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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTTU3A
Product : Nise gel
IMpoaykr : Haiiz®, reap ans HapyxHoro npimereHis 1%
Batch No / : V230181 Batch Quantity / : 24000.00units /
Cepus Ne OdbemM mapTuu 24000.00 earHUL
Analytical Report No / : 040001784573 Date of Analysis / : 10.03.2023
Anagurnuecknii ordyer No JlaTa aHanu3a
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npou3BOACTBA T'open no
Analysis performed according ND / Anasms nposeaer no HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

Ne | Test/ Ilokasatenpb Result / PezynbTaTh! Specification / HopI\ga— |
1 Description / Onucanue Homogenous transparent light ~ Homogenous light yellow to yellow
yellow gel free from particulate transparent gel, free from particulate matter
matter./ ORHOPOHBIH TTpo3pauHbiil / OnNHOpPOAHBI MpPO3pauHbIii  reab  OT
resib CBETIO-KENTOrO LIBETA,  CBETJIO-KEATONO O  JKENTOrO  LIBEeTa,
CBOOOHBIN OT MOCTOPOHHUX ~ CBOOOAHBIH OT MOCTOPOHHHUX YACTHL,
_ - - YJACTHLL.
2 Identification by HPLC / Complies as prescribed / - The retention time of the major peak in the
[ToaMHHOCTD CoorsercTBYeT TpeOOBAHUSM chromatogram of the sample preparation
corresponds to that in the standard
| 1preparation under assay / Bpems
: yNepXUBAaHWS ~ OCHOBHOTO  MHKAa  Ha
XpoMaTorpaMme HCIIBITYEMOTO — pacTBOpa
JIOJIKHO COOTBETCTBOBATh BpEMEHU
yAep>KUBaHHs TIMKA Ha XpoMarorpamme
CTAaHAAapTHOTO  pacTBOpa  HUMECYJIHAA
- (paznen «Konn4yecTBEHHOE ONPEAENCHHE) |
3 Weight of package content 51g/5lr ‘In according to Rus. Ph.Not less than
Macca conep>kHUMoro 50.0 g / B cootBeTcTBUM € TPeOOBAHUAMU
yNaKOBKU 1I"® P®. He menee 50,0 r
4 pH 57 Between 4.6 and 6.0 / ot 4,6 10 6,0
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
INpumeyanue: IIpoaykT coorBeTcTBYET Tpebobanuam HJI 3akmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: Naresél{umar [Iposepeto: Pardeep Kumar Onobpeno: Menemkep / PykoBoaurens
- Manoj Kumar 3
E L= o
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.03.2023 Hara: 10.03.2023 JHata: 10.03.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L8S195AP19R4PLCONASNT
www.drreddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 172 205, INDIA
Tel : +91 28166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A
Product : Nise gel
IIpoaykTt Haii3®, renb 15 Hapy>KHOro npuMeHeHus 1%
Batch No / : V230181 Batch Quantity / : 24000.00units /
Cepusi Ne Ob6beM mapTum 24000.00 enuHuL
Analytical Report No / : 040001784573 Date of Analysis / : 10.03.2023
AHaanTHyeckuii oruer No Jara ananuza
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JaTa npousBoacTBa T'opgen no

Analysis performed according ND / Ananus npopeaen mo HJI: [1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, 13m. Ne 2 ot 13.01.2022)

5

Related substances /PojicTBeHHbIE MPUMECH

1) Impurity A / Ilpumech A

Not detected / He oOHapy»xeHa

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

2) Impurity B / [Ipumecs B

Less Than LOQ (LOQ = 0.04 %) /
Hwxe npenena KoIMUecTBEHHOTO
onpenenenus (ITKO = 0.04 %)

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

3) Impurity C / [Tpumecs C

Less Than LOQ (LOQ = 0.04 %) /
Hwxe npenena KOMUYECTBEHHOrO
onpenenenus (ITKO = 0.04 %)

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

4) Impurity D / Ilpumecs D

Below LOD (LOD = 0.02%) /
Huxe npenena obHapyxeHus
(ITO = 0.02%)

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

5) Impurity E / Ilpamecs E
6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Eannnynas
HeuJICH TH(UUUPOBAHHAS
IpPUMECh

8) Total impurities /

CyMMa npumeceit

0.11%
0.15%

Below BDL (BDL Area 4162) /
Huxe nopora peructpanuu (ITP
4162)

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

7) Not more than 0.2 % / He Oonee 0,2 %

0.3%

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

Remarks : The Product conforms

to ND/

Ipumeuanne: [1ponykr coorsercrsyer Tpedoranusm HIT

Conclusion : APPROVED /
3axmwoyenue: OJOBPEHO

Prepared by /
IToarotrosneHo: Naresh Kumar

i

——

Checked by /
ITpoBepeno: Pardeep Kumar

’

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKoBOAHTENE
Mauoj Kuar A D (e

Reprint Date /
Jara: 10.03.2023

Reprint Date /
Hara: 10.03.2023

Reprint Date /
Jara: 10.03.2023
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTN3A
Product  : Nise gel
Mpoayxr : Haiis®, renp 1ns napyxHoro npumeHenns 1%
Batch No / 1 V230181 Batch Quantity / : 24000.00units /
Cepus Ne O0bem napruu 24000.00 enuHuUL
Analytical Report No / : 040001784573 Date of Analysis / : 10.03.2023
AHanuTHYeCKHH oTyer No JaTa ananusa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
JlaTa npoun3BoacTBa I'open a0
Analysis performed according ND / Anann3s nposenen no HJ/I: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 o1 16.09.2020, uzm. Ne 2 ot 13.01.2022)

6 Microbial limits /
Mukpobuonorudeckas
[ancToTa
Total aerobic microbial count Less than 10 CFU/g / §
/ Obuiee YMCIIo a3poOHBIX Menee 10 KOE/r INot more than 100 CFU/g/
MHWKPOOPraHU3MOB IHe 6onee 100 KOE/r |
Total combined yeast and Less than 10 CFU/g/ |
molds count / O61ee uncio Menee 10 KOE/r Not more than 10 CFU/g/
| IPOACKEBBIX U MJIECHEBBIX He 6onee 10 KOE/r '
rpHudoB
S.aureus Absent / OtcyTcTBYET Should absent in 1 g/ OtcyTcTBUE B 1T
[P.acruginosa Absent / OTCyTCTBYET Should absent in 1 g/ OtcyTcTBUE B IT
7 Assay / KonuuecTBeHHOe 10.14 mg/10.14 mr ‘Not less than 9.0 mg and not more than
orpeneieHne 11.0 mg of C13H;2N>0OsS Nimesulide in
one gram of gel. /
10T 9,0 1o 11,0 Mr C13H12N2OsS
(uumecynuaa) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpnmeganne: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJ 3akmaoyenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Naresh Kumar | [Iposepeno: Pardeep Kumar Opnobpeno: Mernemxep / PykoBognTens
é( i Manoj Kumar @Lﬁ'ﬁ
= =
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.03.2023 Hara: 10.03.2023 Hara: 10.03.2023
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CEPTUDUKAT AHAJTIU3A
Product : Nise gel
IlpoaykTt Haii3®, renb g HapyxHoro npumMerenns 1%
Batch No / 1 V230181 Batch Quantity / : 24000.00units /
Cepus Ne O6bem napTun 24000.00 ennHuy
Analytical Report No / : 040001784573 Date of Analysis / : 10.03.2023
AnanantHdeckuii oTuer No JaTta anajnsa
Date of Manufacture / : Feb.2023 Date of Expiry / : Jan.2025
Jarta npou3BoACTBA T'ogen no

Analysis performed according ND / Ananu3 nposenen no HJ/I: I1N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, 113m. Ne 2 o1 13.01.2022)

8 | Package / YnakoBka 50 g in a laminated 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. / '
ITo 50 r B TyOy u3 [To 20 1, 50 r unu 100 r B TYOY U3
AMITHHPOBAHHOIO ANOMHUHHS, JTAMMHUPOBAHHOTO aNtOMUHHUS,
cHabzkeHHYI0 MeMOpaHoil ans icHabXKeHHYIO MeMDOpaHOH AJsl KOHTPOJIS
KOHTpOJs mepBoro BekphiThs. 1o 1 mepeoro Bekpeitys. I1o 1 Tybe B mauky
TyGe B a4uKy KapTOHHYIO C KapTOHHYIO C WHCTpYKUMCl o |
HHCTPYKUWEN M0 IPUMEHEHHIO IPUMEHEHHIO |

9 Labeling / Mapkuposka According to ND / B cootreetcTBuu ¢ H/J |

S |

10 Storage conditions / At temperature below 25 °C. Do not freeze. / I1pu remnepatype He Boiwue 25 °C. '

XpaHeHue He 3amopaxuBaTh. J
11 Shelf life / Cpok rognoctd 2 years / 2 roga - o ;

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykt coorseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Naresh Kumar | IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoguTenb
N _ Manoj Kumar a ) L f _
-—
Reprint Date / Reprint Date / Reprint Date /

JHara: 10.03.2023

Hara: 10.03.2023

Hara: 10.03.2023
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