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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTIU3A
Product : Nise gel
IIpoAykT Haii3®, renb 118 Hapy»HOro npuMeHenus 1%
Batch No / : V230470 Batch Quantity / : 11542.000units /
Cepusi Ne O6bem napTuu 11542.000 eguHuU1
Analytical Report No / : 040001906840 Date of Analysis / ¢ 20.06.2023
AHaJinTHYecKnH oTyer Ne JlaTa aHaau3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JaTa npousBoacrsa I'ogen 10

Analysis performed according ND / Anasu3 nposegen no HJI: JITT-Ne(001198)-(PI™-RU)-120922

| Ne | Test /Tlokasatenb Result / Pe3ynbrarsl  Specification / Hopma -
1 Description / Onucanue Homogenous yellow clear gel free  Homogenous light yellow to yellow clear
from particulate matter / gel, free from particulate matter /
OnHOpOAHBIH Npo3pauHbIi renb OnHOpOAHBI! NPO3payHbIi Iellb OT CBETIIO-
PKEJITOro 1BETa, CBOOOAHBIH OT YKEJITOrO 10 XKEJITOro L[BETa, CBOOOJHBIH OT
MOCTOPOHHUX YaCTHIL. [HOCTOPOHHHUX YaCTHIL.
2 |Identification by HPLC / Complies as prescribed / The retention time of the main peak in the
Wpentudukanus CoOTBETCTBYET chromatogram of test solution should
TpebOBaHHAM correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
BpeMst ynep)xvBaHHsI OCHOBHOTO IMHKa Ha
XpOMaTorpaMme HCIBITYEMOrO  pacTBOpa
JIOJDKHO COOTBETCTBOBATb BpPEMEHH
YINEPKUBAHHS  OCHOBHOrO  NHKa  Ha
XpomarorpaMMme CTaHIApTHOTO pPacTBOpa
aumecynuaa (pazgen «KonudecTBeHHOE
| jonpenenenne»)
3 | Weight of package content 101 g/101r According to the requirements. Not less
Macca corepxHumMoro than 100 g / B cooTBeTCTBUH ¢
yMaKOBKHU TpeboBanusmu 'O PO. He menee 100 r
|4_ pH 54 ‘Between 4.6 and 6.0 / ot 4,6 110 6,0

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoayxt cooreTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmwuenue: OJIOGPEHO

Hara: 20.06.2023

Hata: 20.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [A ITpoBepeno:Pardeep Kumar Opnobpeno: Mernemkep / PykoBogutens
Ankit n_- f Ajay Sharma Zﬁ,

Reprint Date / Reprint Date / Reprint Date /

Jata: 20.06.2023

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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ABaJiuTHYecKkHnii oTyeT Ne

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product : Nise gel
IMpoAykr : Haiis®, ress juis HapyxHOro npuMeHenns 1%
Batch No / : V230470 Batch Quantity / : 11542.000units /
Cepus Ne O6beM napTHH 11542.000 enuHuL
Analytical Report No / : 040001906840 Date of Analysis / : 20.06.2023

JlaTa ananu3za

Date of Manufacture /
JlaTa npou3Bojacraa

+ Jun-2023

T'open go

Date of Expiry /

: May-2025

Analysis performed according ND / Ananu3 npoBeaen mo HJI: JITT-Ne(001198)-(PI'-RU)-120922

5 |Related substances /PoacTBEeHHBIE IPUMECH

1) Impurity A / [Ipumecs A
2) Impurity B / IIpumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D / I[Ipumecs D
5) Impurity E / [Ipumecs E

6) Impurity F / ITlpumecs F

7) Highest individual
unknown impurity /

Not detected / He obHapyXeHa
Below BDL (BDL= 4331%)
/Hwxe nopora perucTpaluuu
(TTP=4331%)

Below LOQ (LOQ =0.04 %) /
Huxe npenena KoJMyecTBEHHOTO
onpenenenus (ITKO = 0.04%)
Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa
0.13%

Below BDL (BDL= 4331%)
/Huxe mopora perucTpauuu

Enuauubas
HeuJeH TH(HIIMPOBaHHAS (ITP=4331%)
IpHMeCh

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

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

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

4) Not more than 0.2 % / e 6onee 0,2 %
5) Not more than 0.2 % / ne 6onee 0,2 %
6) Not more than 0.2 % / e 6onee 0,2 %

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

8) Total impurities /
CymMma npumeceii

0.1%

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akmwyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToneHo: y ITpoeepeno:Pardeep Kumar Opnobpeno: Menekep / PykoBoautesns
Ankit /K » DL”‘ Ajay Sharma @/

Reprint Date / ) Reprint Date / Reprint Date /

Hara: 20.06.2023 Hara: 20.06.2023 JHata: 20.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product : Nise gel

IIpoaykr Haiiz®, resp ajist HapyxHoro npuMeHeHus 1%

Batch No / : V230470 Batch Quantity / : 11542.000units /
Cephs Ne ° O6bem napTuu 11542.000 eguHuL
Analytical Report No / : 040001906840 Date of Analysis / : 20.06.2023
AHaauTHYecKuii oTueT No Jarta ananu3sa

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025

JlaTa npon3BoACTBA T'ogen 1o

Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-Ne(001198)-(PI'-RU)-120922

6 |Microbial limits /
Mukpobuonoruueckas ‘
HHCTOTA
Total viable aerobic microbial
count / O61ee KOJTHIECTBO Less than 10 CFU/g / !I}\IIotGmore tlfggxég(l)z ?FU/g/
KU3HECTIOCOOHBIX a9pOOHBIX |He 6onee T
MHKPOOPTaHU3MOB ’ Menee 10 KOE/r ;
Total combined yeast and | Less than 10 CFU/g / Not more than 10 CFU/g/
! molds count / Ob1iee yucio Menee 10 KOE/ He 6onee 10 KOE/r
IMPOXOKEBBIX U TIIECHEBBIX
rpubos
Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTBYeT B 1T Should absent in 1 g/ OrcyTcTBHE B IT
Staphylococcus aureus Absent in 1 g/ OtcytctByet B Ir  Should absent in 1 g/ OtcyrctBue B 1t
7 | Assay / KonuyecTBeHHOE | Not less than 9.0 mg and not more than
ornpesiesieHue 10.25mg / 10.25mr 111.0 mg of C13H2N,OsS (nimesulide) in
one gram of gel. /
ot 9,0 no 11,0 mr C13H2N>0sS
(Humecynup) B 1 r npenapara
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeyanne: [TponykT coorseTcTBYET Tpebopanusam HJL 3axmouenne: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
IlonroroBneno: / /5( IIposepeno:Pardeep Kumar Onobpeno: Menegkep / PykoBoautesb
Ankit / OL/ Ajay Sharma f&/
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.06.2023 Hata: 20.06.2023 Hata: 20.06.2023
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : Nise gel
OpoAdykr : Hais®, reab a1 HapyxHOro npumenenus 1%
BatchNo / 1 V230470 Batch Quantity / : 11542.000units /
CepHn Ne O0beM napTum 11542.000 enuHuML
Analytical Report No / : 040001906840 Date of Analysis / : 20.06.2023
AHaJlirH4yecKHi oTyet Ne JlaTa anaau3za
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2025
JaTa npon3BoacTBa I'onen no
Analysis performed according ND / Ananmu3 nposeaen mo HJI: JITT-Ne(001198)-(PI'-RU)-120922

8  |Package / YnaxoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

[To 100 r B TYOY U3 TJaMHHUPOBAHHOI'O AIIOMHHHS, CHabXEHHYIO0 MeMOpaHoii
/1715 KOHTPOJIS epBOro BeKphITUs. 1o 1 Tybe B mauky KapTOHHYIO €
HHCTPYKIMEHi 10 IPUMEHEHUIO (IUCTKOM-BKIIQ IBIILIEM).

APIname (INN)/ A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS1A-223025-M1

Homep cepun nponssoautenst ADC:

FP Manufacturer API Batch number / FEPA04323

Homep cepun cy6crannun npoussoauresis I'JIdD:

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
| IIpoussoautespr APC, crpana: Masnranam J{pars sua Opranukce JIta., Meaus

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

Ipumeuanue: [Ipogykr coorBercTBYyeT TpeboBanusM HJT 3axmoyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: [Ipoeepeno:Pardeep Kumar Onobpeno: Menemep / Pykosonurensb

Ankit - I Ajay Sharma Z&/

Reprint Date / Reprint Date / Reprint Date /

Hara: 20.06.2023 JHara: 20.06.2023 Hara: 20.06.2023
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