Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTUDUKAT AHAITU3A
Product Nise gel 1%
IIpoaykT Haiiz®, resib Ans Hapy»HOro npuMeHeHns 1%
Batch No / 1 V230610 Batch Quantity / : 22988.0 units /
Cepnus Ne O0bem napTun 22988.0 equHM I
Analytical Report No / : 890001685565 Date of Analysis / : 31.08.2023
AnajguTH4yecKni oryer No Jara anaanza
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa npou3BOACTBA T'ogen no
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIIT-Ne(001198)-(PT-RU)-290323

Ne | Test / [Tokazartens | Result / Pe3ynbTathl Specification / ngMa_

1 |Description / Onucanue Homogenous light yellow clear gel | Homogenous light yellow to yellow clear
free from particulate matter / gel, free from particulate matter /
OnHOPOAHBIH MpO3payuHbIi refb OpHopozHblil  Npo3payHbll  Tenb  OT
CBETNIO-KEJTOro I[BETA, CBOOOAHBINH  [CBETIO-KENTOr0 [0 JKEITOrO  I[BETa,
OT IOCTOPOHHUX YacTHIL. cBOOOHBIH OT MOCTOPOHHHUX YACTHII,

2 |Identification by HPLC / Complies as prescribed / | The retention time of the main peak in the

Wpentuduxauus (BOXX) |CoorBercTBYeT TpeOOBAHUIM 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:KuBaHNUs OCHOBHOTO ITHKA HA
XPOMATOTPaMMe HCITBITYEMOI'O PacTBOPa
JIOJDKHO COOTBETCTBOBATH BpeMeHH
[yIep>KMBaHHS  OCHOBHOTO  THKa  Ha
XpOMaTorpaMMe pacTBopa CTaHIapTHOIO
obpasua HUMeECYNuaa (pa3men
«KonuuecTBEHHOE OMpeaesicHUEY)

3 | Weight of package content 51g/Slr According to the requirements. Not less
Macca coepKuMoro than 50 g / B COOTBETCTBUM C
[YTaKOBKH TpeboBanusMu. He menee 50 r

4 |pH e ~ |Between4.6 and 6.0/ 0Ot 4,6 10 6,0

5 |Related substances /PoacTBeHHbBIE MTPUMECH

Remarks : The Product conforms to ND/
IIpumeuanmue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akiawyenne: OJOBPEHO

Hata: 31.08.2023

Hara: 31.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosineHo: IIpoBepeno: Himesh Kumar Onobpeno: Menemkep / Pykosoantensb
Pardeep Kumar QL,— C‘Jr/fi“‘;- Abhishek Chauha )K

A \
Reprint Date / Reprint Date / Reprint Date /

Hata: 31.08.2023

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: L85195AP1584PLC004507
www.drreddys.com
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CEPTU®UKAT AHAITU3A
Product : Nise gel 1%
Ipoaykr Haiiz®, resb ays HapyxkHOro npuMeHeHus 1%
Batch No / : V230610 Batch Quantity / : 22988.0 units /
Cepus Ne O0beM napTHu 22988.0 equHU1L
Analytical Report No / : 890001685565 Date of Analysis / : 31.08.2023
AnajuTHYecKHii oTueT Ne JlaTa aHann3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JaTa npousBoacTaa T'ogen go
Analysis performed according ND / Anasmu3 nposeaed mo H/L: JIIT-Ne(001198)-(PI'-RU)-290323

1) Impurity A / [Ipumecs A

2) Impurity B / Ilpumecs B

3) Impurity C / ITpumecs C

4) Impurity D / Ilpumecs D

5) Impurity E / [Ipumecs E

6) Impurity F / [Ipumecs F

7) Highest individual
unknown impurity /
Enunuunas
HenJIeHTU UM POBaHHAS
puMech

8) Total impurities /
Cymma npumecei

Not detected / He oOHapyxeHa

Below LOQ (LOQ = 0.04 %) /
Hwke nipenena KOMUYeCTBEHHOTO
onpexenenus (IIKO = 0.04 %)

Not detected / He oOHapy>keHa

Below LOD (LOD = 0.02%) / Huxe
npefena obHapyxenus (I10 =
0.02%)

Below LOQ (LOQ =0.07 %) /
Huxe npefena KOJHYECTBEHHOTO
omnpenenenus (IIKO = 0.07 %)

Not detected / He oOHapyxeHa

Below LOQ (LOQ =0.1 %) / Huxe
npeaesa KOJHUECTBEHHOrO
onpeaenenus (IIKO = 0.1 %)

Below LOQ/ Huxe npenena
KOJIMYECTBEHHOTO ONPEAEIICHHS

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

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

3) Not more than 0.2 % / He 6omee 0,2 %

4) Not more than 0.2 % / ne 6o1ee 0,2 %
5) Not more than 0.2 % / He 6osee 0,2 %
6) Not more than 0.2 % / He 6onee 0,2 %

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

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

Remarks : The Product conforms to ND/
IIpumeqannme: IIponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axnouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBnexo: ITposepenq: Himesh Kumar Onobpeno: Menemxep / Pykosoauress
Pardeep Kumar DL,’ === Abhishek Chauhan |

) - =
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, !ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product : Nise gel 1%
Hpoaykr : Haiiz®, rens ans Hapysxuoro npumenenus 1%
Batch No / : V230610 Batch Quantity / : 22988.0 units /
Cepus Ne O0bem napTHU 22988.0 equHUI|
Analytical Report No / : 890001685565 Date of Analysis / : 31.08.2023
AnanuTH4yeckuii oTuer Ne Jata ananuza
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
JlaTa mpou3BoacTBa T'onen go
Analysis performed according ND / Anann3 nposegen mo HJI: JITT-Ne(001198)-(PI'-RU)-290323

6 | Microbial limits* /
Muxkpobuonoruyeckas
qrcToTa*
Total viable aerobic microbial
count / OB11ee KOJIMIECTBO Less than 10 CFU/g/ Not more than 10* CFU/g /
PKU3HECTIOCOOHBIX a3POOHBIX Mesnee 10 KOE/r He 6onee 10 KOE/r
MHKPOOPTaHH3MOB
Total combined yeast and Less than 10 CFU/g / Not more than 10! CFU/g /
molds count / Obiiee uyncnio Menee 10 KOE/r He 6onee 10' KOE/r
NPOOKEBBIX U MIIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absent in 1 g/ OrcyrctByer B 1 [Should absent in 1 g/ OtcyrcrBue B 1 ¢
Staphylococcus aureus Absent in 1 g/ OrcyrctByer B 1 1 [Should absent in 1 g/ OtcyTetBUE B 1 T
7 | Assay/Konuuectenmoe | 10.31mg/ 10.31mr " | Not less than 9.0 mg and not more than
jonpenenenue 11.0 mg of Ci3H12N205S (nimesulide) in
one gram of gel. /
Ot 9,0 mo 11,0 mMr C3H;2N205S
(aumecynua) 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. /
[o 50 r B Ty6y U3 TaMMHUPOBAHHOT'O ATIOMHHUS, CHaOXKEHHYI0 MeMOpaHOH
JUIsl KOHTPOJS IepBOro BekpbITHs. [1o 1 Tybe B mauky KapTOHHYIO ©
HHCTPYKLMEH MO NMPAMEHEHHIO (JIMCTKOM-BKJIAIBILLIEM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogykt coorBercTBYeT TpeboBanusam HJ 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosnexo: ) IMposepeno: Himesh Kumar Onobpeno: Menemkep / Pykopoanrens
Pardeep Kumar C:i” ~~ " | Abhishek Chauhan R
- X (e
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Hata: 31.08.2023 Jata: 31.08.2023

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: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTUSA
Product : Nisegel 1%
Ipoaykr : Haiiz®, rens ast HapyxHoro npuMenenus 1% ]
Batch No / : V230610 Batch Quantity / : 22988.0 units /
Cepusa Ne O0bem napTun 22988.0 enuHHUIL |
Analytical Report No / : 890001685565 Date of Analysis / : 31.08.2023
Apajgurnyeckuii oruyeT No JlaTa anann3a
Date of Manufacture / : Aug-2023 Date of Expiry / : Jul-2026
Jara npousBoaAcTBA Togen no
Analysis performed according ND / Ananus nposegen no HJI: JIT1-Ne(001 198)-(PI'-RU)-290323

* 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. /

* [IpoOBOAUTCS MTPOM3BOJMTENEM TIPH BBIMYCKE MEPHOAHYECKH (C WHTEPBAJIOM OAHO HcTbITanKe Ha 20 cepuil WM He Meree | pasa B
ron). [Tokazatens MoxeT GbITh He BKITIOYEH B cepTHdHKAT aHamn3a GUpMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / MS-1A-223030-M1

Howmep cepun npoussoautenss A®C:

FP Manufacturer API Batch number /

Howmep cepun cydcrannuu npouspoautens I'JID: EEQLONB2S

API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
{ IIponzBoautens ADC, crpana: Mamnranam JIpars suj Opradukce Jita., Uaaus

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

IIpumeyanue: [IponykT cooTBeTcTBYeT TpedopanuaM HJI 3axkmouenue: OJOBPEHO

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

[MoxrorosneHo: ITpoeepeno: Himesh Kumar OnobpeHo: Meneskep / PykoBonutenn

Pardeep Kumar f _ c:.J—/’/_L Abhishek Chauhan».(;Ld\

Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.08.2023 Hara: 31.08.2023 Hara: 31.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com




