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

Viil. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJM3A

Product : Nisegel 1%
MpoAykr : Haiis®, reas mis HapyHOro npuMeHenns 1%
BatchNo/ : V230412 Batch Quantity / : 56556 units /
Cepmn Ne O6nem napTHu 56556 enuHuIL
Analytical Report No / : 890001664987 Date of Analysis / : 30.05.2023
AnaJutuuecknii oTuer Ne JaTa ananusa
Date of Manufacture / : MAY-2023 Date of Expiry / : APR-2025
JlaTAa npou3BoACTBa I'open 10
Analysis performed according ND / Anayn3 nposexen mo HJI: JITT-Ne(001198)-(PT-RU)-120922

Ne | Test / Ilokasarens

Result / Pesynprathl

1 |Description / Onncanne

Homogenous light yellow

reiib CBETJIO-XKENTOro 1BETA,
cBOBOHEI OT MOCTOPOHHUX
YACTHLI.

transparent gel free from particulate transparent gel, free from particulate matter
matter / OaHopoaHeiit mpo3paynbiii / OAHOPOIHBIH NpPO3pauYHbId  reilb  OT

Specification / Hopma
Homogenous light yellow to yellow

CBETJIO-XKEJITOTO A0 OKENTOro  1BETa,
CBOOOAHBIH OT MOCTOPOHHMX YACTHULI.

2 | Identification by HPLC/

Complies as prescribed /

The retention time of the main peak in the

Wnentndukanus 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) /|
Bpems yaepxuBaHMsS OCHOBHOIO MHKa Ha|
XpOMaTorpaMMe HCIBITYEMOrO pacTBoOpa
IOJXKHO COOTBETCTBOBATh BpEMEHH
yOEpXKHBaHUS ~ OCHOBHOTO  NHKa  Ha
XpOMaTOrpaMMe CTaHAapTHOIO pacTBOpa
HuMecynmuaa (paznen «KonudectBeHHOe
! | onpeneeHne») .
3 | Weight of package content | 20 g/20r According to the requirements. Not less
Macca coaepKUMOro than 20 g / B cooreercTBMM ¢
lyIaKOBKH tpebopanusamu. He menee 20 r
4 |pH 5.4 "Between 4.6 and 6.0/ oT 4,6 00 6,0
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr coorBeTcTByeT Tpebosanusm HJJ 3akaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: Pardeep IIpoeepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
Kumar pra— Amit Kumar gL
g p— e
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.05.2023 Hara: 30.05.2023 Hara: 30.05.2023
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise gel 1%
MpoAykr : Halis®, renb 415 HapyKHOro npuMeHeHust 1%
BatchNo / 1 V230412 Batch Quantity / : 56556 units /
Cepma Ne O0beM napTHu 56556 enyHuUIL
Analytical Report No / : 890001664987 Date of Analysis / : 30.05.2023
AHaJuTHYeCKHUI oTyeT No JarTa ananusa
Date of Manufacture / : MAY-2023 Date of Expiry / : APR-2025
JlaTa npou3BoOACTBA I'onen g0
Analysis performed according ND / Auanu3 npoBeaen mo HJ: JITT-Ne(001198)-(PT-RU)-120922

—

5  |Related substances /PoiCTBEHHBIE TIPHMECH

1) Impurity A / Ilpumecs A

|
2) Impurity B / I[Ipumecs B
3) Impurity C / [Ipumecs C

1) Impurity D / Ilpumecs D

5) Impurity E / Ilpumecs E
6)
7) Impurity F / Ilpumecs F

8) Highest individual
unknown impurity /
Ennnuynas
HeuAeHTH(HLHPOBaHHAS
TIpUMEChH

Not detected / He oOHapyxeHa

0.06%

Not detected / He o6HapyxeHa

Below LOD (LOD = 0.02%) / Hite
npenena obuapyxenus (110 = 0.02

%)
0.08%

Not detected / He o6HapyxeHa

0.11%

1) Not more than 0.2 % / He Gonee (.2 %

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

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

5) Not more than 0.2 % / ne 6onee 0,2 %
6) Not more than 0.2 % / He 6ox1ee 0,2 %

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

Remarks : The Product conforms to ND/
IIpumeyanne: [lpoaykt cootseTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
[Moarorosneno: Pardeep

Kumar t

—

Checked by /
ITpoBepeno: Himesh Kumar

Approved by: Manager/Executive /
OnobpeHo: Mernemxep / PykoBoautens
Amit Kumar

Reprint Date /
Jara: 30.05.2023

Reprint Date /
Jara: 30.05.2023

Reprint Date /
Hata: 30.05.2023
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Nise gel 1%
IIpoAykT Hait3®, renp 1 Hapy>kHOTO NpUMEHEHHS 1%
BatchNo/ : V230412 : Batch Quantity / : 56556 units /
Cepmn Ne O0bem napTHH 56556 enuHuL
Analytical Report No / : 890001664987 Date of Analysis / : 30.05.2023
AHaJuTHYeCKH oTueT No JaTa anausa
Date of Manufacture / : MAY-2023 Date of Expiry / : APR-2025
JlaTta npou3BoACTBAa T'onen no

| Analysis performed according ND / Ananus nposeaen o HJI: JIIT-Ne(001198)-(PT-RU)-120922

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

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

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

Should absent in 1 g/ OtcyTcTBHE B 1T

Should absent in 1 g/ OtcytcTBUE B 1T

|
9) Total impurities / 0.3%
CymMma npumecei
6 |Microbial limits /
Muxkpobuonoruyeckas | Less than 10 CFU/g/
YHCTOTA Menee 10 KOE/r
Total viable aerobic microbial
count / OBlliee KOIMYECTBO |
' KH3HECTTOCOOHBIX a3pOOHBIX |
i MU KPOOPraHU3MOB
Total combined yeast and Less than 10 CFU/g/
molds count / O6wwee uucno Memnee 10 KOE/r
IPOMOKEBBIX M IIIIECHEBBIX
rpubos
Pseudomonas aeruginosa Absent in 1 g/ OtcyTcTBYeT B 1T
|
| IStaphylococcus aureus Absent in 1 g/ OtcyTcTBYET B 1T
7 | Assay / KonnuecTseHHOe
: onpezenexne
: 10.02mg / 10.02mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H12N20sS (nimesulide) in
one gram of gel. /

oT 9,0 1o 11,0 mr Ci3H12N2OsS
(sumecynun) B 1 r npenapara

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpogykr cooTBeTCcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Pardeep IIpoeepeno: Himesh Kumar

(’"‘__‘_‘__ \

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesnb

Amit Kumar
{&y\ 2 \//
-

Kumar ki/
Reprint Date /

Jara: 30.05.2023

Reprint Date /
Hata: 30.05.2023

Reprint Date /
Hara: 30.05.2023
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product : Nise gel 1%
HpoAykr : Haii3a®, renp Ay Hapyx)HOro mpumeneHus 1%
BatchNo/ 1 V230412 Batch Quantity / : 56556 units /
Cep#s Ne O0neM napTHu 56556 equHUL
Analytical Report No / : 890001664987 Date of Analysis / : 30.05.2023
AHaJIITHYECKHIi oTueT No JlaTa aHajm3a
Date of Manufacture / : MAY-2023 Date of Expiry / : APR-2025
JlaTa npon3BoacTBa I'onen no

| Analysis performed according ND / Ananus nposegen no HJI: JITT-Ne(001198)-(PT-RU)-120922

|8 Package / Ymakoska 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1
tube and patient information leaflet (package insert) in a carton. /

[1o 20 r B Ty6y M3 TaMHHHUPOBAHHOTO ATIOMHHHSL, CHAOKEHHYIO MeMOpaHO 1ist
KOHTPOI14 TIepBoro BCKpbiTHsi. [To 1 Tybe B mauKy KapTOHHYIO C UHCTPYKLUMEH

B [0 MPUMEHEHUIO (JINCTKOM-BIJIAJBILLEM).
API name (INN) / AOC (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13030259

Homep cepnu npompopurens ADC:

FP Manufacturer API Batch number /

Howmep cepuu cyGerannun npoussogutes I'JID: HEQII0ISE

API Manufactured by & country / Aarti Drugs Ltd., India /

Ipoussogurens ADC, crpana: Aaptu Hparc JItn., Unaus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [TpoayxT coorBeTcTBYeT TpeboBanusm HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Pardeep ITposepeno: Himesh Kumar Onobpeno: Menemxep / Pykopoaurens
Kumar - &/_; Amit Kumar y
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.05.2023 Jara: 30.05.2023 Hara: 30.05.2023
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