Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

www drreddys.com

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

Ipoaykr Haiiz" AkTuBresb (HUMECYI11L) restb Ans HAPYKHOTO puMeHenns, 1 %, 50 r

Batch No / : V211044 Batch Quantity / : 18,906 units /
Cepus Ne O6bem napruu 18,906 ennnnn
Analytical Report No / : 890001548502 Date of Analysis / : 20.10.2021
AHaanTHYECKHH OTUeT ._N'n_._“ Hara ananusza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npousBoacTea \ I'ogen no

Analysis performed according ND / Ananus nposenen mo

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

H/;: JII1-005923-191119 (amend Ne 1 from

Pagel of 5/Crp.1m35

No/

BOXX

CooTBeTcTBYeT TpeGOBaHUIM

Ne Test / IlokazaTean Result / Pesyabrar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OuHoponHbIi
OnHopoaHblit Npo3pauHbit NpO3padHbIi renb OT GEeCUBETHOTO
renb OJIEHO-XKENTOro UBeTa ¢ | A0  ONEAHO-KENTOro IBETa C
XapaKTEepHBIM 3aaxoM XapaKTepHbIM 3araxom

2. Identification / IlognuanoCTH

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

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 ynaepxuBaHus
OCHOBHOI'O HKa Ha
XpoMaTorpamme HCMBITYEMOro
pacTBOpa JOKHO COOTBETCTBOBATE
BPEMEHU YAEP)KUBAHHS OCHOBHOIO
NKMKa Ha XpOMaTorpamMMe pacTBopa
CTaHAAapTHOTO obpa3zua
HUMeECYIuaa (paznen
«KonuecTBeHHOE onpesieneHue»)

Remarks : The Product conforms to ND/
ITpumeuanne: ITponykT coorsereTyeT TpeGopanuam Hl

Conclusion : APPROVED /
3akmwouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: t° I[Tpoeepero; —1 Onobpeno: Menenkep / Pykosonurens
Pardeep Kumar -—— | Himesh Kumar | Amit Kumar j&_:\'\-’

Print Date / Print Date / Print Date / l

Hara: 20.10.2021 MHara: 20.10.2021 Jara: 20.10.2021

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g

IIpoaykTr Haiiz" AxTusrens (HUMeCynua) refb Ais HApYKHOTo NpuMenenus, 1 %, 50 r

Batch No / : V211044 Batch Quantity / : 18,906 units /
Cepus Ne O6bvem napTuu 18,906 equnnn
Analytical Report No / : 890001548502 Date of Analysis / : 20.10.2021
AHanuTHYecKHii oTueT Ne Jara anasusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npou3zBoacraa Togen no

Analysis performed according ND / Anamu3 nposeaen mo HJI: JI11-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Ctp.2u35

892.1 caHTHmya3

i? 4 Test / IlokazaTean Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / Metomom CootsercTByeT TpeboBaHUAM solution should have absorption
Y®-criektpodoTo maximum at 397£5nm / VY-
METpHH CTIEKTp ITOIJIOLIEHHUS] HCITBITYEMOTO
pacTBOpa A0JDKEH UMETh MAKCHMYM
noryionieHus npy 39745 am
3. | Weight of package 51g/S5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTReTcTBMM ¢
COIePKHMOr0 YNAKOBKH TpeboBaHUAMHU
I'® P®. (He menee 50,0 1)
4. | pH 3.20 From2.5t04.5/012,5104,5
5. | Viscosity / Bazkocts 892.1 centipoise / From 400 to 1200 centipoise /

Ot 400 no 1200 canTunyas

6. | Related impurities / PoncrBennnie npumecH

i. | Impurity C/
Hpumecs C

Not detected / He 06HapyxeHa

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

Impurity D /
IIpumecs D

i,

Not detected / He 06HapyxeHa

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

Remarks : The Product conforms to ND/

IIpumeuanne: IIpoayxr cootBercTBYeT TpebOoBaHUaM HJJ

Conclusion : APPROVED /
3axaruenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: [IpoBepeno: ~ | Onobpeno: Menenxep / Pykorogurens
Pardeep Kumar = Himesh Kumar " | Amit Kumar g"\ﬁ,_; \—

Print Date / Print Date / PrintDate/ ' =

Jara: 20.10.2021 Jara: 20.10.2021 Jara: 20.10.2021
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Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g '
IIpoaykr Haii3* Aktusrens (HUMeCyn) resib s HAPYXKHOTO npumenenus, 1 %, 50 T
Batch No / 1 V211044 Batch Quantity / : 18,906 units /
Cepus Ne O6bem napTun 18,906 exumun
Analytical Report No / : 890001548502 Date of Analysis / : 20.10.2021
AHaNHTHYECKHH oTUeT Ne JlaTa aHanusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jara npon3Boacrea T'onen mo
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIIT-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 35

iv. | Total impurities /
CymmMma npumMeceii

;? / Test / [lokazatenan Result / PesyasraT Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
JIrobas apyras npuMecs Less than LOQ (0.03%) He 6onee 0,50 %

Less than LOQ

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

7. | Microbial purity / Mukpo6uosorugeckas 4YHCTOTA

1. | Total Aerobic Microbial
Count / O61mee yucno
a3pOOHBIX MUKPO-
OpraHU3MOB

ii. | Total Combined Yeast and
mould count / Ob1ee yucio
JPOMNOKEBBIX H MIECHEBHIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OtcytctByeTrB 1 1

Absentin 1 g/
OtcytctByerB 1T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBUe B 1 1

Should absentin 1 g/
OtcyrcTBHE B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cootBercTBYeT TpeOoBaHussM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
Iloarorosnexo: ' IlpoBepeno: Onobpeno: Menepkep / PykoBoaurens
Pardeep Kumar B'L Himesh Kuffrar Amit Kumar A \—

Print Date / Print Date / Print Date / -

Hara: 20.10.2021 Hata: 20.10.2021 Hara: 20.10.2021
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g R
[Ipoaykr Haiiz" AkTupresn (HUMeCYIn) refib J1s Hapy)KHOro npumeHenus, 1 %, 50 r
Batch No / : V211044 Batch Quantity / : 18,906 units /
Cepns Ne O0bem mapTun 18,906 exvuuig
Analytical Report No / : 890001548502 Date of Analysis / : 20.10.2021
AHagautudecknii oryer No Harta anannza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa nponssogcTBa Toxen oo
Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Paged4 of 5/Ctp.4u3z s

Assay / KonnyecTBeHHOE onpe/e/ieHue

1. | Nimesulide /
Humecynun

Dimethyl sulfoxide /
Jumetuncynshokcun

ii.

10.19 mg/ 10.19 mr
(101.9 %)

99.4 %

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

Ot 9,0 mr mo 11,0 mr Cy3H;2N,OsS
(aumecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOTO
colepxanus) B 1 r rens

90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C,HsOS
(mmmetuncynbdokcua) ot
HOMHHAJIBHOI'O COJIepIKaHUs

Packaging / Ynakoska

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

JIAMUHHPOBaHHOTO
ATFOMHHHS, CHaOXKEHHYIO
MeMOpaHOH U1 KOHTpOJIs

nepBoro BCKpbITUs. Kaxayro
TyOy BMecCTe C HMHCTpYKLHMEH
110 IPUMEHEHHUIO MTOMELIaloT B
Ma4Ky KapTOHHYIO.

Package / Ynakogka - 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. /

Ilo 20 r, 50 r wau 100 r B TYOYy U3
JIaMUHHPOBaHHOTO TIOMUHHS,
cHabXKeHHYl0O  MeMOpaHOW s
KOHTPOJISl ~ TMEPBOrO  BCKPBITHAL.
Kaxayro TyOy BMeCTe c
MHCTPYKUMEHX 10 NPUMEHEHUIO
MOMELIAIOT B NaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr cooTBeTcTBYET TpeGoBanusam H]T

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: IIporepeno: Opnobpeno: Meneppkep / PykoBoauTens
Pardeep Kumar E Himesh Kumar § Amit Kumar L i}_;_

Print Date / Print Date / Print Date / b

Hara: 20.10.2021 Jara: 20.10.2021 Jara: 20.10.2021

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

CEPTHPUKAT AHAJIN3A Tel : +91 98166 56001-02
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g SR
Ipoaykr : Haiiz" AxTusrens (HHMeCYaKA) reab A Hapy»kHoro npumenenns, 1 %, 50 r
Batch No / : V211044 Batch Quantity / : 18,906 units /
Cepus Ne O6Bem napTuu 18,906 exnnun
Analytical Report No / : 890001548502 Date of Analysis / : 20.10.2021
AnanuTndyeckHid oTyeT Ne Jdarta anann3za
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npou3BoacTea Tonen no

19.03.2020 / u3m. Ne 1 or 19.03.2020)

Analysis performed according ND / Auanus npoBeaen no HJI: JII1-005923-191119 (amend Ne 1 from

PageSof 5/ Ctp.5u35

10 |Labeling / MapkupoBka According to ND / B cootserctBum ¢ HJI

11 |Storage / XpaneHue Store below 25 °C. Do not freeze./ [Ipu remnepatype He Bbilie 25
°C. He 3amMopa>xuBarth.

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpogykT coorBeTcTBYeT TpeboBanuam HJI 3axmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: 1 l'[poaepenoa ! ~, | Omobpeno: Menemxep / P{I{_{)BOHHTGJ’[L
Pardeep Kumar A Himesh Ku - | Amit Kumar 7\r\ A T

Print Date / Print Date / Print Date / ol

Jara: 20.10.2021 Jara: 20.10.2021 Hara: 20.10.2021
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