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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTN3A
Product Nise gel
IIpoayKT Haii3®, renb Ans Hapy:KHOTO npliMeHedns 1%
Batch No / : V220949 Batch Quantity / : 11432.000 units /
|Cepusn Ne O6bemM NapTuu 11432.000 eanuug,
Analytical Report No / : 040001691417 Date of Analysis / : 24.11.2022
AHanMTHYeCKHii 0TueT No JiaTa asaausa
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npon3BojacTBA I"ogen g0
Analysis performed according ND / Anasns npoesen no HJI: ITTN012824/02-100320 (amend Ne |
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, u3m. Ne 2 o1 13.01.2022

' No | Test / TlokazaTtenb

Identification by HPLC /
[TonTMHHOCTh

0|

1 | Description / Onucanue '

Result / Pe3ynbratsl

Specification / Hopma

Homogenous transparent light

Homogenous light yellow to yellov_

yellow gel, free from particulate itransparent gel, free from particulate matter

matter / OHOpPOAHBIH Mpo3pauHblii /  ONHOPOAHBIA  Npo3patHbiK

reJib CBETIIO-KENITOTO [IBETA,
cBOOOIHLIN OT MOCTOPOHHUX
YacTHLI.

reib OT
CBETJIO-KENTOr0 A0 JKENTOrO  LBETA,
cBOGOAHBIM OT NOCTOPOHHUX YAaCTHLI.

Complies as prescribed /
CooTBeTCTBYET TPeOOBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under assay /  DBpewms
YIEp)KUBaHHS ~ OCHOBHOIO  MMHKa  Ha
XpOMATOrpaMMe ~ HCTIBITYEMOrO  pacTBOpa
lmonHO COOTBETCTBOBATD BpPEMEHH
\yAep)KHBaHUs NHMKAa Ha XPOMATOrpaMme
CTaHOAPTHOrO  pacTBOpa  HMMeCYania
(paznen «KoiM4eCTBEHHOE OMpeieieHHe»)

In according to Rus. Ph.Not less than

3 | Weight of package content 101 g/101r
Macca coaepK1MMoro 100.0 g / B coviseicisan v 1pcbusannsmu
yIIaKOBKH [® PD. He menee 100,0T

4 |pH [ 55 ‘Between 4.6 and 6.0 / o1 4,6 110 6,0

Prepared by /
IToarorosneno: Ankaj Verma

Remarks : The Product conforms to ND/
| IIpumeuanue: [IpoyKT COOTBETCTBYET tpeboBanuam HJ|

Conclusion : APPROVED /
3axaouyenue: OJOBPEHO

Checked by /
[TporepeHo: Nare@ Kumar

Approved by: Manager/Executive / 1_; (
Onobpeno: Menemxep / PykoBoaures & _’_*___'-f_t_':,.
Manoj Kumar

Reprint Date /24.11.2022
JlaTa:

Reprint Date /24.11.2022
Hara:

Reprint Date /24.11.2022
Hara:
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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

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATNTU3A
Product : Nise gel
TTpoayxr Haii3®, rens a5 Hapys#cHOro npuMencHus 1%
Batch No / 1 V220949 Batch Quantity / : 11432.000 units /
Cepus Ne O6bemM mapTHi 11432.000 eguHny
Analytical Report No / : 040001691417 Date of Analysis / : 24.11.2022
AHanuTHuecKuii oTdyer Ne JlaTa anaju3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa npon3BOACTBA Tonen oo
Analysis performed according ND / Ananu3 nposeten no HJI: 11 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

5 Related substances /PoACTBEHHbIE TPUMECH

1) Impurity A / ITpumecs A

2) Impurity B / Ilpumecs B
[ 3) Impurity C / I1pumecs C

4) Impurity D / Ilpumecs D

5) Impurity E / [lpumecs E

6) Impurity F / IIpumecs F
7) Highest individual
unknown impurity /
Counnpanas
nepacTdHIEpoDAInIasn
puMech

8) Total impurities /
CymMma nmpuMecei

Not Detected
Huxe npenena oOHapyKeHHs

0.05 %
Not Detected

Huxe npegena obHapyXKeHNs
Less than LOQ (LOQ = 0.06 %) /
Hinxe npejena KOTH4IeCTBEHHOIO

onpenenenns (IIKO = 0.06 %)
Less than LOQ (LOQ = 0.07 %) /
Hixe npefenia KONUYECTBEHHOTO

onpenenenns (ITKO = 0.07%)

Not detected / He obHapyxeHa

0.12%

0.2%

1) Not more than 0.2 % / ne bonee 0,2 %

2) Not more than 0.2 % / He 60nee 0,2 %

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

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykT cooTeTcTBYeT Tpedosanusym HIT

Conclusion : APPROVED /
3akawaenue: OJJOBPEHO

Prepared by /
INoarorosnexo: Ani_gaj Verma

Checked by /
[TposepeHo: Nar&ih Kumar

Approved by: Manager/Executive /
OnoGpeno: Meremxep / PykoBoautens
Manoj Kumar

Reprint Date /24.11.2022
Jara:

Reprint Date /24.11.2022
Hata:

Reprint Date /24.11.2022
Hara:
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Formulation Unit-6

Vill. Khol, Nafagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHANTNU3A
Product Nise gel
IIpoayxTt Haiiz®, resib nd Hapy»KHOro npHMeHeHus 1%
Batch No / 1 V220949 Batch Quantity / : 11432.000 units /
Cepus No O0vem maprun 11432.000 eqrHuL
Analytical Report No / : 040001691417 Date of Analysis / 1 24.11.2022
AHAJINTHYECKHIH oT4eT Ne JlaTa aHanu3a
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
JlaTa mpou3BoaAcTBa B I'ogen no
Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / n3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

[Microbial limits /

Mukpobuoornueckas
gucToTa

Total aerobic microbial count
/ Ob1iee 9ncio a3podbHbIX
MHKPOOPraHHU3MOB

Total combined yeast and
imolds count / O611ee 4HcIO
JPOOKEBBIX U TI/IECHEBBIX

[rprboB

[S.aureus Absent / OTcyTCTBYET Should absent in 1 g/ OrcytcTBUe B Ir
|

[P.acruginosa Absent / O1cyTCTBYET Should absent in 1 g/ OtcyrcTBue B Ir

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

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

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

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

| Assay / KonnuecrBeHHoe

lonpeaenenue

10.16mg /10.16Mmr

Not less than 9.0 mg and not more than
'11.0 mg of Ci3H12N205S Nimesulide in
one gram of gel. /

ot 9,0 10 11,0 Mr C3H12N205S
(aumecynuaa) B 1 r npenaparta

Remarks : The Product conforms to ND/
Ilpumeuanue: ITponykT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxkmwouenue: OJOBPEHO

Prepared by /
IloarotoBneHo: Anlgaj Verma

Checked by /
[1posepeHo: Na@;h Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Lf\/’ Manoj Kumar
Reprint Date /24.11.2022 Reprint Date /24.11.2022 Reprint Date /24.11.2022
Hara: Hara: Hara:
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Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTNSA
Product : Nise gel
Mpoaykr : Haiis®, rejib 17151 HApyKHOrO MPHMEHEHIS 1%
Batch No / : V220949 Batch Quantity / : 11432.000 units /
Cepnsi Ne Obbem napruu 11432.000 eannun
Analytical Report No / : 040001691417 Date of Analysis / : 24.11.2022
AHaauTH4YecKuil oTueT No JlaTa anajaunza
Date of Manufacture / : Nov.2022 Date of Expiry / : Oct.2024
|laTa npoun3BoacTBa Togen a0
Analysis performed according ND / Anann3s nposeaen no HJL: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 o1 16.09.2020, n3m. Ne 2 o1 13.01.2022)

8 | Package / YnakoBka 1100 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 TyOy U3 Mo 20 r, 50 r uar 100 r 8 TyOy 13
JTaAMUHUPOBAHHOI'O aJIFOMUHMS, JIAMHHHPOBAHHOTO AJOMHITHA, '
cHaOXeHHY0 MeMOpaHOH st cHaOKeHHYyI0 MeMOPaHoii sl KOHTPOA
KOHTPOJISt IIEpBOTO BekphiTHa. [To 1 nepsoro Bekpsitis. [1o 1 TyGe B matky

| TyGe B NauKy KapTOHHYIO C [KApPTOHHYIO € HHCTPYKLHE] 110

_ MHCTPYKLMEH 1O NpUMEHEHHIO NpHMEHEHNTIO

[9 [ Labeling / Mapkuposka According to ND / B cootsercteuu ¢ HJI

|10 Storage conditions / At temperature below 25 °C. Do not freeze. / I1pu remneparype He Bbime 25 °C.

XpaHeHHe He 3aMopaxUBaTh.
hl ' Shelf life / Cpok rogHocT® 2 years / 2 rona

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

Ipumeuanue: [IpoyKT COOTBETCTBYET TpeDOBAHUAM HJI 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / ’ u{

Moaroroeneno: Ankaj Verma | Ilposepeno: Naregh Kumar Ono6peno: MeHemxkep / PykoBoiuTesb t&%ﬁ-’
. .5 Manoj Kumar

Reprint Date /24.11.2022 Reprint Date /24.11.2022 Reprint Date /24.11.2022

Jara: JHara: Hara:
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