Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product + NMise gel
IIpoaykT Haitz®, renk s Hapy®HOT0 npuMmeHenus 1%
Batch No / : V210695 Batch Quantity / : 22,628 units /
Cepusa Ne O6nem napruu 22,628 enunny
Analytical Report No / : 890001531349 Date of Analysis / 1 30062021
AnannaTaucckuii oruer Ne Hdara anajusa
Date of Manufacture / : Junc.2021 Date of Expiry / : May.2023
Jata npon3BOACTBA Toneu go

Analysis performed according ND / Anasn3s npoBegen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3zm. No 1 ot 16.09.2020)

Ne | Test / ITokasarens

Result / Pezynpratsl | Specification / Hopma

1 Nescription / Onncanne

Homogenous light vellow to yellow
transparent gel, free from particulate matter
matter / ORHOpOAHBI# Mpo3pauHblii/ OAHOPOAHBIA MPO3padHbIi Tenb OT
reJib XKEITOTO I[BETA, CBOOOIHBINA OT CBETINO-KENTOr0 [0  KENTOr0  LBETA,
TIOCTOPOHHHX YacTHLL CBOGOJHEIH OT IOCTOPOHHUX YaCTHIL.

Homogenous transparent light
yellow gel free from particulate

2 | Identification by HPLC/
[ToaTMHHOCTE

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
VIAEPWUBAHHS  OCHOBHOIO  MMKAa  Ha
XPOMATOrpaMMeE  HCUBLITYEMOI'D  pACTBOPd
|momieH CONTROTATRANAT RACMEATII
yAepXKMBaHus TMKa Ha XpoMarorpaMme
CTaHJapTHOTO ~ pacTBOpa  HUMECYJIHNa
(paznen «KonnuecTBeHHOE ONPENENEHUEN)

Complies as prescribed /
COOTBETCTBYET
TpeOOBaHHAM

3 | Weight of package content
Macca copepxuMoro
yTaKOBKH

51g/5lr In according to Rus. Ph..Not less than
50.0 g/ B coorBercTBHM ¢ TpeOOBaHUAMU

IF'®d P®. He meree 50,0r

4 pH

5.6 Between 4.6 and 6.0 / ot 4,6 o 6,0

Related substances /PoacTBeHHBIE IPUMECH

1) Impurity A / IIpumecs A

Not detected 1) Not more than 0.2 % / He 6onee 0,2 %

2) Impurity B / IIpumecs B

Less than LOQ (0.04%) 2) Not more than 0.2 % / e 6onee 0,2 %

3) Impurity C / Ilpumecs C

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr coorserctByet TpeboBanusm HJI

Less than LOQ (0.04%) 3) Not more than 0.2 % / e 6onee 0,2 %

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / UL/l Checked by / Approved by: Manager/Executive /
IloarorosneHo: ITposepeHo: Opobpeno: MeHemxep / PykoBoauTeENb
Ramakant Pardeep Kumar Manoj Kumar

Print Date / Print Date / Print Date /

Hara: 07.07.2021 Hara: 07.07.2021 Hara: 07.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A
Product : Nise gel
IMTpoaykr : Hals®, rens [t HAPYXKHOTO NpUMeHeHHs 1%
Batch No / 1 V210695 Batch Quantity / : 22,628 units /
Cepusi Ne O0bem napTun 22,628 enuHHULL
Analytical Report No / : 890001531349 Date of Analysis / : 30.06.2021
AnanuTu4eckHii oTyeT Ne JaTa aHaau3a
Date of Manufacture / : June.2021 Date of Expiry / : May.2023
JaTa IpoH3BOACTBA I'ogen go

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Ananu3s nposeged mo H: [1N012824/02-100320 (amend Ne 1

MHKPOOPTraHU3MOB
Total combined yeast and
molds count / OOLiee ynucio
IPOSKKCBLIX H TJICCIICBBIN

4y Impurity D / TIpumecs D Not Detected 4) Not more than 0.2 % / He bonee 0,2 %
5) Impurity E / ITpumecs E Less than LOQ (0.07%) 5) Not wote than 0.2 % / ve 6onee 0,2 %
Not Detected
8) Imputity F/ Hpumecs B 6) Mot moro than 0.2 %4 / 110 605100 0,2 %
7) llighcst individual Leas than LOQ (0.14%%) 7) Not more than 0.2 % / He Guiee 0,2 %
unknown impurity /
EnvHuynas
HeHIeHTH(QUUUPOBaHHAS
npUMech
, Less than LOQ
8) Total impurities / 8) Not more than 1.5 % / He Gonee 1,5 %
CyMMa nmpumMeceit
6 | Microbial limits /
Mukpobuonorudeckas
YUCTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g/
/ Ob11ee Yncio a3poOHbIX Menee 10 KOE/r He 6onee 100 KOE/r

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

Not more than 10 CFU/g/
He 6onee 10 KOE/r

rpuboB .

S.aureus Ahsent in 1 g/ OrcyteTryer B It Should absent in 1 g/ QteyTeTrue B 1T

P.aeruginosa Absent in 1 g/ OtcytctByet B It Should absent in 1 g/ OTcyTcTBHE B 1T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumevanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ 3akmouenune: OJOBPEHO
Prepared by / lﬁ Checked by / Approved by: Manager/Executive /
TToarorosneHo: LY IIporepeHo: J’ Onobpeno: Menemxep / Pykosoautens
Ramakant Pardeep Kumar — Manoj Kumar
Print Date / Print Date / Print Date /
Hara: 07.07.2021 Hara: 07.07.2021 Jara: 07.07.2021

Meghtered OFfies 17 307 Toand FIn 7 Tiangaren THITA, TR dorbad 300077, AT ndia

Tel: 91 40 4900 2900, T'ax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

AHaJUTHYeCKH# oTueT Ne

CEPTUPUKAT AHANTN3A
Product : Nise gel
IIpoayxr Haii3®, renp s HapyxHOro npumeHeHus 1%
Batch No / : V210695 Batch Quantity / + 22,628 units /
Cepus Ne Ob6bem napTuu 22,628 eguHHL
Analytical Report No / : 890001531349 Date of Analysis / : 30.06.2021

JarTa ananuza

Date of Manufacture /
JaTa npou3BoaCcTBA

: June.2021 Date of Expiry / : May.2023

Toazen no

Analysis performed according ND / Ananu3 nposeaex no H/I: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

7 | Assay / KonudecTBeHHOE 9.99 mg/9.99 mr | Not less than 9.0 mg and not more than
OIpeneNcHAe 11.0 mg of Ci3H2N2OsS Nimesulide in
lone gram of gel. /
‘ oT 9,0 1o 11,0 Mr Ci3H12N20sS
‘(HI/IMCC}’HI/II{&) B 1 r npenapara
& | Package / Ymakorka 3N g in a laminated aliminum tuhe| 20 g, 50 g nr 100 g in a laminated
equipped ~ with  tamper-evident aluminum tube equipped with
membrane. 1 tube and patienttamper-evident membrane. 1 tube and
Infarmarian 1eafler in n fatrtan / pardent dnfarmardon Tenlecin o onron
o 50 r » 1yby msllo20r, 50 rrumm LOU B Tybdy 113
M TSN HITOR I, JEAM T PG TOTO RTIOMTHTL,
cHabxeHHyl0  MeMOpaHOH  AJs cHaOXKeHHYIO MeMOpaHOH 171 KOHTPOJIs
KOHTpOIsl nepBoro Bekphitus. 1o 1 nepeoro BekpeitHs. [1o 1 Ty6e B mauky
1y0e B nadky KAPIUHHYK) U KAPLUHHYK C MHCTPYKLUSH Mo
WHCTPYKUHEH 110 NPUMEHEHHUIO MPUMEHEHHUIO
9 |Labeling / MapxupoBka According to ND / B coorserctBuu ¢ HJ|
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He Bbilue 25 °C.
XpaHeHue He 3amMopaxuBar,
11 | Eholf lifo / Cpoxc roguoetn 2 years / 2 roga
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: Ilpoaykt coorsercTByeT Tpebosannam HJL 3axmouenne: OJJIOGPEHO
Prepared by / @\/ Ltﬂ Checked by / Approved by: Manager/Executive /
TonroroBneHo ﬂ/ ITposepeHo: (\i, Onobpeno: Meneaxep / Pykosoaurens
Ramakant Pardeep Kumar SN Manoj Kumar !
Print Date / Print Date / Print Date /
Jara: 07.07.2021 Hara: 07.07.2021 Jara: 07.07.2021
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
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