / KonnyecTBeHHOe onpeaeenune

i. | Nimesulide/
Humecynun

Dimethyl sulfoxide /
Jumernncynbshoxcua

ii.

9.68 mg/9.68 mr
(96.8 %)

101.3 %

9.0 mg to 11.0 mg of Ci3H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 mr mo 11,0 mr C13H12N>OsS
(aumecymnun) (ot 90,0 % no

110,0 % oT HOMHHaJILHOTO
colep)kaHus) B 1 r rens

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C,HesOS
(mumeTtwincynbdoken) oT
HOMMHAJILHOIO CONlEepKaHUsL

Remarks : The Product conforms to ND/
Ipumeuanue: Hponykr coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Qf// IlpoeepeHo: Opobpeno: Menemxep / PykoBoaurens
Pardeep Kumar — Rajeev Gandhi Manoj Kumar wg_ﬁ’/

Print Date / Print Date / Print Date /

Hara: 05.07.2022 Hara: 05.07.2022 Hara: 05.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabaa - SUUU34, 1elangansa, moia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com -
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CERTIFICA ALYSIS e Solan, H.p, 173 205, INDIA

CEPTUOPUKAT AHAJIU3A b _
— — Tel : +91 98166 56001-02.
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
Mpoaykr : Haiiz“ Akrusrens (HUMecynua) reb U1 HAPY KHOro npumeHenus, 1 %, 100 r
Batch No / : V220396 Batch Quantity / : 9453.000 units /
Cepus Ne O6bem napTun 9453.000 ennnuny,
Analytical Report No / : 890001599823 Date of Analysis / : 05.07.2022
Avanurnueckuii oruet Ne JlaTra ananuza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JaTa npousBoacrpa T'ogen mo
Analysis performed according ND / Ananns nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 o1 19.03.2020)
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9 |Packaging / YnakoBka Package / Vnakogka - 100 g in Package / Vniakoka - 20 g, 50 g or

a laminated 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 | information leaflet in a carton. /
carton. / [To 100 r B TyOy u3

JaMHUHHUPOBAHHOTO
ATFOMUWHHA, cHabXeHHYIO
MeMOpaHOW Ui KOHTPOJIS

ITo 20 r, 50 r unu 100 r B TYOY U3
JIAMUHUPOBAHHOTO AJIIOMMHUS,
cHab)KeHHYI0O  MeMOpaHod ;s

nepeoro Bekpeitus, Kagiyro | KOHTPONA  IEPBOTO  BCKPBITHS.
TyGy BMeCTe ¢ MHCTpyKumei | KaXKAYIO VTy6y ERICOS €
110 NPUMEHEHHIO oMelmaioT B | HHCTPYKUMeH M0 MpHMeHeHHIo
HauKy KapTOHHYIO. MOMELLAOT B MAYKY KapTOHHYIO.

10 |Labeling / MapxupoBka According to ND / B cootseTcTeiu ¢ HJJ

11 | Storage / Xpanenne Store below 25 °C. Do not freeze. / IIpu Temrnieparype He Bbitue 25
°C. He 3amopaxxuBaTth.

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Iponykr coorBercTBYeT Tpebopanuam HJT 3akawuenne: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeHo: OnobpeHo: Menemxkep / PykoBoaurens
Pardeep Kumar af_’f Rajeev Gandhi 4 Manoj Kumar (..' leeee
Print Date / Print Date / Print Date /
Hara: 05.07.2022 Hara: 05.07.2022 Hara: 05.07.2022
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