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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
Product Nise gel
IpoaykrT Haiiz®, rens aas Hapy)xHOro npumenenus 1% -
Batch No / : V220380 Batch Quantity / : 11406.000 units /
Cepus Ne Obvem maprun 11406.000 ennnuiy
Analytical Report No / : 040001595591 Date of Analysis / : 01.07.2022
AHaTHTHYECKHH oTueT No Jlata anannza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JaTta npousBoacTBa I'onen mo

Analysis performed according ND / Ananus nposegen mo HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uzm. Ne 1 ot 16.09.2020, mu3m. Ne 2 ot 13.01.2022)

Ne [ Test / Tokazatens

Result / Pe3ynabTaTsl

1 |Description / Onucanue

Homogenous transparent I@u

rejlb CBETJIO-)KEJITOTO LiBETA,
CBOOOIHBIN OT MMOCTOPOHHUX
YacTHLI.

iyellow gel, free from particulate
imatter / OXHOPOAHBIHA NPO3payHbIii

| Specification / Hopma

'Homogenous light yellow to yellow
transparent gel, free from particulate matter
/ O@HOPOIHBIM TpO3payHBld Tremp  OT
CBETJIO-KENTOrO  JI0 JKENTOro  LIBETa,
CBOOOJHBIHA OT MOCTOPOHHHUX YaCTHIL,

. Identification by HPLC /
[ToaIMHHOCTD

Complies as prescribed /
COOTBETCTBYET
TpeboBaHUAM

. The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation under assay /  Bpewms
iyuepxmBaHm{ OCHOBHOTO  MMKa  Ha
XpOMaTorpaMme UCTBITYEMOTO PacTBOpa
JIOIKHO COOTBETCTBOBATH BpEMEHH
VIepKHBAHNS THKa Ha XpoMaTorpaMmme
CTAHAapTHOTO  pacTBOpa  HUMeCyluIa

(pasnen «KonuuecTBeHHOE ONpeIeNeHUEN)

Weight of package content
Macca conepxMoro
YMaKOBKH

101 g/101r

'In according to Rus. Ph.Not less than
1100.0 g/ B cooTBeTCTBUU ¢ TpeGOBaHUAMH
I'® PO. He menee 100,0r

\

pH

53

| Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Hpumeuanne: [IpogykT coorseTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Kushal

Kumar
HonrOTOBneHW

Checked by / Naresh Kumar
IIpoBepeHo: Q
M
/

Approved by: Manager/Executive /Amit Kumar
Opnobpeno: Menemxep / Pykopogutens

2

Reprint Date /01.07.2022
Jara:

Reprint Date /01.07.2022
Hara:

Reprint Date /01.07.2022
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CEPTUD®UKAT AHATTU3A
Product : Nise gel
| Hpoaykr Haiis®, renb Ans HapykHOro npumenenns 1%
Batch No / : V220380 Batch Quantity / : 11406.000 units /
Cepus Ne O6bem naprun 11406.000 eannuLy
Analytical Report No / : 040001595591 Date of Analysis / : 01.07.2022
AHanuTnyeckuii oryer No JdaTa ananuza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
|laTa npousBoacTBa Togen mo

Analysis performed according ND / Anann3 nposegen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020, nam. Ne 2 ot 13.01.2022)

5 |Related substances /PoacTBeHHbIe MpuMecH

1) Impurity A / Ilpumecs A

2) Impurity B / [Ipumecs B

3) Impurity C / ITpumecs C
4) Impurity D / ITpumecs D
5) Impurity E / I1pumecs E
6) Impurity F / [Ipumecs F
7) Highest individual
unknown impurity /
EnunHuyvnas
HEeUAEHTUGHULUPOBaHHAS
IpHUMeECh

8) Total impurities /
Cymma npuMecei

Not Detected
Hwxe npenena obHapyxeHus

Less than LOQ (LOQ =0.04 %) / 2) Not more than 0.2 % / ge 6onee 0,2 Y%

Huxe npenena Konu4ecTBEHHOrO
onpenenenus (IIKO = 0.04 %)
Not detected / He oOHapyxeHa
Not detected / He obHapyxeHa
Not detected / He oOHapyeHa
Not detected / He oOHapyxeHa

Less than LOQ (LOQ =0.1 %)/

Hywxe npenena KonHYeCTBEHHOTO
onpegenenus (ITIKO = 0.1 %)

Less than LOQ / Huxe npenena [8) Not more than 1.5 % / He Gonee 1,5 %

KOJIMYECTBCHHOI'O OIIpEACIICHUS

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

3) Not more than 0.2 % / He Gonee 0,2 %
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 % / ue 6oiee 0,2 %

Remarks : The Product conforms to ND/
IIpumeyanne: [Iponykr cootBeTcTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Kushal
Kumar

~ N
ﬂOAFOTOBneHW/

Checked by / Naresh Kumar
II c )
poBepeHo @

4

g

Approved by: Manager/Executive /Amit Kumar
Opobpeno: Menemxkep / PykoBoauTens

Reprint Date /01.07.2022
[aTta:

Reprint Date /01.07.2022
Jara:

Reprint Date /01.07.2022
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTU3A
Product : Nise gel
IIpoaykT Haii3®, reiib Juist Hapy#kHOTO NpuMeHenns 1%
Batch No / : V220380 [Batch Quantity / : 11406.000 units /
Cepus Ne |O6bem napTuu 11406.000 eaunnu
Analytical Report No / : 040001595591 Date of Analysis / : 01.07.2022
ABajuTH4YecKuii oTyet Ne Jata aHanuza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
HaTa npousBoacTBa T'onen no

Analysis performed according ND / Ananus nposeaen mo HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne [ ot 16.09.2020, nsm. Ne 2 ot 13.01.2022)

6

Microbial limits /

Mukpobuonoruueckas
YUCTOTA

[Total aerobic microbial count
{/ Obuiee urcno a3poOHBIX
MHKPOOPTaHU3MOB

Total combined yeast and
molds count / Ob1ee yuco
[IPOMOKEBBIX Y IIIECHEBBIX
rpubor

S.aureus

P.aeruginosa

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

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

Absent / OTCyTCTBYET

Absent / OTCyTCTBYET

Assay / KonndecteenHoe
onpezeneHue

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

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

Should absent in 1 g/ OtcyTcTBHE B IT

Should absent in 1 g/ OtcytcrBue B 1r

10.25mg /10.25mr

Not less than 9.0 mg and not more than
11.0 mg of C3H2N>0sS Nimesulide in
jone gram of gel. /

oT 9.0 a0 | 1,0 MIr C|3H13N3055
(#umecyniaa) B 1 r npenapara

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Kushal

Kumar @J [TpoBepeHo: )
MoaroTtosneHP: ™ @(
> L

Checked by / Naresh Kumar

Approved by: Manager/Executive /Amit Kumar
Onobpeno: Menenxep / PykoBoautenb
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel
Hpoaykr : Haiiz®, renb nis HapyiHoro npumenenus 1%
Batch No / : V220380 Batch Quantity / : 11406.000 units /
Cepus Ne O0bem naptuu 11406.000 eaunny
Analytical Report No / : 040001595591 Date of Analysis / : 01.07.2022
AnaauTn4deckuii oTuert Ne JlaTta ananuza
Date of Manufacture / : Jun.2022 Date of Expiry / : May.2024
JlaTa mpou3BoACTBA I'onen o
Analysis performed according ND / Ananu3z nposenen mo HJI: ITN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

8  |Package / VnakoBka 100 g in a laminated aluminum 20 g, 50 g or 100 g in a laminated
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 leaflet in a carton. /
ITo 100 r B TGy U3 [To 20 r, 50 r unu 100 r B TyOy U3
TaMHUHHPOBAaHHOI'O ATIOMHUHHS, JAMHUHUPOBAHHOTO AJIOMHHHS,
CHabXeHHYIO MeMOpaHoii aJis (CHA0KEHHYIO MeMOpaHOH 7151 KOHTPOJIs
KOHTPOJIs1 nepBoro BCkpeITHs. 1o 1 mepeoro Bckpoitug. [lo 1 TyGe B nauky
TyOe B NayKy KapTOHHYIO ¢ KapTOHHYO ¢ UHCTpYKUUed mo
| [MHCTpYKIMEH Mo NpUMEHEHHIO [IpUMeHEeHUIO
9 |Labeling / Mapkuposka According to ND / B cootBercTmm ¢ HI
10 | Storage conditions / At temperature below 25 °C. Do not freeze. / [lpu TemnepaType He Bbiue 25 °C.
XpaHeH#e He 3amopaxuBaTh.
11 | Shelf life / Cpox rogHocTH [ years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanne: ITpoayxT cootBercTByeT Tpebopanusm HJT 3akmouenune: OJOBPEHO

Prepared by / Kushal Checked by / Naresh Kumar Approved by: Manager/Executive /Amit Kumar
Kumar ’“) [Tposepeno: - Onob6peno: Menemiep / Pykosoaurens
MoaroToBneHgr s 4 (J S \o—

Reprint Date /01.07.2022 | Reprint Date /01.07.2022 Reprint Date /01.07.2022

Hara: Jara: JHara:

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



