Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOUKAT AHAJIM3A Tel : +91 98166 56001-02
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com o
Mpomykr : Haiiz" AkTuBresb (HIMECYNMA) retb A1s HAPYIKHOTO IPHMEHEHM, 1 %,50r
Batch No / 1 V220527 Batch Quantity / : 18,725/
Cepuns Ne Oobem napTuu 18,725 equunu
Analytical Report No / : 040001607299 Date of Analysis / : 27.07.2022
AHAJNUTHYECKHIT oTyeT No Jara anaauza
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JlaTa npou3BoACTBA T'ogen g0
Analysis performed according ND / Auanus nposeaen o HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page1of 5/Crp.1u35

No/

B3XKX

Ne Test / IlokazaTesb Result / PesyabTat Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHOpOAHBIH
OnHOPOAHBIH MPO3payHbIH Npo3pauHblii renb oT 6eCUBETHOTO
refib GIIEAHO-KENTOro LBeTa ¢ | A0  ONEAHO-KEATOro  LBeTa C
XapaKTepHbIM 3aMaxoM XapaKTepHbBIM 3araxom

2. Identification / IlogauuHOCTH

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

CooTBeTcTBYET TPeOOBAHHAM

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 ynepxuBaHus
OCHOBHOIO nKKa Ha
XpoMarorpamme UCTIBITYEMOro
pacTBOpa JOJKHO COOTBETCTBOBATD
BpEMEHH YAEPKHUBAHUSA OCHOBHOIO
nMKa Ha XpoMaTorpamMMe pacTeopa
CTaHJApTHOTO obpasua
HUMECYHAA (pasnen
«KonuuecTBeHHOE ONpeesieHUE»)

Remarks : The Product conforms to ND/
Ipumeyanne: IIpoaykT cooTBeTcTBYeT Tpebosanmsam HJT

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

Prepared by /
IloarororneHo: ,W/
Ramakant

Checked by / @”ﬂﬁ
IIpoeepeHo '

Approved by: Manager/Executive /
Ono6peno: Menemxep / !_’_vxom@umenb

Santosh Kumar Maurya Manoj kumar e
Print Date / Print Date / Print Date / —
Jata:27.07.2022 Hara: 27.07.2022 Jara; 27.07.2022

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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CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJTM3A Tel : +91 98166 56001-02
'Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com ]
Hpoaykr Haii3" AkTHBreab (HUMeCyana) reib I HapyIKHOro npuMeHerus, 1 %, 50 r
Batch No / 1 V220527 Batch Quantity / : 18,7257/
Cepusa Ne O6BbeM naprTun 18,725 exmunn
Analytical Report No / : 040001607299 Date of Analysis / : 27.07.2022
Ananurnyeckuii oTuer Ne JlaTa aHaIM3a
Date of Manufacture / : Jul-2022 Date of Expiry/ : Jun.2024
JdarTa npou3BoJICTBA T'oxen xo
Analysis performed according ND / Anaau3s nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)
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No /

o0HapyxcHa

e Test / Ilokazarenn Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / MeTonom CootseTcTBYeT TpEOOBAHMSAM solution should have absorption
Yd-cnekrpodoto maximum at 397+5nm / VO-
MeTpuH CTEKTP TOIJIOILEHHUS UCTIBITYEMOrO
pacTBOpa A0JDKEH HMETh MaKCHMYM
nornoleHus npy 397+5 um
3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COAEPKHMOro YAKOBKH TpeGOBaHUAMHU
I'® P®. (He menee 50,0 1)
4. pH 3.28 From2.5t04.5/012,5 n04,5
5. | Viscosity / BaskocTb 818.7 centipoise / From 400 to 1200 centipoise /
818.7 canTunyas Ot 400 no 1200 cantuiyas
6. | Related impurities / PoacTBeHHBIe MpHMECH
i. | Impurity C/ Below limit of Not more than 0.50 % /
TIpumecs C Detection(LOD:0.02%) / ne He 6onee 0.50 %
oGuapyxeHa ’
ii. | Impurity D/ Below limit of Not more than 0.50 % /
Ipumecs D Detection(1LOD:0.02%) / He He 60nee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykt cootBercTBYeT Tpebobanuam HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by / Checked by / A@w Approved by: Manager/Executive /
[HoaroToemneHo: @@Qﬂ/ IIpoBepeno OnobpeHo: Menemxep / PykosopuTesb
Ramakant Santosh Kumar Maurya Manoj kumar X ﬂ_ua(}l |
Print Date / Print Date / Print Date / —
Hara:27.07.2022 Mara: 27.07.2022 Hara: 27.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A Tel : +91 98166 56001-02
'Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 ¢~ www.drreddys.com ]
Hpoayxr Haiiz" Axtusrens (Humecynna) renb s HapysKHOro npumeHenus, 1 %, 50 r
Batch No / 1 V220527 Batch Quantity / : 18,7257/
Cepusn Ne O0bem napruu 18,725 enunun
Analytical Report No / : 040001607299 Date of Analysis / 1 27.07.2022
AHnanuTHYecKui oTdyer Ne JlaTa anausa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jara npousBoacrea Tonen o
Analysis performed according ND / Ananus nposeaen mo HJI: J1I1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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No /
Ne

Test / Ilokazarenn

Result / Pezyabrar

Specification / Hopma

il. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %

iv. | Total impurities / 0.1% Not more than 1.50 % /
CymmMma npumeceit He 6o5ee 1,50 %

7. | Microbial purity / MukpoGuoioradecKasi 4¥McToTa

1.

Total Aerobic Microbial
Count / Ob1ee uncno
a’pOOHBIX MHKPO-
OpraHu3MOB

Total Combined Yeast and
mould count / O6uiee uucno
IPOMOKEBBIX U TUIECHEBBLIX
rpubos

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

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

Not more than
He 6osee 100 KOE/r

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

100 CFU/g

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Absent g /
OTtcyTcTBYET T

Absent /
OrcyreTByeT r

Should absent in 1 g/
OtcyrcTBHe B 1 T

Should absentin 1 g/
OrcyrctBue B 1 1

/

8 | Assay/Kosn4ecTBeHHOE OnpeeIcHHE

Remarks : The Product conforms to ND/
Hpumeyanue: Ilpogykr cootsercryer TpeGopanusam HJJ

Conclusion : APPROVED /
3akmwuenne;: OJJOBPEHO

Prepared by / Checked by / @§f Approved by: Manager/Executive /
Iloarorosneno: HpOBCpeHO_/lmm Onobpeno: Menemxkep / Pykosguuresb
Ramakant W Santosh Kumar Maurya Manoj kumar Ao Li

Print Date / Print Date / Print Date /

Jara:27.07.2022 Hara: 27.07.2022 Hara: 27.07.2022

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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CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

WirwW.arreddys.com

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

(IIpoaysT Haii3" AKTuBresb (HUMECYAH ) reftb sl HapYKHOro npumeHenus, 1 %, 50 r

|Batch No / 1 V220527 Batch Quantity / : 18,725/
Eepnﬂ Ne Oo0bem napTHH 18,725 enumunn
| Analytical Report No / : 040001607299 Date of Analysis / : 27.07.2022
AHanuTH4ecKHi oTyeT No Jara ananusa

Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
Jlara mpou3BoacTsa I'ogen 1o

Analysis performed according ND / Ananu3s nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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i. | Nimesulide/
Humecynun

ii. | Dimethyl sulfoxide /
JumeTuicynehokcug

10.12 mg/ 10.12 mr
(101.2%)

101.2 %

9.0 mgto 11.0 mg of C13H12N>05S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr no 11,0 mr Ci3Hi2N>OsS
(numecynun) (ot 90,0 % no

110,0 % ot HOMUHAJIBHOTO
cofeprkanus) B 1 r rens

90% to 110% of C,HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHsOS
(ammeTtuncynbdokenn) ot
HOMMHAIIBHOIO COAEPKaHHs

9 | Packaging / Ynakoeka

Package / Ynakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y u3
JIAMHUHUPOBAHHOTO

AJIFOMHUHHUS, cHaOXEeHHYIO
MeMOpaHOi [Uis  KOHTPOIsS
nepeoro BekpbiThs. Kaxmyro
Ty0y BMECTe ¢ WHCTPYKLHUEH
0 [IPUMEHEHHIO MOMELLAIOT B
Nayky KapTOHHYIO.

Package / Ynakosxka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r wnu 100 r B TYOY M3
JIAMHHUPOBAHHOTO ANOMHHUS,
cHaOxeHHYl0 ~ MeMOpaHoH s
KOHTPOJIA ~ MEepPBOTO  BCKPBITHUSL.
Kaxayro  Ty6y  BMecTe c
MHCTPYKUHEH 10 TMPUMEHEHHUIO
MOMEILAOT B Na4YKy KaPTOHHYIO.

10 |Labeling / MapkupoBka

According to ND / B coorserctuu ¢ HJJ

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HNpumeuanne: [IpoaykT coorBeTcTByeT Tpebosanusam HJL 3axmawuenne: OJOBPEHO

Prepared by / ~ Checked by / ( $l(! /S Approved by: Manager/Executive /
[MoarorosneHo: W ITposepeHo Onobpeno: Menemxep / PykoBognTteb
Ramakant Santosh Kumar Maurya Manoj kumar Sdee o

Print Date / Print Date / Print Date / =
Harta:27.07.2022 Hara: 27.07.2022 Jara: 27.07.2022

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 Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOWKAT AHAJIHSA Tel : +91 98166 56001-02

[Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
poaykT Haitz" AxruBresnb (HUMeCyua) resib JUIS HAPYKHOTO NpumeHenus, 1 %, 50 r
Batch No / 1 V220527 Batch Quantity / : 18,725/
Cepusn Ne O61bemM mapTun 18,725 eaunnn
Analytical Report No / : 040001607299 Date of Analysis / : 27.07.2022
AHaapTHuecknii oTyeT No JlaTra ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun.2024
JaTta npoM3sBoJacTBa Toaen no

Analysis performed according ND / Auanus nposesen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

PageSof 5/Crp.5m35

11

Storage / XpaHenue

Store below 25 °C. Do not freeze./ [1pu Temneparype He Bbille 25
°C. He 3amopa>xuBars.

12

Shelf life / Cpox rognoctn

2 years / 2 roza

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanne: IIponykr coorsercTBYeT Tpebopanuam HJI 3akmouenne: OJIOBPEHO

Prepared by / ng/ Checked by / ws Approved by: Manager/Executive /
[ToaroTtosneHo: IIposepeno Onobpeno: MeHemxkep / PykoBoanTeb
Ramakant Santosh Kumar Maurya Manoj kumar r"ij%?ﬂgﬁ
Print Date / Print Date / Print Date / -
Hara:27.07.2022 JHara: 27.07.2022 Hara: 27.07.2022

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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