Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUDUKAT AHANU3A ¢ : +91 98166 56001-02
Product . Nise gel WWww.ulicuuys.cutil
Ilpoayxr : Haii3®, rene s HapyxHOro npuMenenus 1%
Batch No / : V211272 Batch Quantity / ¢ 22,667 units /
Cepust Ne O0weM mapruu 22,667 enuHuL]
Analytical Report No / : 890001559364 Date of Analysis / : 07.12.2021
AnanuTH4eckmii oTyeT Ne Jara anannsa
Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2023
JlaTa nmpoussoacTRa I'omen mo

Analysis performed according ND / Auanus nposexen mo HI: [1 N012824/02-100320 (amend Ne 1

from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

No | Test / ITokazaTens

Result / PesynpraTsl

| Specification / Hopma

1 | Description / Onucanue

TNOCTOPOHHUX YaCTHLI.

Homogenous transparent yellow gel Homogenous light yellow to . yellow
free from particulate matter /
OnHoponHslii npospaunbii rens / OmHOpONHBIA NpPO3pauHBIi  remp OT
JKEJITOro 1{Be€Ta, CBOOOAHBIIH OT

transparent gel, free from particulate matter

CBETJIO-KENTOr0 [0  IKEITOro 1iBeTa,
CBOGOAHEIH OT MOCTOPOHHHX YaCTHIL,

2 | Identification by HPLC /
[TomnmuHHOCTE

Macca copepxumoro
yIaKoOBKH

3 | Weight of package content |

Complies as prescribed /
' CootBeTcTBYET
TpeboBaHusAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
YACPKHBaHUS  OCHOBHOTO  IMKa  Hal
XpOMATOTPaMM€  MCIIBITYEMOTO  pacTBOpa
IOTXHO COOTBETCTBOBATh BPEMEHH
YAepXHMBaHUS THKa Ha XpoMaTorpamme
CTAaHIApTHOTO  pacTBOpa  HHMECYIHza
(paznen «KonnuecTBEHHOE ONpENEICHUEY)

51g/5Sir

In according to Rus. Ph..Not less than
50.0 g / B cooTBeTCTBUM ¢ TpeGOBAHUAMU
[® P®. He menee 50,0 r

4 pH

54

Between 4.6 and 6.0 / o1 4,6 10 6,0

5  |Related substances /PoacteeHHble npumecH

1) Impurity A / Ilpumecs A Not Detected 1) Not more than 0.2 % / ne 6onee 0,2 %
2) Impurity B / ITpumecs B Not Detected 2) Not more than 0.2 % / ne 6onee 0,2 %
3) Impurity C / ITpumecs C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product conforms to ND/
ITpumedanne: IponykT coorBeTCTBYET TpeGoBaHusM HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Ramakant

Prepared by / A
[NoarororneHo: (“3 &\;&/
%}Eﬂ/

Checked by / >
IIpoeepeno: . ‘()Wj,’i
Om Prakash "\

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Pawan Kumar ﬁ/

Print Date / Print Date / Print Date /
Hata: 07.12.2021 Hara: 07.12.2021 Hata: 07.12.2021
Registered Office: 8-2-337, Road No. 3, Banjara Hill:_ Hyrarabad - 500024, 1olangana, i

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Product : Nise gel

IMpoaykr Haii3®, rens ans HapyxHoro npuMmeHeHus 1%

Batch No / : V211272 Batch Quantity / : 22,667 units /
Cepust Ne O6vem maprun 22,667 eguHuly
Analytical Report No / : 890001559364 Date of Analysis / : 07.12.2021
AHanuTHYecKHii oTuet Ne JlaTa ananusa

Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa mpoussogcTea Comen 10

Analysis performed according ND / Anan3s nposeaen no HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

6

4) Impurity D / Ilpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Ennnnunas
HeuieHTHPHUMPOBAHHAS
npuMech

8) Total impurities /
Cymma npumeceii

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

) Not more than 0.2 % / ne 6onee 0,2 %

5) Not more than 0.2 % / ne 6oee 0,2 %

6) Not more than 0.2 % / e 6onee 0,2 %

7) Not more than 0.2 % / ue 6osee 0,2 %

8) Not more than 1.5 % / He 6onee 1,5 %

| Microbial limits /

Muxpobuosnorayeckas
HQHUCTOTA ,
Total aerobic microbial count
/ O611ee 4mcio a3po6HBIX
MHKpPOOPTraHU3MOB

Total combined yeast and
molds count / O61uee yucio
IPOXOKEBBIX H NJIECHEBbIX

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

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

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

Irpu6oB ,
S.aureus Absent / OtcyTcTByeT Should absent in 1 g/ Orcyrcreue B Ir
P.aeruginosa Absent / OtrcyrcTByer Should absent in 1 g/ OrcytctREe B 1r

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoxykr COOTBETCTBYET TpeboBanusm H]T

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by/ Checked by / . . \— | Approved by: Manager/Executive /
Ionrorosnero: | . g { | Iposepero: -, b{”ﬂ’*’ s Onobpeno: Menemxep / PykoBonurens
Ramakant s Om Prakash (- Pawan Kumar {

Print Date / Print Date / Print Date /

Hara: 07.12.2021 Hara: 07.12.2021 Hata: 07.12.2021
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Product : Nise gel
Hpoaykr : Haif3®, rens ans HapyxHOro npuMeHenns 1%

Batch No / 1 V211272 Batch Quantity / : 22,667 units /
Cepust Ne O0bem maprTuu 22,667 equHuLL
Analytical Report No / : 890001559364 Date of Analysis / ¢ 07.12.2021

_ |AnanHTHYecKHi oTyeT No JaTa anannza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa mpoussonacTBa Topen o

Analysis performed according ND / Ananus nposexer no HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay/ KonudectBeHHoe 10.15mg/ 10.15 mr Not less than 9.0 mg and not more than
orpezeNneHne 11.0 mg of C13H2N>0sS Nimesulide in
one gram of gel. /

ot 9,0 no 11,0 mMr Ci13H2N,0sS
(Humecynnaa) B 1 r npenapara

8 | Package / Vnakoska 50 g in a lam inated aluminum tube| 20 g, 50 gor 100 g in a laminated
equipped  with  tamper-evident aluminum tube equipped with
membrane. 1 tube and patient :‘lamper-cvidenl membrane. 1 tube and

information leaflet in a carton. / patient information leaflet in a carton. / |
o 50 r B 1y6y w30To20r,50rwml00rs TYOY U3
JIAMIHH POBAHHOTO IOMLUHIS, JaMUHHPOBAHHOIO A/IFOMIHNA,

cHaikeHHYI0O  MemOpaHoii  uis CHabKeHHYI0 MeMOPaHOIii ANs KOHTpPoIs
KOHTpOIs NEpBOro BekphiTis. 1o | nepsoro Bekpsitis. [o 1 TyGe B nauky
'ryﬁe B NavKy KapTOHHYIO ¢ KAPTOHHYHO C HHCT p)’KJ.ll-lBii 1o

‘ HHCTPYKUHE] MO NPHMEHEHHIO NpIMEHEHIo

9 |Labeling / Mapkuposka /According to ND / B cootsetcTBum ¢ HJJ

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / Ipu TéMhébaType He Bbiwe 25 °C. ,
‘XpaHCHPIC He 3amopaxusats.

11 ’ Shelf life / Cpok ronsoct# 2 years / 2 roa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [ponykT cootsercTByeT TpeGoanusm HJI 3akmovenue: OJIOGPEHO
Prepared by / q Checked by / ™ L Approved by: Manager/Executive /
HOAFOTOBHGHO:@\ @U\}/ ITpoBepeno: Wf’»# Onobpeno: Menemwxkep / Pykopoaurtens
Ramakant 20 > Om Prakash * Pawan Kumar )!i—L/

=3 -
Print Date / Print Date / Print Date / !
Hata: 07.12.2021 Hara: 07.12.2021 Hara: 07.12.2021

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




