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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3SA
Product : Nise gel 1% .
IIpoaykTt Haii3”®, renb an1s HapyxHoro npumesenus 1%
Batch No / : V230809 Batch Quantity / :+ 23106.0 units /
Cepus Ne O0beM napTHH 23106.0 equHuUILY
Analytical Report No / : 040002245906 Date of Analysis / : 30.10.2023
AHaJIMTHYeCKMii oTueT No Harta ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npousBoacTBa I'ogen oo
Analysis performed according ND / Auaaus nposeaen no HJX: JITI-Ne(001 198)-(PT-RU)-290323

Ne | Test / ITokazaTenn

Result / Pe3ynbratsl

Specification / Hopma

1  |Description / Onucanue

Homogenous yellow clear gel free
from particulate matter / O1HOpOAHBIH
MpO3pauHblif Tellb OKEJNTOro IBETa,
CBOOOHBIN OT MOCTOPOHHUX YaCTHLL.

Homogenous light yellow to yellow clear
gel, free from particulate matter /
OnHOpOJHBIH IIPO3payHbBIl  rejib  OT
CBETJIO-KEITOrO 110 OKENTOrO  L(BETa,
CBOOOHBINM OT MOCTOPOHHUX YACTHIL.

Identification by HPLC /
Unentuduxamus (BOXX)

Complies as prescribed /
COOTBETCTBYET TpeOOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main
peak in the chromatogram of nimesulide
reference standard solution (section Assay)
BpeMs yaep)>XUBaHUsI OCHOBHOT'O ITHKa Ha|
XpoMaTorpaMMe HCIBITYEMOrO pacTBOpa
TOJDKHO ~ COOTBETCTBOBATh BpEMEHHU
yIepKMBAaHHST ~ OCHOBHOTO  MHKa  Ha
XpOMaTorpaMMe pacTBOpa CTaHJapTHOIO
obpasua HEMECYua (pazzen
«KonuuecTBeHHOE ONMPEAETIEHUEN)

Weight of package content
Macca coaepX uMoro
Y ITaKOBKH

S51g/5lr

According to the requirements. Not less
than 50 g / B cooTBercTBHH ¢
rpeboBanmsMu. He menee 50 r

pH

5.3

Between 4.6 and 6.0/ Ot 4,6 1o 6,0

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeGosanusM HJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Jara: 30.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosnexo: IMposepeno: Himesh Kumar Onobdpeno: Menemxep / PykopoanTtens
Pardeep Kumar GL c——-\T S— Abhishek Chauhan&

P ) \ !
Reprint Date / Reprint Date / Reprint Date / '

Hara: 30.10.2023

Jata: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Iindia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUDPUKAT AHATTU3A
Product : Nisegel 1%
Mpoaykr Haiiz", resip 151 Hapy»KHOro npHMeHeHns 1%
Batch No / : V230809 Batch Quantity / : 23106.0 units /
Cepus Ne O0beM napTHH 23106.0 enquHULL
Analytical Report No/ : 040002245906 Date of Analysis / : 30.10.2023
AHanuTHYecKHii oTyeT No Jara anajnsa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BoJcTaa I'open 10
Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(001198)-(PI'-RU)-290323

5

Related substances /PoncTBeHHbIe IPUMECH

1) Impurity A / Ilpumecs A

2) Impurity B / [Tpumecs B

3) Impurity C / [Tpumecs C

4) Impurity D / IIpumecs D

5) Impurity E / [Tpumecs E

Below LOD (LOD = 0.02 %) / Huxe
npezena ooHapyxenus (IO = 0.02 %)
Below LOQ (LOQ = 0.04 %) / Haxe
Tnpezena KOMU4eCTBEHHOTO
onpegenenus (ITKO = 0.04%)

Not detected / He oOHapyXeHa

Not detected / He 0OHapy»XeHa

Not detected / He oOHapyxeHa

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

2) Not more than 0.2 % / ne donee 0,2 %

3) Not more than 0.2 % / He Bosee 0,2 %

4) Not more than 0.2 % / ne donee 0,2 %

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

Remarks: The Product conforms to ND/
Tpumeuanne: [pogykt cootseTcTBYeT Tpedosannam HJI

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMToarorosneno: IMposepeno: Himesh Kumar Onobpeno: Menemxkep / PykoBoautens
Pardeep Kumar OL' c,_:}-———-——»c\—' Abhishek Chauhan '\ \
Reprint Date / Reprint Date / Reprint Date / .
Iara: 30.10.2023 Hara: 30.10.2023 Jara: 30.10.2023
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A
Product : Nise gel 1%
Hponpyxt : Haiiz®, resb i HapyskHOro npuMeHenus 1%
Batch No / : V230809 Batch Quantity / : 23106.0 units /
Cepns Ne O0beM MapTHH 23106.0 equHULL
Analytical Report No / : 040002245906 Date of Analysis / : 30.10.2023
AHanuTH4eckHii oTuer No JlaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npou3BojcTBa I'open no
Analysis performed according ND / Ananm3 nposeged no HJI: JITT-Ne(001198)-(PI'-RU)-290323

6) Impurity F / ITpumecs F Not detected / e o6Hapyxena  [6) Not more than 0.2 % / re bosee 0,2 %
7) Highest individual Below BDL (BDL=4306) / Huxe  |7) Not more than 0.2 % / He Gonee 0,2 %
unknown impurity / nopora perucrpauuu (ITP= 4306)
Ennanynas
HeuAeHTUGULPOBaHHAs
PUMECh
) Total impurities / Below LOQ/ Hinxe npenena gy Not more than 1.5 % / He 6onee 1,5 %
yMMa ipumeceit KOJIMYECTBEHHOTO OTpE/IeTEHHS

6 Microbial limits* /

Mukpobuonoruyeckas
upcToTa*
Total viable aerobic microbial
count / O6111ee KOJIUYECTBO NA Not more than 10> CFU/g /
PKM3HECTIOCOOHBIX a3pOOHBIX He 6onee 10> KOE/r
MHKPOOPTraHH3MOB
'Total combined yeast and NA Not more than 10' CFU/g /
molds count / O61ee uncio He 6onee 10" KOE/r
IPOSKOKEBBIX U TIIECHEBBIX
rpuboB
Pseudomonas aeruginosa NA Should absent in 1 g/ OtcytcTBHe B 1T
Staphylococcus aureus NA Should absent in 1 g/ OtcyrcTBHE B 1 T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpnmeuanue: [Ipoaykr coorBercTByeT TpeboBanusm HJL 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moprorosneno: ITpoeepenq: Himesh Kumar Onobpeno: Menemxeyy / PykoBoautens
Pardeep Kumar QL;—- C\I L Abhishek Chauhan &M k
Reprint Date / Reprint Date / ) Reprint Date / A
Jara: 30.10.2023 Hara: 30.10.2023 Hara: 30.10.2023
Registered Office: 3-2-337, Road No. 3, Banj=1a Hills, Hyderabz i - 50002 J, Telango o inciin

Tel: +91 40 4500 2900, Fax: +91 40 1900 2829, Email inail@drreiddy:.con:
CIN: L85195AP1933PLCO0450T
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nisegel 1%
Ipoaykr Haiis®, renb ayist HapykHOrO npuMeHeHus 1%
Batch No / : V230809 Batch Quantity / : 23106.0 units /
Cepus Ne O6bem mapTum 23106.0 equHALL
Analytical Report No / : 040002245906 Date of Analysis / : 30.10.2023
AHanuTH4YecKHil oTdeT Ne JaTa anaausa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npou3BoAcTBa TI'opeH no

Analysis performed according ND / Anann3 nposesnes mo HJI: JITI-Ne(001198)-(PI'-RU)-290323

7 | Assay / KonuuecTBeHHOE
OHpe/eNieHUE

10.20 mg/ 10.20 mr

Not less than 9.0 mg and not more than
11.0 mg of C[;H]zNzOsS (nimesulide)
in one gram of gel. /

OT 9,0 o 11,0 Mmr CnHuNzOsS
(sumecynun) B 1 r mpenapara

8 |Package / YnakoBka

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

ITo 50 r B TyOy 13 IJaMHHUPOBAHHOT'O ANFOMHUHUSI, CHAOKEHHYIO MEMOpaHOH
IUIST KOHTPOJISI [iepBOro BCKpBITHA. [10 1 TyOe B mayuky KapTOHHYIO €
MHCTPYKIIKEH 110 NMPUMEHEHHUIO (JIMCTKOM-BKJIA/BILIEM).

* It is carried out by the manufacturer at release periodically (with an interval of one test for 20 series or at least 1 time per
year). The test can be absent in the certificate of analysis of manufacturer. /

* [IpOBOAKTCS IPOH3BOJUTEIIEM IPH BBITYCKE MEPHOJMUECKH (C HHTEPBAIOM OJHO HenbiTaHKe Ha 20 cepuii WM He MeHee 1 pasa B
ron). ITokazarens MOXKeT OBITh HE BKJIFOUEH B cepTHHKAT aHaIH3a QUPMEL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070717

Homep cepun npounssoaurens ADPC:

FP Manufacturer API Batch number /

Homep cepuu cyocTaHuH npoussoxureasa LJIdD: FEQA00859

API Manufactured by & country / Aarti Drugs Ltd., India /
Hpoussoaurens APC, crpana: Aapru [parc JIta., Manus

Remarks: The Product conforms to ND/
Ilpumeyanne: IIpogykt cootBeTcTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotosnexo: ITposepenq: Himesh Kumar Onobpero: Menemigep / Pykosoautens
Pardeep Kumar iﬁ — T ~——~, | Abhishek ChauhanL\

<J N |
Reprint Date / Reprint Date / Reprint Date / o )
Hara: 30.10.2023 Jara: 30.10.2023 Hara: 30.10.2023

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyder=hsd - 500025, Telangenio adin
Tel: +91 40 4900 2900, Fax: +91 40 2900 2999, Emai! roniliddrresddys con:
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