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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITN3A
Product : Nise gel
IIpoaykT Haii3z®, renb s Hapy)»KHOTO npHMEHEHHS 1%
Batch No / : V230090 Batch Quantity / : 57,141.000units /
Cepus Ne O0bem napTun 57,141.000 enuvniL
Analytical Report No / : 890001643472 Date of Analysis / : 08.02.2023
Anaaurndeckuii order Ne JlaTa aHaau3a
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
Jara npousBoicTBa TI'open no

Analysis performed according ND / Ananu3 nposeaen mo H/: TIN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / usm. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

No | Test / [Tokazarenb

Result / Pe3ynbrarel “I_S_peciﬁcation / Hopma

1 Description < Onucanue

Homogenous transparent light | Homogenous light yellow to yellow '
yellow gel free from particulate transparent gel, free from particulate matter
matter / OnHopoaHbIi npo3paunklii /  ONHOPOAHBIH NpPO3payHbIl  reip  OT
relib CBETJIO-KENTOro 1IBETa,  CBETJIO-KENTOr0 A0  JKEIATOrO  LBETa,
cBOGOIHBIN OT MOCTOPOHHUX ~ CBODOAHBIH OT MOCTOPOHHMX YACTHLL. '
YacTHLI.

[55]

[ToaJIMHHOCTDL

Identification by HPLC /

The retention time of the major peak in the|
chromatogram of the sample preparation|
corresponds  to that in the standard
preparation  under assay / Bpewms
yIepXKMBaHHA  OCHOBHOTO  IMKa  Ha
XpOMaTorpaMMe MCTIbITYEMOro  pacTBopa
MO0 COOTDETCTBOBATE npeMennn
‘iy}lep)KI/lBaHl/Iﬂ nMKa Ha Xpomarorpamme
CTaH/I@PTHOrO ~ pacTBopa  HHUMECYIMAa
((pa3nen «KosnuyecTBeHHOE ONpeNeneHue»)

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHHSM

B Weight of package content 21g/21r tIn according to Rus. Ph.Not less than
Macca conep>xumMoro 20.0 g / B cOOTBETCTBHH C TPEOOBaHHAMH
yTIaKOBKH I'® P®. He menee 20,0 1

4 pH 5.5 | Between 4.6 and 6.0 / ot 4,6 1o 6,0

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axawuenue: OJIOGPEHO

Prepared by / ITonrorosneHo:

Checked by / [IpoBepeHo: Approved by: Manager/Executive / OnobpeHo:

Jata:08.02.2023

Ankit A Pardeep Kumar Menemkep / PykoBogurens
i; - (_J; Amit Kumar AM“/
Reprint Date / Reprint Date / Reprint Date / ]

Hara: 08.02.2023 Jata: 08.02.2023
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CEPTUDUKAT AHATTU3A
Product : Nise gel
[IMpoaykr : Haiis®, resnb ans napyxHoro npiiMenenus 1%
Batch No / : V230090 Batch Quantity / : 57,141.000units /
Cepus Ne O6bem mapTuu 57,141.000 eanHi
Analytical Report No / : 890001643472 Date of Analysis / : 08.02.2023
Ananurnyeckuii oTuer Ne JaTa aHaausa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
JlaTa npoH3BOJCTBA I'onen o
Analysis performed according ND / Ananus nposeaen o HJI: IT1N012824/02-100320 (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 nprMecH

1) Impurity A / Ilpumecs A Below LOD (LOD = 0.02 %)|1) Not more than 0.2 % / ne donee 0,2 %
/ Hwxe npepena

obnapyxenus (ITO =0.02%)
2) Impurity B / Ilpumecs B 2) Not more than 0.2 % / He bonee 0,2 %

Less Than LOQ (LOQ = 0.04%) /
Hixe npenena KoTM4ecTBEHHOTO
onpenenerust (ITKO = 0.04%)

3)L ity C / TTpun C 3) Not more than 0.2 % / He 6osnee 0,2 %
Jimpurity prvees Not detected / He obHapyxeHa

) Impurity D / TIpumecs D Not detected / He oGHapysena 4) Not more than 0.2 % / He 6onee 0,2 %
5)Impurity E / llpumecs E 0.09% 5) Not more than 0.2 % / ne bonee 0,2 %
6)Impurity F / [Tpumecs F 0.12 % 6) Not more than 0.2 % / ne bonee 0,2 %
7)Highest individual Less than LOQ (LOQ:0.1% 7) Not more than 0.2 % / He bonee 0,2 %
unknown impurity / o
S KOJIH4€CTBEHHOTO
onpenenenus (ITKO = 0.1%)
HeUIeHTU U POBaHHAS
MpHMech
Remarks : The Product conforms (o ND/ Counclusivn : APPROVED /
Ilpumeuanue: [1poaykT cooTBeTcTBYET TpeboBaHusM HJI 3akiawuenne: OJOBPEHO
Prepared by / IloarorosneHo: Checked by / IIposepeHo: Approved by: Manager/Executive / Ono6peHo:
Ankit Pardeep Kumar Menemxep / PykoBogurelis
ﬂ/ [ ) Amit Kumar ﬁ\_‘.ﬁ:,\r-;f/
Reprint Date / Reprint Date / Reprint Date /
Jara:08.02.2023 JHara: 08.02.2023 Hara: 08.02.2023
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CEPTUDUKAT AHANTN3A
Product : Nise gel
Mpoaykr : Haiiz®, renp anis HapyxHoro npumeHents 1%
Batch No / : V230090 Batch Quantity / : 57,141.000units /
Cepus Ne O6bem naprun 57,141.000 egiuuL
Analytical Report No / : 890001643472 Date of Analysis / : 08.02.2023
|AHanuTHYecKHH oTHeT No JaTta anaausa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024
JlaTta npoH3BOACTBA T"onen 1o
Analysis performed according ND / Ananun3 nposeaen mo H/I: [TN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 or 13.01.2022)

L2 = t 2o

8)Total impurities / %) Not more than 1.5 % / #e 6onee 1,5 %
CymMa npumeceit 0.2%
6  |Microbial limits /
Muxkpobuonoruueckas
YHCTOTA
Total aerobic microbial count Less than 10 CFU/g/
/ Obuiee yncno a3poOHBIX Menee 10 KOE/r Not more than 100 CFU/g /
MUKpPOOPraHU3MOB He 6onee 100 KOE/r
Total combined yeast and Less than 10 CFU/g/
molds count / Ob1ee 4ucno Menee 10 KOE/r }E\Iot more than 10 CFU/g/
POMOKEBBIX U MIECHEBBIX P—Ie 6osee 10 KOE/r
rpubos !
S.aureus Absent / OTCyTCTBYET ‘Should absent in | g/ Orcyrcieue 8 L
P.acruginosa Absent / OTcyTcTBYET }Should absent in 1 g/ OrcyTcTBUE B IT
7 | Assay / KonuuecTBeHHOE o |N0t less than 9.0 mg and not more than
oTipenesieHue 10.25 mg/ 10.25 mr |1 1.0 mg of C3H12N>05S Nimesulide in
one gram of gel. /
01 9,0 1o 11,0 mMr C13HpN-OsS
I (Hrumecynuaa) B 1 r npenapara
| | | _
Remarks : The Product conforma to ND/ Conclusion ;: APTROVED /
Ipumeganue: [TpoaykT cooTseTcTBYeT TpedoBanusm HJ 3axkiouenue: OJOBPEHO
Prepared by / I[lonrotosnexo: Checked by / IIpoepeHo: Approved by: Manager/Executive / Ono6pero:
Ankit Pardeep Kumar Menemxkep / PykosoanTens
[A’/ Qﬁ, Amit Kumar {*&—"}.:ﬂ"
Reprint Date / Reprint Date / Reprint Date /
Jata:08.02.2023 JHara: 08.02.2023 Jara: 08.02.2023
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHATTIU3A

Dr.Reddy’s Q‘:‘.

Product : Nise gel

Mpoaykr Haii3®, resip 115l HAPYIKHOIO npuvedenns 1%

Batch No / 1 V230090 Batch Quantity / : 57,141.000units /
Cepus Ne Oobem napTHi 57,141.000 exriHuy
Analytical Report No/ : 890001643472 Date of Analysis / : 08.02.2023
AHanuTHYecKHil oTueT No Jarta aHajn3a

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2024

JlaTa npon3BoacTea T'ogen g0

Analysis performed according ND / Ananns nposeaen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020. amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

20 g in a laminated aluminum tube 20 g, 50 gor 100 gin 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 20 r B TYOY U3 Io 20T, 50 r uam 100 r B TyOy 13
NaMHHUPOBAHHOTO ATIOMHUHHS, JTAMMHHPOBAHHOTO aniOMUHMUS,
[crabuerHyr0 MmemOpaHoi 11 cHabxeHHYI0 MEMOPaHOM /it KOHTPOJIA
[KOHTpONs nepsoro BekphiTus. 1o 1 nepBoro Bekpbitus. ITo 1 Tybe B mauky
Ty0e B MauKy KapTOHHYIO € KapTOHHYIO C MHCTPYKLHEH 1o
_ | HHCTPYKLIMeH 10 NPUMEHEHHIO IPUMEHEHHIO

:9 | Labeling / MapkupoBka According to ND / B coorerctBuy ¢ H/J

|

8 Package / Ynaxkoska

110 | Storage conditions / At temperature below 25 °C. Do not freeze. / IIpu Temnepatype He Bbiiue 25 °C.

‘ Xpanenne

He 3amopaxuBarth.

11 | Shelf life / Cpok ronHoOCTH

2 years / 2 roga

===

Conclusion : APPROVED /
3akmouenue: OMOBPEHO

Remarks : The Product conforms to ND/
Tpumeuanue: [ponykt coorBercTByeT Tpebopanusm HJT

Prepared by / IloarotosneHo: Checked by / ITposepeHo: Approved by: Manager/Executive / OnobpeHo:
Ankit - Pardeep Kumar Menemkep / PykpsoauTeb
CA/’_ j - Amit Kumar [\ t—/__ i
Reprint Date / Reprint Date / Reprint Date /
Jata:08.02.2023 Jata: 08.02.2023 Jlara: 08.02.2023
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