Dr.Reddy’s Q‘g.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHATIN3A
Product : Nise gel
ITpoaykr Haii3®, renp /A8 HAPY/KHOrO npuMeneHna 1%
Batch No / : V220066 Batch Quantity / : 22,725 units /
Cepust Ne O0beM napTHu 22,725 eqnuull
Analytical Report No / : 890001572263 Date of Analysis / : 05.02.2022
AHaauTH4YecKHuit oryer No JaTa anaiau3za
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JlaTa npou3BOACTBA T'onen g0
Analysis performed according ND / Anajn3 nposeaeH 1o HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020 / nam. Ne 1 ot 16.09.2020)

No | Test / IlokazaTens

Result / PeaynbTatsl

Specification / Hopma

1 | Description / Onucanue

NOCTOPOHHUX YACTHL.

Homogenous transparent yellow gel Homogenous light yellow to yellow
free from particulate matter /
OnHOpOAHbIH NPO3payHbIi refb  /
JKEJITOro LBETa, CBOOOHBINA OT

transparent gel, free from particulate matter
OnoponHbi  Tpo3pavHblii  relb  OT
CBET/IO-KEJITOr0  JO  JKEJTOrO  UBETa,
cBOOOAHBIIT OT TOCTOPOHHUX YACTHLL.

Identification by HPLC /
[TonnuHHOCTE

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUIM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay / Bpewms
VIEepKHBAHHS ~ OCHOBHOrO  MHKa  Ha
XpOMaTorpaMMe  HCIBITYEMOrO  PacTeopa
JIOJKHO COOTBETCTBOBaTh BpeMEHH
yIepKHBAHNA TMKa Ha XpoMarorpamme
CTAHIAPTHOTO  pacTBOpa  HHMECyanja
(paznen «KonMueCTBEHHOE ONpPEACHeHIEY) |

3 | Weight of package content
Macca conepXxnuMoro
yIIaKOBKHU

51g/Slr

In according to Rus. Ph..Not less than
50.0 g / B coorBeTcTBUH C TpeGOBaHMIMH
['® PO. He meree 50,01

pH

5.5

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoayxr COOTBeTCTByeT tpebosannam HJ

Conclusion : APPROVED /
3axnaouenne: OJJOBPEHO

Prepared by / /\/ | Checked by / Approved by: Manager/Executive /
[TonrotoBineHo: £ ITposepeHo: Onobpeno: Menemxep / Py gsomwenb
Nitish Thakur Anil Kumar Q\A Pavan Kumar Sharma (,-;-T‘. .
Print Date / Print Date / Print Date /

Hara: 05.02.2022 Hara: 05.02.2022 Jara: 05.02.2022

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: L85195AP1984PLC0O04507

www.drreddys.com
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CEPTUDPUKAT AHAJTU3A
Product : Nise gel
Ilpoaykr Haii3®, renb s Hapy:#cHoOro npumererns 1%
Batch No / 1 V220066 Batch Quantity / : 22,725 units /
Cepusi N Obbem napTun 22,725 eauHuly
Analytical Report No / : 890001572263 Date of Analysis / : 05.02.2022
AHaJluTHYEeCKHI oTueT Ne Jarta anannza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
HaTa npousBoacTea T'opgen no
Analysis performed according ND / Ananu3s nposenen no H/I: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020)

5

Related substances /PojcTBeHHbIe TpUMeCH

1) Impurity A / [Ipumecs A

Less than LOQ (0.06%)

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

2) Impurity B / [Tpumecs B

Less than LOQ (0.04%)

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

3) Impurity C / [Tpumecs C

Not Detected

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

4) Impurity D / [Ipumecs D

5) Impurity E / I[Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunnynas
HeUJeHTUPULpOBaHHAS
IIpUMech

8) Total impurities /
CyMMa npuMeceit

Less than LOQ (0.06%)

Less than LOQ (0.07%)

Not Detected

Less than LOQ (0.1%)

Less than LOQ

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT coorBercTByeT TpeboBanusm HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
INoprorosneno: .
Nitish Thakur .5

Checked by /
Iposepeno:
Anil Kumar f \ ~)

—

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pyxkopoaures
Pavan Kumar Sharma - Pf-_;-?

Print Date /
Jlara: 05.02.2022

Print Date /
Jata: 05.02.2022

Print Date /
Jara: 05.02.2022
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CEPTUDPUKAT AHANTN3A
Product : Nise gel
Iponykr Haiis®, rens ans napyxHoro npuMmenenus 1%
Batch No/ 1 V220066 Batch Quantity / : 22,725 units /
Cepus Ne Oodbem mapTun 22,725 enuHulg
Analytical Report No / : 890001572263 Date of Analysis / : 05.02.2022
AHanuTH4yeckuii oTuer Ne JlaTa ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JaTta npousBojacTBa I"onen o
Analysis performed according ND / Ananan3s nposeaen mo HJI: I1N012824/02-100320 (amend Ne 1
from 16.09.2020 / uam. Ne 1 ot 16.09.2020)

{6 |[Microbial limits /
Mukpobronornyeckas
YHCTOTA
Total aerobic microbial count Less than 10 CFU/g/ Not more than 100 CFU/g/
Obmee 4uca0 aspoGHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPTaHH3MOB |
Total combined yeast and Less than 10 CFU/g/ ot more than 10 CFU/g/
molds count / Ob11ee yucio Menee 10 KOE/r e 6onee 10 KOE/r
IPOACKEBBIX U MIIECHEBBIX
rpuboB
S.aureus Absent / OTcyTcTBYET Should absent in 1 g/ OrcyrcTsue B Ir
P.aeruginosa Absent / OTcyTcTBYET Should absent in 1 g/ OtcyTcTBHE B 1T
7 | Assay / KonnuecTBeHHOE 10.15mg/ 10.15 mr Not less than 9.0 mg and not more than
omnpeaeneHue 11.0 mg of C13H12N205S Nimesulide in
one gram of gel. /
oT 9,0 pi(e] 11,0 MrI CuszNzOsS
(numecynupa) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumevanne: [IpoaykT cootBeTcTBYET TpeGoBanusM HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / .
IMoprotoBneno:
Nitish Thakur -~

_|-Checked by /
~ | ITpoBepeHo:
Anil Kumar p \ st

Approved by: Manager/Executive /
Onobpeno: Menezxep / PykopoanTens
Pavan Kumar Sharma —:;

Print Date /

Print Date /

Hara: 05.02.2022

Hara: 05.02.2022

Print Date /
Jara: 05.02.2022
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CEPTUDUKAT AHANTU3A
Product  : Nise gel
{Ipoaykr : Haiiz®, reas ans HAPYIKHOrO npuMeHenus 1%
Batch No / : V220066 Batch Quantity / : 22,725 units /
Cepus No O0bem napruum 22,725 enuuny
Analytical Report No / : 890001572263 Date of Analysis / : 05.02.2022
Ananutuyecknii oruer Ne Jara ananuza
Date of Manufacture / : Jan-2022 Date of Expiry / : Dec-2023
JdaTa nponssoscrea TI'open no
Analysis performed according ND / Anaaus nposenen no HA: [IN012824/02-100320 (amend Ne 1
from 16.09.2020 / u3m. Ne 1 ot 16.09.2020) |
8  [Package / Ynakoska | 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 tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /

o 50 r B 196y w3020 r, 50 r umm 100 r B Ty6y U3
TaMHHHPOBAHHOIO AIIOMHHHS, JIAMMHHPOBAaHHOTO aJIOMHHUS,

‘ CHAOKEHHYI0O  MeMOpaHOH s CHaDIEHHYI0 MEMOPAHOMN s KOHTPOJIS

KOHTpOA nepBoro Bekpblths. [To 1 nepsoro Bekpeitust. o 1 Ty6€e B mauky
Tybe B Tauky KapTOHHYIO c KapTOHHYIO C MHCTPYKIMEH 110
- - A‘EIHEE_}_»KLUI@H 110 NPHMEHEHHIO NPUMEHEHUIO ]
9 |Labcling / Mapkuposka According to ND / B cootsetctBun ¢ HJJ
‘TO Storage conditions /| [Ay temperature below 25 °C. Do not freeze. / ITpu TeMneparype He Bblie 25 °C.
‘ Xpanenie He 3amopasxuBaTs.
— | _— —
,LT Shelf life / Cpok ronHoctn P years /2 roga — |
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
| Hpumeuanue: [poaykr CoOTBETCTBYET TpeboBanusiv HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxgrorosneHo: - — | Ilpogepeno: OnoGpeno: Menemkep / Pyrosomutens
Nitish Thakur <~ Anil Kumar @J“ Pavan Kumar Sharma 2 {“;’}"H
i e
Print Date / Print Date / Print Date / =
Hara: 05.02.2022 Mara: 05.02.2022 Jara: 05.02.2022
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