Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IpoaykT Haii3" Akrurenb (HuMecynuz) refb Ans HAPYKHOrO puMeHenus, 1 %, 100 r
Batch No / : V210689 Batch Quantity / : 9505 units /
Cepus Ne O0bem naprun 9505 enmHui
Analytical Report No / : 890001530892 Date of Analysis / : 27.06.2021
AHaJIMTHYeCcKH oTuer No Jara ananu3za
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
Jara npousBoacrea Topen xo
Analysis performed according ND / Ananu3s nposeaen no HI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of4/Crp. 1 u3 4

o/ . :

;{o Test / Ilokazareisn Result / Pesynbrar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / QanoponnLii
QnHOPOAHRIN MPORPAYHRIH MPO3PAYHEIA refk oT GecLBeTHOro
resib 6JIETHO-XKENTOro UBeTa C | 10 ONEJHO-KENTOro UBeTa ¢
X&Pak LCPHbIM SalIdXUM KAPAKIEPHBIM 3411AX0M

2. Identification / ITogauuHOCTE

a) By HPLC / Metonmom Complics as  prescribed / | The retention lime of the main peak

CooTBeTCTBYET TpEOOBAHUIM

B32XX 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) / DBpems yaepicHpainsa
OCHOBHOI'O NMKa Ha
XpoMartorpamme HCIBITYEMOTO
pacTBOpa JOKHO COOTBETCTBOBATH
BPEMEHHU YAEP>KUBAHHS OCHOBHOI'O
NMKa Ha XpoMaTorpaMMe pacTBopa
CTaHAAPTHOrO obpasua
HUMeCYTHaa (pa3aen
«KonnyecTeeHHOE OMpe/iesicHue)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeGoBanuaM HJT 3axmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrororneno: IIposepeno: Onobpeno: Menemxep /| Pykokonurens
Pardeep Kumar EL/ Himesh IQ%J/\D Abhishek Chauhan W
Print Date / Print Date / Print Date /
Hara: 27.06.2021 Hara: 27.06.2021 Hara: 27.06.2021

Registered Otlice: 8-2-337, Road No, 3, Banjara H1lls, Hyaerabad - 500034, A.P, India
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product  : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoxykr : Haiis" Aktusrenb (HUMECYN ) refb A7 HAPYXKHOTO MipuMeHenns, 1 %, 100 r
Batch No / : V210689 Batch Quantity / : 9505 units /
Cepus Ne Ob6wem naptTun 9505 enuuuL
Analytical Report No / : 890001530892 Date of Analysis / 1 27.06.2021
AHanuTuveckum oryer Ne JaTa ananuza
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
JdaTta npou3BoacTea Toxen xo

19.03.2020 / m3m. Ne 1 o1 19.03.2020)

Analysis performed according ND / Anamus nposexen mo HJI: JI1-005923-191119 (amend Ne 1 from
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No/
Ne

Test / Iloxa3zaTesn Result / PesyabTar

Specification / Hopma

b)By UV spectro- Compl

Y{-cnekrpodoro
METpPUH

ies as  prescribed

photometry / MeToaom CooTBeTcTBYET TpeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / YO
CMEKTp MOMIOLIEHHs HCIBITYEMOro
PAcTROPA IOJDKEH UMETE MAKCUMYM
noraomeHnd mpyu 39745 vm

3. | Werght ol package 10lg/ 101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHH C
COAEPIKUMULY YUAKUBKHI 1peboBaHUsIMU

I'd PO. (He menee 100,0 1)
4. | pH 3.23 From2.5t04.5/012,5 no 4,5

5. | Viscosity / Baskocrs

1072 centipoise /
1072 cantunyas

From 400 to 1200 centipoise /
Ot 100 o 1200 cantumnyas

JIrobas npyras npumech

iv. | Total impurities /
Cymma npumeceii

6. | Related impurities / PogcTBenHble npumecu

1. Impurity C/ Not detected Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii. | ImpurityD/ Not detected Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %

iii. | Any other impurity / Less than LOQ (0.03%) Not more than 0.50 % /

Less than LOQ

He 6omee 0,50 %

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

Rewmarks : The Produel conforms 1o ND/
IIpumeganue: JIpogyKT COOTBETCTBYET TP

eboBanmam HJJ

Conclusion : APPROVED /
3axiauenue: OJOBPEHO

I'repared by / Clieuked by

,I

[MoaroToeneHo: ' IIpoBepeno:
Pardeep Kumar C«,“L HimeshW

Approved by. Manuger/Exceutive /
Ono6peno: Menemxep /|Pykqpoamnrens
Abhishek Chauhan

J

Print Date / Print Date / Print Date /
Hata: 27.06.2021 Hara: 27.06.2021 Hara: 27.06.2021
Registered Urhice BT Road No- 3 Hanjara Hills, Hyderabad =SU0039, A7 Thdn
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CEPTUPUKAT AHAJIN3A
Product Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr Haiiz® AktuBresb (HUMeCynun) renpb ajs Hapy>KHOro npumeHenus, 1 %, 100 r
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19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page3 of 4/ Crp.3 n3 4

i. | Total Aerobic Microbial
Count / Obuiee uucio
a’pOOHBIX MUKPO-
OpraHM3MOB

ii. | Total Combined Yeast and
mould count / O01ee yucio
JPOMOKEBBIX M TUIECHEBBIX
rpuboB

iit. | Psoudomonas asruginosa

iv. | Staphylococcus aureus

8 Assay / KonmyecTBeHHOE 0

7. | Microbial purity / Mukpo0uosoraueckast THCTOTA

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

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

Abgentin 1 g/
OtcyrcTBYeTB 1 T

Absentinl g/
OtcyrcTByerB 1 T

npeaejeHue

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should abgontin 1 g/
OtcytctBUe B 1

Should absentin 1 g/
OtcyrctBue B 1 1

i. |Nimesulide/
Humecynuo

ii. | Dimethyl sulfoxide /
Humetuncynsdokeun

9.81 mp / 9.81 mr
(98.1 %)

102.3 %

Q0 meto 11 0 me of CiyHaN2OsS
(nimesulide) (90.0% to 110.0% of
label claum) m [ g ol gel /

OT19,0 Mr 10 11,0 Mmr C13H12N2OsS
(uumecynun) (ot 90,0 % a0 -
110,0 % oT HOMHHAJIEHOTO
conepxanus) B 1 r rens

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

Ot 90 % no 110 % C;HsOS
(mumeruncyaspoKcHa) OT
HOMUHAJIBHOTO COAEPIKaHMs

Remarks : The Product conforms to ND/
Hpumeyanue: IpoaykT coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
[foarororneHo: IIpoBepeno: Opnobpeno: Menemxep / PYykosogurens
Pardeep Kumar Qf,/ Himesh M Abhishek Chauhan 1

-
Print Date / Print Date / Print Date /
Jara: 27.06.2021 Jara: 27.06.2021 Hara: 27.06.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiis" Aktusrens (HUMecyana) reib a1s HApYKHOTO NpuMeHerus, 1 %, 100 r
Batch No / : V210689 Batch Quantity / : 9505 units /
Cepus Ne O6bem napTuu 9505 enunuy
Analytical Report No / : 890001530892 Date of Analysis / : 27.06.2021
AHaauTHYecKH oT4eT No Jara apaansa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
JaTa npousBoacTBa I'ogen no
Analysis performed according ND / Ananus nposexen mo HJI: JIT1-005923-191119 (amend Ne 1 from

19.03.2020 / n3m. Ne 1 o1 19.03.2020)
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9 | Packaging / YnakoBka Package / Vnakoska - 100 g in Package / Ynakoska - 20 g, 50 g or

a laminated aluminum tube | 10 g in a laminated aluminum tube
equipped with tamper-evident equipped with tamper-evident
membrane. Each tube and a | yembrane. Each tube and a patient
patient information leaflet in a | jnformation leaflet in a carton. /
carton. / TTo 100 r r TYOY W3

JNAMUHAPOBAHHOIO ITo 20 r, 50 r 1wmi 100 r b YOy 1D
WHOMHHUS, cHabxkeHHyIo | JUMIBLHPUBLINLLY WIHOMHIIH,
MeMOpaHOH JIS  KOHTpONS cHaOXXeHHYl0  MemOpaHoil  auis
rcpeoro Bekpbiths. Kamayio | KOHTDOMS  MEPROTO  RCKPHITHS.
TyGy BMecTe ¢ MHCTpyKumed | KaXayio va6y EMOEIES
[0 NpUMEHEHAIV oMLl 3 | MHCTPYKUell 10 MpHMeHeHIto
[auKy KAPTOHHYIO. MOMELIAIOT B Ma4Ky KAPTOHHYIO.

10 |Labeling / Mapkuponka According to ND / B coornerernin ¢ HJT

11 | Storage / Xpancune Store bduw 25 "C. Du il Tiesse. £ 11m LEMIE A Y HE BRHIE 29
°C. He 3amMopaKiBaTh.

12 [ Shell IMle / Cpok roanoern | 2 years /2 1ona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoayxr coorBercTByeT TpeGoBanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToprororneno: > ITposepeno: ) Onobpeno: Menemxep / PykoBoauTens
Pardeep Kumar QL—— Himesh KM Abhishek Chauhan ﬁ )\
Print Date / Print Date / Print Date /
Jara: 27.06.2021 Jlara: 27.06.2021 Hara: 27.06.2021
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