Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g \';\;,Wa:r;;;u: CJOUn:w .
IlpoaykT Haiiz" Aktusrenb (Humecynun) rejib ans Hapy>kHOro npumeHenus, 1 %, 100 r

Batch No / : V211339 Batch Quantity / : 9523 units /
Cepus Ne O6bem mapTun 9523 enmnHun
Analytical Report No / : 890001561762 Date of Analysis / : 23.12.2021
Ananaruyeckuii oruer Ne Jarta anmanuza

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara npousBoacTBa T'ogen mo

Analysis performed according ND / Auanu3s nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Pagelof4/Crp.1u34

B2XX

No/ . ]

e Test / Ilokazarens Result / Pesyabrar Specification / Hopma

1. Description / Onmucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHEIH
OpnHoponHBI#H NPO3payHbIii IpO3pavyHbIil renb OT OEeCLBETHOrO
renp 61eAHO-KENTOro LiBeTa ¢ | A0  ONeJHO-KeNToro LBeTa ¢
XapaKTepHbBIM 3araxoM XapaKTepHBIM 3aI1aXxoM

2. Identification / IloxnaHHOCTD

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

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) / Bpemsa ynepxuBanus
OCHOBHOT'O nMKa Ha
XpoMarorpamme HCIBITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH
BPEMEHHM YACP>KUBAHUS OCHOBHOIO
IMKa Ha XpoMmaTrorpaMMe pacTBopa
CTaHAapTHOro obpazia
HHUMECYJIHAA (paznen
«KonuyecTBeHHOE OTIPEIENCHHUE)

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeGoBanusm HJT

Conclusion : APPROVED /
Saxmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[HoarorosneHo: [IposepeHo: _—, | Onobpeno: Menemxkep / PykoBoauress
Ankit (//A Himesh Iéiu’lgt_), --”":'J Pawan Kumar XL’

g
Print Date / Print Date / Print Date / j
Hara: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021

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
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CEPTUDPUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g \I:vc\;vm/T;:rZ;(;U; :oon:w-u
Ipoaykr : Haizs" Axtusrens (Aumecynua) resib ans Hapy»xHoro npumenenms, 1 %, 100 r
Batch No / : V211339 Batch Quantity / : 9523 units /
Cepus Ne O6vem napTun 9523 eanHun
Analytical Report No / : 890001561762 Date of Analysis / : 23.12.2021
AHaauTHYecKHii oTuer No Hara ananusza
Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara mpon3BoacTea Togen no
Analysis performed according ND / Anasus nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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;? 4 Test / Iloxazaresib Result / PesyabTaT Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test
photometry / Metonom CooTsercTByeT TpeGOBaHMAM solution should have absorption
Y®-cnexkrpodoto maximum at 397+5nm / V-
METPUH CIEKTp MOTJIOLIEHHUS] UCTIBITYEMOTO
pacTBopa I0JDKeH UMETh MaKCUMYM
nornowenus npu 39745 um
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBUM C
COAEP:KMMOT0 YIAKOBKH TpeboBaHHAMU
I'® PO. (He menee 100,0 1)
4, pH 3.15 From2.5t04.5/012,5 10 4,5
5. | Viscosity / Bazkocts 1033 centipoise / From 400 to 1200 centipoise /
1033 cantunyas Ot 400 no 1200 canTuTyas
6. | Related impurities / PogcTBennbie npaMecu
i. | Impurity C/ Not detected Not more than 0.50 % /
ITpumecs C He 6oi1ee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %
iii. | Any other impurity / BDL (Disregard Area 2411) Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / BDI1.% Not more than 1.50 % /
CymMa npumeceit He 6onee 1,50 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanne: IlpoaykT cootrBercTByeT TpeboBanuam HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: IIpoBepeHo: Onobpeno: Menemxep / PykoBonurens
Ankit @ Himesh M_ﬂ— éf’ Pawan Kumnar
.-/ o
Print Date / Print Date / Print Date /
Jara: 23.12.2021 Jara: 23.12.2021 Jara: 23.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g www.drreddys.com
[poaykr Haiis" Aktusrenis (HUmecynua) resib 17 HApY>KHOro npumeHeHus, 1 %, 100 r

Batch No / : V211339 Batch Quantity / : 9523 units /
Cepust Ne O6bem napTun 9523 equHUL
Analytical Report No / : 890001561762 Date of Analysis / : 23.12.2021
AxaanTnyeckuit oTuyer No Hara ananusa

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
Jara npousBoacTBa T'ogen oo

Analysis performed according ND / Ananus nposeaen mo HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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7. | Microbial purity / Mukpo6uosoruyeckasi YMcTOTa
i. | Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O61iee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MoB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / Obee urcno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMOKEBBIX U [IECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcytctByeTB 1 T OtcyterBue B 1 T
iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OrcyrctByeTB 1 T OtcyrctBue B 1 T
8 | Assay/KoanyecTBeHHOe onpeaeieHue
i. |Nimesulide/ 9.82 mg/9.82 mMr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (98.2 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /
Or 9,0 MrI 10 11,0 Mr C13H1aN20s8
(aumecynun) (ot 90,0 % no
110,0 % oT HOMHHAJIEHOTO
conepxkaHus) B 1 r rens
ii. |Dimethyl sulfoxide / 99.1 % 90% to 110% of C;HesOS (dimethyl
JumeTuncynbhorcu sulfoxide) of label claim /

Ot 90 % no 110 % C;HsOS
(numeTunCYyNbGHOKCHI) OT
HOMUHAIBHOI'O COZIeP>KaHUA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogykT coorBercTByeT TpeboBanusm HJI 3axmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoproTornexo: IIporepeno: Ono6peno: Menemxkep / PykoBogurens
Ankit ﬁ Himesh K —" | Pawan Kumar X

— N —
Print Date / Print Date / Print Date /
Jara: 23.12.2021 Jarta: 23.12.2021 Hara: 23.12.2021
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g \;vww.drredd iy
Hpoaykr Haiiz" Aktusrens (HUMeCYIua) refib Asis HApYKHOro npumenenus, 1 %, 100 r

Batch No / : V211339 Batch Quantity / : 9523 units /
Cepua Ne O0bem napTuu 9523 eaunHuu
Analytical Report No / : 890001561762 Date of Analysis / : 23.12.2021
Anannrryeckuii oTuer No JlaTa anaan3a

Date of Manufacture / : Dec. 2021 Date of Expiry / : Nov. 2023
JaTa npou3BoacTBa Tonen no

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020/ usm. Ne 1 ot 19.03.2020)
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9 | Packaging / YnakoBka Package / Ynaxoska - 100 gin | package / Ynakoska - 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 | jnformation leaflet in a carton. /
carton. / Tlo 100 r B TYyOy M3
NaMUHHPOBAHHOTO ITo 20 r, 50 r unu 100 r B TYOY U3
ATIOMHHHS, cHabkenHyto | JAMHHHPOBAHHOTO ANFOMMHUS,
MeMOpaHoil 18 KOHTpons cHabkeHHyr0  MemOpaHoW Ui
NepBoro BekphiTHA. Kaayio | KOHTPOMA  NEPBOTO  BCKPBITHS.
Ty6y BMecTe ¢ MHCTpyKLmeH | KOKAYIO va6y EMEGEEs 1€
10 NPHMeEHEHHIO ToMelaioT B | MHCTPYKIMER 10 MpHMEHEeHHIO
MaKy KapTOHHYIO. MOMEILAIOT B Ma4YKy KapTOHHYIO.

10 |Labeling / MapkupoBka According to ND / B cooteercTeuu ¢ HJJ

11 | Storage / Xpanenue Store below 25 °C. Do not freeze. / IIpu Temnepatype He Bbile 25
°C. He 3aMopaxuBaTh.

12 | Shelf life / Cpok rognoctn | 2 years /2 roga

Remarks : The Product conforms to ND/
Ipumeyanue: [IponykT cooTBeTcTBYET Tpeboanusm HJJ

Conclusion : APPROVED /
Bakawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorngHp: IIposepeHo: OnobpeHo: Menemxkep / PykoBoautensb
Ankit ZEQ Himesh @{’-‘L),—/;J Pawan Kumar
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Print Date / Print Date / Print Date /
Hara: 23.12.2021 Hara: 23.12.2021 Hara: 23.12.2021
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