Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd,

®e
Dr.Reddy’s Qf’.‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANMU3A Distt. Solan, H.P,, 173 205, INDIA
Tal: Q1 02166 56001-02

Product  : Nise gel www.drreddys.com
IpoaykTr Haii3®, renp 55 Hapy)XHOro npumeHeHus 1%
Batch No / 1 V211343 Batch Quantity / : 22,667 units /
Cepust Ne Oo6bem mapTuu 22,667 eguHNY
Analytical Report No / : 890001559735 Date of Analysis / : 08.12.2021
AHaJHTHYECKHI oTyeT No JlaTa ananu3za
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JarTa npou3BoacTsa I'onen ao
Analysis performed according ND / Anaan3s nposenen mo H/l: T1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

|Ne |Test/Ilokazatens Result / Pesynbratsl Specification / Hopma

Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /  transparent gel, free from particulate matter
OpHoponublil npo3pauHblii rens | OQHOPOAHBIM NpO3pauHbli  renb OT
XKENTOro 1BeTa, CBOOOJHBIN OT  CBETNO-KENTOrO [0 JKENTOrO  LBETa,
TIOCTOPOHHHMX YaCTHLL. cBODO/HBIH OT OCTOPOHHHUX YACTHUII.

1 |Description / Onucanue

i3]

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
under assay / Bpems

OCHOBHOTO  THMKa  Ha|
XpOMATOTpaMMe HCIBITYEMOIO — PacTBODa!
JIOJDKHO COOTBETCTBOBATH BPEMEHH|
YAepKMBaHHs TNHMKa Ha XpoMmartorpamme
CTAHIAPTHOrO  pacTBOpa  HHUMeECYJHJA
(paznen «KonuuecTBEHHOE ONpeieNeHUEN)
In according to Rus. Ph.Not less than
50.0 g/ B cooTBeTcTBUM ¢ TpeOOBaHUSIMU
[® PD. He menee 50,0 r

Identification by HPLC/ Complies as prescribed /
IToAIMHHOCTD COOTBETCTBYET

| TpebOoBaHUAM

[ preparation
yIoepXXUBaHHsI

3 | Weight of package content 51g/Slr
Macca coaepaumMoro

yITaKOBKH

4 |pH ' 5.5 Between 4.6 and 6.0 / ot 4,6 710 6,0

5 | Related substances /PoacTBeHHbIe TpuMecH

1) Impurity A / Tlpumecs A Not Detected 1) Not more than 0.2 % / ne bonee 0,2 %
2) Impurity B / [Ipumecs B Not Detected 2) Not more than 0.2 % / He bonee 0,2 %
3) Impurity C / [Tpumecs C Not Detected 3) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep / PykosoauTens

Ankit /8 Himesh Kuma —= | Pavan Kumar Sharma ./, >
i = ;;,,u"-’”

Print Date / Print Date / Print Date /

Hata: 08.12.2021 Jata: 08.12.2021 Jarta: 08.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Product  : Nisc gel www.drreddys.com
IpoaykT Haii3s®, resp ans HapyXHoOro nprmeHeHus 1%

Batch No / : V211343 Batch Quantity / : 22,667 units /
Cepusi Ne O6bem naptTuu 22,667 envHUL
Analytical Report No / : 890001559735 Date of Analysis / : 08.12.2021
AHaIHUTHYeCKHI oTueT No JlaTa ananu3za

Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2023
Jara npou3BoJcTBA I'ogen no

Analysis performed according ND / Anann3 nposenen no H/[: ITN012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m. Ne 1 ot 16.09.2020)

4) Impurity D / [Ipumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunuunas
HeuJieHTUHHIMPOBaHHAs
MIPUMECH

8) Total impurities /
CyMMa npumeceit

Not Detected

Not Detected

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

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

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

6 Microbial limits /

Muxpobuonoruueckas
YHCTOTA

Total aerobic microbial count
O61uee yuciio adspobHBIX
MUKPOOPTraHU3MOB

Total combined yeast and
molds count / Ob6I11iee yncio
IPOOKEBBIX U MIIECHEBBIX
rpuboB

S.aureus

|P.aeruginosa

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

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

Absent / OTcyTCTBYET

Absent / OTCYyTCTBYET

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

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

|Should absent in 1 g/ OrcyTcTBHE B IT

Should absent in 1 g/ OrcyTcTBHE B IT

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykt cooTBeTCcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: IIposepeHo: Onobpeno: Meremxep / Pykosonurens
Ankit @ Himesh I\%A\’F | Pavan Kumar Sharma -, .——

. = .//_’-'
Print Date / Print Date / Print Date / £
Jara: 08.12.2021 Hara: 08.12.2021 Hara: 08.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com

8) Not more than 1.5 % / ne 6onee 1,5 %
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUD®UKAT AHAITU3A Distt. Solan, H.P,, 173 205, INDIA
Tel:49108166-56001-02

Product Nise gel www.drreddys.com
IIpoayxTr Haiiz®, renb i Hapy>KHOro npuMeHenns 1%
Batch No / 1 V211343 Batch Quantity / : 22,667 units /
Cepus Ne O6beM napTuu 22,667 ennnily
Analytical Report No / : 890001559735 Date of Analysis / : 08.12.2021
Ananuruyecknii oTyer Ne Jara aHaausza
Date of Manufacture / : Nov-2021 Date of Expiry / : Oct-2023
JlaTa npon3BOJACTBA T'open oo
Analysis performed according ND / Anaymu3 nposeaen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

7 | Assay / KonudecTseHHOE ‘ 10.16mg/ 10.16 mr 'Not less than 9.0 mg and not more than
OnpeneseHUe 11.0 mg of C13H12N2058 Nimesulide in
one gram of gel. /
01 9,0 o 11,0 Mr C;3H;2N>OsS
(numecynuaa) B | r npenapara
|8 |Package / Ynakoeka 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 tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
Ilo 50 r B 1y6y w3llo20r,50r umm 100 r B TyOy U3
NaMUHIIPOBAHHOIO ANOMMHHMSI, TAMHHUPOBAHHOTO aJIOMUHNA,
cHaDKeHHYI0 ~ MeMOpaHOW IS CHaOMKeHHYI0 MeMOpaHOH Ui KOHTPOJIS
KOHTPOJIs IEPBOrO BCKPBITHA. 10 1/NepBoro BCKphITHS. ITo 1 Ty6e B mauxky
[ tTy0e B Mauky KapTOHHYIO C KapTOHHYIO C HHCTPYKLHEH no
(- MHCTPYKUME(i 10 NPHMEHEHHIO MPHMEHEHHIO
9 | Labeling / MapxupoBka According to ND / B cooterctsuu ¢ HJ]
|10 | Storage conditions / ‘At temperature below 25 °C. Do not freeze. / IIpu TemnepaType He BoIIIE 25 °C.
[ XpaHeHHe He 3amopaXuBaTh.
|
111 |Shelflife / Cpok rogHoctn {2 years /2 rona
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT coorBeTcTBYET Tpebosanusam HJL 3akaouenue: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTroBneHo: IIpoBepeHo: Opnobpeno: Menemxep / Pvmaomneﬂb
Ankit ('3 Himesh Kus = Pavan Kumar Sharma | .
Print Date / Print Date / Print Date /
Jata: 08.12.2021 Jara: 08.12.2021 Jlarta: 08.12.2021
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