Dr.Reddy’s Q'Z-'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJTH3A

Product Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

IMpoaykT Hait3"™ AKTHBresb (HUMECYIIHL) reflb U HAPY/KHOIO npuMenenus, 1 %, 20 r

Batch No / : V210911 Batch Quantity / : 46,830

Cepust Ne O0beM napTHu 46,830 enuHuLL
Analytical Report No / : 890001541838 Date of Analysis / : 30.08.2021
AHanuTH4YecKkuii oTaeT No Jlara ananusza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npon3BoaCTBA Toaen oo

Analysis performed according ND / Ananus nposenen no HJI: JI1-005923-191119 (amend Ne 1 from

19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page 1l of 5/Ctp.1m35

N . .
N? 4 Test / IlokazaTens Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous,  transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OpHOpOIHBIH
OJHOPOAHBI  MpO3patHblil | MPO3padHBIN refb OT GECLBETHOrO
resip 6JIeJHO-KeNToro 1BeTa ¢ | A0  OJeqHO-KeNToro 1BeTa C
XapaKTePHBIM 3aI1aX0M XapaKTEepHBIM 3a11aX0M
2. Identification / IloayinAAOCTL
a) By HPLC / Metonom Complies as prescribed / | The retention time of the main peak
B3XX 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 ynepxuBaHus
OCHOBHOT'O nHKa Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa AOKHO COOTBETCTBOBATH
BPEMEHH YHEP)KHBAHMA OCHOBHOIO
N¥MKa Ha XpOMAaTorpaMMe pacTBOpa
CTAHJAPTHOTO obpasua
HHMECYTUAA (paznen
«KonuuecTBEeHHOE ONPENIeNICHHE)

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoxykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zakaw4yenne: ONOBPEHO

Prepared by /
IToaroroBieHo:
Pardeep Kumar

L

Checked by /
IIposepeno:

Himesh W

Approved by: Manager/Executive /
Onobpeno: Menemikep | Pykosonurenb
Abhishek Chauhan /| /.f

(L

Print Date / 30.08.2021
Jlara:

Print Date / 30.08.2021
JlaTa:

Print Date / 30.08.2021
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIH3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoayrr Haitz" AkTHBresb (HUMECYNH L) resib JUIs HApyKHOTO rpuMenenus, 1 %, 20 r
Batch No / : V210911 Batch Quantity / : 46,830
Cepus Ne O0beM napTun 46,830 eansniy
Analytical Report No / : 890001541838 Date of Analysis / : 30.08.2021
AnanuTuyeckmii oTueT Ne JaTa ananusa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jara npou3BojACTBa I'open a0
Analysis performed according ND / Ananus nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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1;.‘? / Test / IlokazaTenn Result / PesyasTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Merozom CooTBeTCTBY®T TPEOOBAHUAM solution should have absorption
Y®-cnekrpodoro maximum at 397+5nm / YO-
METPHU CNEKTP TMOTJIOLIEHHS UCIIBITYEMOrO

pacTBOpa AOJDKEH HMETh MAKCHMYM

niorsiouieHus npu 397+5 Hm

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBUH ©
COAEepPKHUMOro YIaKOBKH TpeOOBaHUAMHU

I'® PO. (He menee 20,0 r)
3.19 From2.5t04.5/012,5 0o 4,5

4. | pH

5. | Viscosity / BaskocTb

1081 centipoise /
1081 canTtunyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumnyas

6. | Related impurities / PogcTBeHBbIe IpaMecH

i. | Impurity C/ Not detected Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

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

iii. | Any other impurity / BDL(Disregard area 2484) Not more than 0.50 % /
JIrobas npyras npuMech He 6onee 0,50 %
Total impurities / BDL Not more than 1.50 % /

iv.

CymMma npuMecei

He 6o51ee 1,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorsercrayer Tpebopannam HJL 3axmouenue;: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: IIporepeHO: i, Onobpeno: Menemkep// PykoBoauTeb
Pardeep Kumar ___\ﬁ{ Himesh W’ Abhishek Chauhan 3

Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021

JlaTa: JlaTa: Jara:
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJTN3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

Opoaykr : Haitz" Axrusrens (Humecynnn) resib Asist Hapy>KHOTO MPUMEHEHU, 1%,20r

Batch No / : V210911 Batch Quantity / : 46,830

Cepust Ne O6beM napTHH 46,830 eauHuL
Analytical Report No / : 890001541838 Date of Analysis / : 30.08.2021
AnanuTndecknii oruer Ne JlaTa aHaIH3a

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JaTa npou3BoACTBA ~ |I'ogen oo

Analysis performed according ND / Ananus nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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7. | Microbial purity / Mukpo06HoJIOTHYECKAS YHCTOTA
i. | Total Aerobic Microbial Less than10 CFU/g / Not more than 1000 CFU/g/
Count / Obuiee 4nco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHu3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / O61ee yncio Menee 10 KOE/r He 6onee 100 KOE/r
JOPOMOKEBBIX U IUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcytcTByeTrB 1 T OtcytctBUe B 1 T
iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OrcyrctByeTB 1 T OtcyrctBUe B 1 T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumedanne: IIpoayKT COOTBETCTBYET TpeboBanuam HIL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo

S IIpoBepeHo: Ono6GpeHo: Menemxkep / Pyxospautens
Pardeep Kumar l - Himesh W Abhishek Chauhan / ’”T

Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021
Jara: Hara: Hara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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:Re ys e CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTH3A

Product . Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

Mpoaykr @ Haii3" AKTMBreb (HUMECYTH)T) Fefib JUIS Hapy:KHOro npumenenns, 1 %, 20

Batch No / : V210911 Batch Quantity / : 46,830

Cepus Ne O6beM napTHH 46,830 ennHun
Analytical Report No / : 890001541838 Date of Analysis / : 30.08.2021
Anajgurayeckuii orueT Ne JaTta ananusa

Date of Manufacture / : Aug-2021 Date of Expiry / + July-2023
Jdara npoussojcrsa T'open no

Analysis performed according ND / Ananus nposegen no H/IL: JIII- 005923-1911 19 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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8 Assay / KoimuecTBeHHOE onpe/esieHue

i. | Nimesulide/ 10.09 mg/ 10.09 mMr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (100.9 %) (Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI A0 11,0 MI C13H12N205$
(rumecynun) (ot 90,0 % no

110,0 % OT HOMHUHAJIBHOTO
cofepxxaHus) B 1 T rens

ii. |Dimethyl sulfoxide / 99.4 % 90% to 110% of C:HeOS (dimethyl
JumeTuncynbGoKCcUa sulfoxide) of label claim /

Ot 90 % o 110 % C.H6OS
(numeTuncyabGHOKCHA) OT
HOMMHAJIEHOTO COAEPIKaHUA

9 |Packaging / YnakoBka Package / YnakoBka - 20 gin a
laminated aluminum tube | Package / Vmakopka - 20 g, 50 g or
equipped with tamper-evident | 100 g in a laminated aluminum tube
membrane. Each tube and a | equipped with tamper-evident
patient information leaflet in a | membrane. Each tube and a patient
carton. / Tlo 20 r B Tyby m3 | information leaflet in a carton. /
JIAMHHHPOBAHHOT'O
ATFOMHHHS, cHabOXEHHYIO
MeMOpaHOW sl KOHTPOJIA
nepeoro BCKpbITHA. Kaxyro
Ty6y BMecTe ¢ HUHCTPYKLHEH
MO NMPUMEHEHHIO TIOMEILAIOT B
MayKy KapTOHHYIO.

ITo 20 r, 50 r unu 100 r B TYOY U3
JIAMHHUPOBAHHOI'O ATFOMMHUS,
cHabxeHHY0O  MeMOpaHOH IS
KOHTpOJIL ~ MEepBOro  BCKPBITHS.
Kaxmgyro  Ty6y  BMecTe c
HHCTPYKLHEH 10 [pUMEHEHHIO
MOMELIAOT B MAaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanmue: [Ipoaykt cooreercTyet Tpebobanmsam HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNEHO: IIpogepeHo: o OpobpeHo: MeHemxkep Z)bylco DINTENb
Pardeep Kumar CDIDH,; Himesh M Abhishek Chauhan B T

Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021

Hara: Hara: Hara:
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Tpoaykr : Haiz" Akrtuerens (HuMecynua) resib Aisi HAPYXKHOTO NPUMEHEHHA, 1%,20r
Batch No / : V210911 Batch Quantity / 1 46,830
Cepns Ne O6bemM napTun 46,830 eanuuy
Analytical Report No / : 890001541838 Date of Analysis / : 30.08.2021
AHaauTH4eckuii oruer Ne Jlara ananmnsa
Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npou3BOACTBA I'ogen go
Analysis performed according ND / Ananns nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)
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10 |Labeling / Mapkuposka

According to ND / B coorsercTBuu ¢ HJJ

11 | Storage / XpaHeHHe

°C. He 3amopaxuBaTth.

Store below 25 °C. Do not freeze./ IIpu Temnepatype He BbiLIE 25

12 | Shelf life / Cpok rognocru | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponyxr cooTBeTcTBYeT TpeboBaHusam HJ{ 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBieHo: IIposepeHo: 5 | Onobpeno: Menemxep / Pykosguutens
Pardeep Kumar at——"” Himesh @*‘_&L—//T) Abhishek Chauhan f

Print Date / 30.08.2021 Print Date / 30.08.2021 Print Date / 30.08.2021

Harta: Hara: Hara:
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