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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A
Product : Nise gel
IIpoaykr Haiis®, rens ans HapyxHoro npuMenenus 1%
Batch No / : V210606 Batch Quantity / : 11457 SU units /
Cepus Ne O6beM naprun 11457 SU eaunun
Analytical Report No / : 890001533007 Date of Analysis / : 09.07.2021
AHaJUTHYeCKHI oT4YeT No Jarta anaaunza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
Jata npou3BoaCcTBA I'onen 10
Analysis performed according ND / Anann3 nposeaen mo HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020 / uzm. Ne 1 ot 16.09.2020)

Ne |Test / TTokasarens

Result / PesynbTathl

| Specification / Hopma

1 Description / Onucanue

4aCTHII.

Homogenous transparent light
yellow gel free from particulate
wialler / OpHupusHbd pU3paUHbId
e/l CBETIO-IKENTOrO IBeTa,
CBOBOIHBII OT MOCTOPOHHUX

|Homogenous light yellow to yellow
transparent gel, ree [rom particulale maller
/' OUHOPUAHBIA  UPO3PAUHBIM  1euL o1
[CNCTITO CITOTO o WCOTOTO nneTa,

| - =
CBODOIHBIA OT NOCTUPUHHAX Hac i,

2 |Identification by HPLC /
[looMMHHOCTE
|

Complies as prescribed /
CoOTBETCTBYET
TpeboBaHUsIM

' The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay /  Bpewms
YOEpXKMBAaHHUS ~ OCHOBHOTO  IHKa  Ha
XPAMATATPAMME  HOTIRITYEMAOTN  PAGTRAPA
|ﬁlom{mo COOTBETCTBOBATh BpEMEHHU
YIepXKUBaHUsI MHKA Ha XpOMAaTorpamme
CTAaHJapTHOTO  pacTBOpa  HEMECYIHIA
(paznen «KonuyecTBEHHOE onpeaeNeHue)

3 | Weight of package content
IVlacca coaep:KHMOoro
yNIaKOBKU

101g/101r

In according to Rus. Ph..Not less than
100.U g/ B cootBcTeTBHE © TPpCOOBAHHAMH
' PO. He menee 100,0r

4 pH

5.6

Between 4.6 and 6.0/ ot 4,6 n0 6,0

5 | Related substances /PoacTBeHHBIE pUMECH

1) Impurity A / IIpuMecn A Not Dcteeted
?) Impurity B / IIpumecs B Less than LOQ (0.04%))
3) Impurity C / IIpumecs C Not Detected
4) Impurity D / Ilpumecs D Not Detected
5) Impurity E / Ipumecs E Not Detected

1) Not more than 0.2 % / He 6onee 0,2 %
2) Not more than 0.2 % / e 6onee 0,2 %
3) Not more than 0.2 % / e 6onee 0,2 %
4) Not more than 0.2 % / ae Oonee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeGoBaHusIM H]T

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Naresh Kumar

IloarorosieHo: @‘Y/

ITposepeno: OL,,_

"

Checked by / Pardeep Kumar Approved by: Manager/Exgeutive / Pawan

Kumar %.____

Onobpeno: Menemxkep / PykoBoauTensb

Hara:

Print Date /09.07.2021

Print Date /09.07.2021
Jara:

Print Date /09.07.2021
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




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANTUIA
Product @ Mise pel
HpogykT Haiis®, renib /11 HapyKHOro NpuMeHeHN 1%
Batch No / : V210606 Batch Quantity / : 11457 SU units /
Cepus Ne Ofmem napTau 11457 STT epvwun
Analytical Report No / : 890001533007 Date of Analysis / : 09.07.2021
AHaJuTHYeCKHH oT4eT Ne Jara aHanu3a
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npom3BoacTBa I'open xo
Analysis performed according ND / Apains uposened uo HI: TTN012824/02-100320 (amend No 1
from 16,09,2020 / u3m, Ne 1 o1 16.09.2020)

6) Impurity F / Ilpumecs F
7) Higliest individual
unknown impurity /
Ennauunas
HEeHJeHTUULIUPOBaHHAS
pUMech

8) Total impurities /
CymmMma npumeceii

Not detected

Less than LOQ (0.1%)

Less than LOQ

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

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

6 Microbial limits /

Mukpobuonornyeckas

YHCTOTA

Tatal nerahie microhial count
O61iee YyuCyIo aspobHbIX

MUKPOOPTraHH3MOB

Total combined yeast and

molds count / Obiee uncio

IPOMOKERBIX U IUIECHEBBIX

rpuboB

S.aureus

P.aeruginosa

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

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

Absent in 1 g/ OtcyrcTByeT B Ir

Absent in 1 g/ OrcyTcTBYyeT B 1

[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/ OtcyTcTBHE B 1

Should absent in 1 g/ OrcyTcTBHE B 1T

7 | Assay / KomuuectBeHHOE
ornpeeneHne

10.26 mg / 10.26 mMr

' Not less than 9.0 mg and not more than
11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /

OoT 9,0 oo 11,0 Mmr C13H12N2058
(auMecynuaa) B 1 r nmpenapara

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpoaykr coorBercTByeT Tpebosanuam HJT

Conclusion : APPROVED /
3axmwouenune: OJJOBPEHO

Prepared by / Naresh Kumar
[Toarorosineno: @(/

Checked by / Pardeep Kumar

IIpogepeHo: Qf_,/

P

Approved by: Manager/Executive / Pawan
Kumar _
Onobpeno: Menenxep / Pyrosoauteiis

Print Date /09.07.2021
Jara:

Print Date /09.07.2021 Print

Jara:

Date /09.07.2021

Jara:
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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJTU3A
Product : Nise gel
IIpoayxT Haiiz®, renpb ais HapyxHOro npumenenus 1%
Batch No / : V210606 Batch Quantity / : 11457 SU units /
Cepusa Ne O0vem mapruu 11457 SU enunun
Analytical Report No / : 890001533007 Date of Analysis / : 09.07.2021
AHajuTtH4Yeckuii oTueT Ne Jara ananausa
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
HMarTa npousBoacTBa I'ogen no
Analysis performed according ND / Ananu3 nposeaen o HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020 / n3m, Ne 1 ot 16,09,2020)

0 |Package/ Ymaonxa 100 g iut a lawivated alwninui 20 g, 30 g vt 100 g iu 4 lantdnaied
tube 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 Jeaflet in a carton. /
ITo 100 r B Tyby u3 [Jo 20 r, 50 r wiu 100 r B TYyOY U3
NMaMUHHPOBAHHOTO ATIOMHUHUS, NTaMHHMPOBAHHOTO AJIFOMUHUS,
CHaOXXEHHYIO MeMOpaHoii juis CHaGKEHHYIO MeMOPAHOI [T KOHTPOJISI
KOHTpOIIA I1epBOro BCKphITHS. 1o 1 ‘nepBoro BekphITHs. I1o 1 Ty6e B nauky
Ty0e B ayKy KapTOHHYIO C IKAPTOHHYIO C UHCTPYKIMEH 10
WHCTPYKLMEH 10 NPUMEHEHHIO pUMEHEHHIO

9 | Labeling / MapkupoBka According to ND / B cootserctBum ¢ HJJ

10 | Storage conditions / At temperature below 25 °C. Do not freeze. / TIpu TeMneparype e Bbiue 25 °C,

XpaHeHue He 3aMopaxxuBaTh.
111 | Shelflife / Cpok ronHocts 1 years / 2 roxa

Remarks : The Product conforms to ND/
Ilpumeuanne: IlpoaykT cootBeTcTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar

Ilposepeno:
IToaroroBneHo: @ a‘ﬁ,__

/ Pawan
Kumar S—

Approved by: Manager/Executi
Onobpeno: Menemxep / Pyml:al’fmenb

Print Date /09.07.2021 Print Date /09.07.2021
Jara: Jara:

Print Date /09.07.2021
Jara:
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