Dr.Reddy’s Q‘;':’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

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

CEPTUDPUKAT AHATTU3A Tel : +91 98166 56001-02
Product Nise gel M i
IIpoaykr Haiiz®, resb 1J1st Hapy)kHoro npumenenns 1% :
Batch No / 1 V211128 Batch Quantity / : 22,624 units /
Cepus Ne O0bem mapTun 22,624 enuHulg
Analytical Report No / : 890001550298 Date of Analysis / : 31.10.2021
AHAIMTHYECKHH 0TyeT No JlaTa ananu3a |
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JlaTa npou3BOACTBA T'ogen oo
Analysis performed according ND / Auanu3s nposegen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 o1 16.09.2020)

Ne |Test/ TTokazatens

Result / Pe3ynbTatsl

Specification / Hopma

1

Description / Onucanue

Homogenous transparent yellow gel Homogenous light yellow to yellow

free from particulate matter /

OpHopoauplii po3pauHblii rens /  OXHOPOAHBIA  MPO3pPauHbIH
ENTOro LBETA, CBOOOIHBIH OT

[TOCTOPOHHUX YaCTHULL.

ICBETJIO-KETTOTO
(cBOOOHBIH OT MOCTOPOHHUX YACTHILL.

transparent gel, free from particulate matter

rejb OT

XKEATOro  1BETA,

o

2 | Identification by HPLC/

Complies as prescribed /

' The retention time of the major peak in the

[TognuHHOCTD CoOoTBETCTBYET chromatogram of the sample preparation
| TpeboBaHMsIM corresponds to that in the standard
l preparation under assay / Bpems
[ YIEpXUBaHWS ~ OCHOBHOTO  IIMKa  HA
XpOMaTOrpaMMe HCIIBITYEMOIO  PacTBOPa|
‘ JIOJDKHO COOTBETCTBOBAThH BpeMeHH
| YAEpXUBAHUSA T[HKAa Ha XpoMaTorpamme
CTaHAapTHOTO  pacTBOpa  HHUMECYNUIA
‘ (paspen «KoianyecTBeHHOE ONpefieIeHNe»)
3 | Weight of package content 52g/52r In according to Rus. Ph..Not less than
i_Macca CONEPKUMOrO 50.0 g / B cooTBeTcTBUH ¢ TpeOOBaHUAMHU
[yITaKOBKH [[® PO. He menee 50,0r
4 |[pH 5.5 Between 4.6 and 6.0 / ot 4,6 10 6,0
5 | Related substances /PoacTBeHHbIE TPUMECH

1) Impurity A / [Tpumecs A

Not Detected

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

?) Impurity B / Ilpumecs B

BDL (Disregard Area 4064)

2) Not more than 0.2 % / He bonee 0,2 %

3) Impurity C / [Tpumecs C

Not Detected

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTCcTBYET TpeboBanusM H/J

3) Not more than 0.2 % / He bonee 0,2 %

Conclusion : APPROVED /
Zaxiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIposepero: | Onobpeno: Menemkep / Pykosoantenb
Pardeep Kumar _ } _ Himesh KWT ~— | Pawan Kumar
Print Date / Print Date / Print Date /
Hara: 31.10.2021 Hara: 31.10.2021 Jata: 31.10.2021

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maill@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

Or. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHANTU3A Tel : +91 98166 56001-02
Product : Nise gel R
Hpoayxr : Haii3®, renb juis napyxHoro npimeners 1% ;
Batch No / 1 V211128 Batch Quantity / : 22,624 units /
Cepust Ne O6bemM napTHu 22,624 ejuHuLL
Analytical Report No / : 890001550298 Date of Analysis / : 31.10.2021
Ananurnueckuii oruer Ne JaTta anaansa
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
Jata npon3BojcTBa I'onen 1o

[from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

Analysis performed according ND / Ananus nposenen mo HJI: [T N012824/02-100320 (amend Ne 1

4) Impurity D / ITpumecs D Not Detected 4) Not more than 0.2 % / e bonee 0,2 %
5) Impurity E / Tpumecs E Not Detected 5) Not more than 0.2 % / ue 6onee 0,2 %
6) Impurity F / ITpumecs F Not Detected 6) Not more than 0.2 % / ne 6onee 0,2 %
7) Highest individual Less than LOQ (0.1%) 7) Not more than 0.2 % / e bonee 0,2 %
unknown impurity /
Ennununas
HeuJIeHTHULIPOBaHHAs
IpUMECh
Less than LOQ
8) Total impurities / 8) Not more than 1.5 % / He 6onee 1,5 %
CyMMa npumeceit
6 | Microbial limits /
}MHKpO6IIOHOFquCKaﬂ ‘
[anucTOTA ‘
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g/
{/ Ob1ee 1ncio a3pobHbIX Menee 10 KOE/T EHe 6onee 100 KOE/r
IMHKPOOPraHU3MOB
[Total combined yeast and Less than 10 CFU/g/ Not more than 10 CFU/g/
molds count / Ob1iee yncno Menee 10 KOE/r He 6onee 10 KOE/r
IPOIKEBBIX U NIJIECHEBBIX
rpuboB
S.aureus Absent / OTcyTCTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
P.aeruginosa Absent / OteyTcTBYRT Should absent in 1 g/ OtcyTtcTBHe B 1r
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoxykT cootBeTcTByeT TpeboBaHuam HJY Zaxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoBneHo: P IIposepeno: —EBnobpero: Menemxep / PykosonuTeb
Pardeep Kumar . C—L— Himesh KM Pawan Kumar ,'?
Print Date / Print Date / Print Date /
Hara: 31.10.2021 Hata: 31.10.2021 Hara: 31.10.2021
REegistared Uilce: 8-2-337, Road N0, 3, Banjara Hills, Hyderabad - 500034, [elangana, India

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

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHATIU3A Tel : +91 98166 56001-02
Product : Nise gel i i
IIpoaykr Haita®, renb 1i1st Hapy»xHoro npumedHeHns 1% )
Batch No / : V211128 Batch Quantity / : 22,624 units /
Cepus Ne O6beM NApTHU 22,624 ennHUL
Analytical Report No / : 890001550298 Date of Analysis / : 31.10.2021
AHaJUTHYECKHIl oTUeT No JlaTa anajau3a
Date of Manufacture / : Sep-2021 Date of Expiry / : Aug-2023
JaTa npou3BOICTBA Tojen 10
Analysis performed according ND / Ananu3 nposenen no HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay / KonuuecTBeHHOE
onpezesneHne

Not less than 9.0 mg and not more than
11.0 mg of C13H12N2058 Nimesulide in
one gram of gel. /

o1 9,0 o 11,0 mr Ci3H12N2OsS
(Humecynnpa) B 1 r npenapara

10.48 mg/ 10.48 mr

Package / Ynakoska

50 g in a lam inated aluminum tube 20 g, 50 g or 100 g in a laminated
equipped  with  tamper-evident !aluminum tube equipped with
membrane. 1 tube and patient itamper«evi dent membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B 1y6y w3llo20r,50r wmm 100 r B TyOy U3
NaMHHUPOBAHHOTO ANOMUHUS, TaMUHHPOBAHHOTO aJIFOMUHUS,
cHabkeHHYIO  MeMOpaHol s cHaO)KeHHyr0 MeMOPaHO# JJ1sT KOHTPOJIs
KOHTPOJIsl epBOro BekpbiTHs. 1o 1 mepBoro BekpbiTys. ITo 1 TyGe B mayky
Ty6e B Tayky KapTOHHYIO C KapTOHHYIO C MHCTPYKIMEH 10
HHCTPYKLMEN MO IPUMEHEHHUIO NPHMEHEHHIO

7

Labeling / MapkupoBka

According to ND / B cooTsetcTBuu ¢ HJJ

10 | Storage conditions /

XpaHeHHe

At temperature below 25 °C. Do not freeze. / [Ipu Temnepatype He BoIwe 25 °C.
He 3aMOpaXHBAaTh.

11

Shelf life / Cpok rogsoctu

2 years / 2 roga

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

Hata: 31.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: IIpoBepeHo: |_Onobpeno: Menemkep / PykoBoaurenb
Pardeep Kumar <ﬂ Himesh Ku — < | Pawan Kumar L

Print Date / Print Date / Print Date /

Hata: 31.10.2021 Jarta: 31.10.2021
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