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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Page 1 of S/ Crp. 1 u3 5

Product : Nise tablets 100 mg

Npodykr  : Hai3®, tabnerku 100 mr

BatchNo / 1 V2401460 Batch Quantity / : 5,000,000 tablets /
Cepwia Ne Odnem cepuu 5,000,000 TabneTok
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024
AHaJINTHYeCKHIi oTueT No JlaTa aHaqH3a

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

JlaTa upon3BojcTea Topex o (BK)

Analysis performed according to ND / Anaaus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3M. Ne 3 ot
28.09.2022)

Description / Onucanue | Complies /CootBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ )KEATOBATBIM OTTEHKOM
| KpYIJIble ABOSKOBBITYKIIBIE TabNETKU C TNafiKko#

N Test / IlokazaTesb ' Result / PesyabTaTbl | Specification / Hopma
1

| | MOBEPXHOCTHIO.

| 2 |Identification / Complies / CooTBETCTBYET The retention time of principal peak in the
| p p pal p

‘ | [TopIHHHOCTDH chromatogram of test solution should correspond

to retention time of principal peak in Nimesulide
: standard solution chromatogram under Assay /

Bpems ynepkMBaHUS OCHOBHOrO TIMKa Ha
XpOMAaTorpaMme HCIEITYEMOro PacTBOPa A0JIKHO
COOTBECTCTBOBATH BPEMEHHU yIep KUBaHUA
OCHOBHOrO IHKa Ha XpOMaTOTpaMMe pacTBOpa
cTaHgapTHOro obpasiia HHMecyiuaa (pasnen
' «KonnuecTBeHHOE OMNpeneieHue»)

3 —I'-Average weight and mass 309.5 mg/309.5 mr 310 mg+£5.0% /310 mMr+5,0%
gn;fgr:llzéip;l;::}i macea u Complies / CooTBETCTBYET 18/20 tablets —-NMT £ 5 % /
AHOPpoA 18/20 Tabnetok — He Gonee = 5 %

| 2/20 tablets — NMT + 10 % /

2/20 Tabnerok — He Gonee £ 10 %

4 |Dissolution / PacTBopeHue 95%, 97 %, 95 %, 96 %, 95 %, | Not less than 75 % (Q) of labeled amount of
96 %, C31112N-058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAJILHOTO
| conepxanus Ci3H2N2OsS (HuMecyua) yepes

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeyanue: [TpoayKT cooTBeTCTBYET TpeboBarusm H/T 3akntouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Santosh ITporepero: Pawan Kumar Onobpeno: Menemxep / Pyx_(%so,mwenb
Kumar Maurya : Pavan Kumar Sharma iy AI-"',- -
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.07.2024 Hata: 31.07.2024 Jara: 31.07.2024

Registered COffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel; 491 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L851895AP1984PLCOD4507
wwve.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HUEKAT AHAJIH3A

Page2 of S/ Crp.2u3 5

JlaTta nponsBoacTBa

Product Nise tablets 100 mg

Ipoaykt Hait3®, Tabaetxu 100 mr

BatchNo / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepuia Ne O6vem cepun 5,000,000 Tabnetrox
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024
AHaJiiTH4eckuii oTyeT Ne JlaTa ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

T'open no (BKJT)

28.09.2022)

Analysis performed according to ND / Anaaus nposeaex no HJ/I: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne — Test / Ilokazaresanb

Result / Pe3yanTathl

__Specification / Hopma

45 MuUH.

|5 Water / Boaa

31 %

Not more than 6.0 % w/w / He Gonee 6,0%

| 6 — Related substances / PoacTBeHHbie IpUMeECH

| | Impurity A / Tlpumecs A

(TIO = 0.0019 %)

[ Impurity B / [Tpumecs B
|

Below LOD (LOD = 0.0019 %) /
Hwxe npeaena o6HapyxKeHHs

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Below LOQ (LOQ = 0.0084 %) /
Hwxe npeaena KONHYeCTBEHHOTO
onpenenenns (ITKO = 0.0084 %)

Impurity C / ITpumecs C

Not detected / He o6Hapy»xeHa

Impurity D / TTpumecs D

Below LOD (LOD = 0.0049 %) /

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

(T10 = 0.0049 %)

Impurity E / ITpumecs E

IO = 0.0062 %)

Impurity F / IIpumecs F

Hwxe npenena obHapyxkeHHUs

Below LOD (LOD = 0.0062 %) /
Huke npenena obHapyeHHs

Not detected / He 0OHapY>keHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Mpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusm HJL

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by /
[Moarotosnedo: Santosh

Kumar Maurya @

"

Checked by /
IIpoeepeno: Pawan Kumar

/

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykopoautens
Pavan Kumar Sharma /-

Reprint Date /

Jlata: 31.07.2024

Reprint Date /
Jara: 31.07.2024

Reprint Date /
JIara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page3 of S/ Crp.3u3 5
Product : Nise tablets 100 mg
Mpoayskr  : Haiia®, Tabaetkn 100 mr
Batch No / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepsin Ne O6Bbem cepHu 5,000,000 Tabnerox
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024

AHaJIUTHYecKUi oTueT Ne JlaTa ananusa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Jlara npoHs3BoacTBa I'ogen go (Brq)

Analysis performed according to ND / Ananns nposeaen no H: TIN012824/03-140119 {amend Ne 1 from 08.06.2020 /
wsm. Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

28.09.2022)

| N | Test / [lokasaTens Result / PesyabTarsl Specification / Hopma
| | Any unknown individual |NMT 0.20 % / He 6onee 0,20 %

| impurity / Enpuu9yHas

| HeuaeHTUULIpyeMast PUMECh

' I 0.03% i
| |
[ Total impurities / Cymma 0.05% [NMT 1.5 % / He Gonee 1,5 %
| mpumeceii i !
|
7 | Uniformity of dosage units / 1.4 | Acceptance value (AV) should be not more than
OaHOpOaAHOCTHL XO3HPOBaAHHUS | 15.0 / Tlokazarens npuemneMoctu (AV) gomkeH
: 6bITh He Oonee 15,0
8 |Microbial limits* / MHuKpoGHOIOrHYECKast YHCTOTA* B __ :
a) Total aerobic microbial count NA | Not more than 1000 CFU/g /
/ Obuiee yKco a3pobHbIX He 6onee 1000 KOE/r
MHUKPOOPraHU3MOB |
b) Total combined yeasts and NA 'Not more than 100 CFU/g/
mould count / Obwiee uuco He 6onee 100 KOE/r
JPOOKEBBIX H MIIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g/
JIOJKHBI OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TponyKT cooTBeTCTBYET TpeboBanusm HJY 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarotornexo: Santosh [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykosoanTens
Kumar Maurya Pavan Kumar Sharma |

@ ’}L A

— P = - /
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0OJ4507
wwye.drreddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJTU3A
Page4 of S/ Crp. 4u3 5

Product Nise tablets 100 mg
IlpoaykTr Haiiz®, tabnerku 100 mr
Batch No / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepuu 5,000,000 Tabaerok
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024
AunajuTudeckuii oruer Ne Jdara ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTta npon3BoacTBa I'ogen go (BKJT)
Analysis performed according to ND / AHasnu3 npoeeaen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

[ Specification / Hopma
Not less than 90.0 mg and not more than 110.0 mg
Ci3H2N-OsS  Nimesulide in tablet /
Or 90,0mMr pmo 110,0mMr C;aHpN2OsS
(auMecynun) B Tabnetke

Result/ Pesyapratnt
99.7 mg/99.7 Mmr

10 tablets in PVC/aluminum | 10 tablets in PVC/aluminum blister. 1, 2,30r10
blister. 3 blisters and patient | blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Tlo 10 Tabnetok B I[IBX / amoMHHHEBOM

ITo 10 TabneTok B | 6arcrepe. Io 1, 2, 3 unu 10 6nucrepos BMECTE €
[IBX/amoMyHHEBOM  OJIMCTEpE. | MHCTPYKLMEH [0  TPHMEHEHHIO B Maqky
Ilo 3 ©6auctepa BMECTE C |KapTOHHYIO.

WHCTPYKLMEH 10 NMPUMEHEHHIO B

nayKy KapTOHHYIO.

Complies as prescribed / According to ND /

CootBeTcTBYET TpeOOBaHUAM B cooteercTBuu ¢ HIJ

N | | Test / IlokazaTenn

9 |Assay/ KoauuecTBennoe
onpeaesieHHe

|

| B

| 10 |Package/ Ynakoska

|

|
11 |Labeling / MapkupoBKa
12 | Storage conditions / XpaHenue
13 | Shelf life / Cpok rogHocTH

Store protected from light below 25°C / B 3alIMUIEHHOM OT CBETAa MECTE npn“
Temreparype He Boile 25°C

3 years /3 roga

Ilpumeuanue: [IpoayKT COOTBETCTBY!

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

eT Tpebosanusm HJ| 3axmwouenue: OJOBPEHO

Prepared by / Check
IMoxrorosieno: Santosh

IpoBepeno: Pawan Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pykoonntens

ed by /

Kumar Maurya % Pavan Kumar Sharma P4
& L A—
—— ,--‘Y_}_ - ‘_H__,.--"" -
Reprint Date / Reprint Date / Reprint Date /
Jlara: 31.07.2024 Hara: 31.07.2024 Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories (td.
‘ ... Formulation Unit-6
/ ® Vill. Khol, Nalagarh Road, Baddi
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page50f 5/ Crp. 5u3 5

Product : Nise tablets 100 mg

Mpoaykr  : Ha#3®, Tabnetku 100 mMr

Batch No / : V2401460 Batch Quantity / : 5,000,000 tablets /
Cepua Ne TN o ] O6nem cepiit 5,000,000 tabneTox
Analytical Report No / : 890001752983 Date of Analysis / : 31.07.2024 N
AwnannTHuyeckuii oTuer Ne Jata ananu3a

Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027

JlaTa npoM3BOACTBA I"ogen xo (Bxa)

Analysis performed according to ND / Anaau3s nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / mam. Ne 3 ot
28.09.2022)

*The manufacturer performs the “Microbiological Limits™ test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* Aganuz no nokazatemo «MHKPOOUONOrMHECKas YHCTOTa» TIPOBOMMTCS TPOHIBOAMTENEM TP BHITYCKE NCPHONHHECKH
(¢ MHTepBaNOM OHO HcrbITaHKe Ha 20 ceprit MM He Mewee 1 pasa B roa). [Tokasarens moxeT GbITh HE BKIOHEH B Ceptndukar

ananu3a Gupmsl,

API name (INN) / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / .
MS-1A-243022-M1, NMS-1A-243023

Homep cepau mpouspoauTesia APC:
FP Manufacturer API Batch number / FERA00288, FERA00289
Homep cepun cyocranuun npoussogurens ['JID:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Hpomsoauteanr ADC, cTpana: Manranam par3 sux Opraune Jita, HHaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumedanne: [TpoAyKT CoOTBETCTBYET TpeboBanuam HJI Zarknwuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarotoBieHo: Santosh [Tposepeno: Pawan Kumar Opnobpero: Menenxep / PngBonliTcnb
Kumar Maurya - Pavan Kumar Sharma r { A

& i
Reprint Date / Reprint Date / Reprint Date /
Jlata: 31.07.2024 Hara: 31.07.2024 Hata: 31.07.2024

Repistered Cffice: 8-2-337, Rcad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +91 40 4900 2900, Fax: +91 40 4300 2993, Ernail: maii@drreddys.com
CIN: L85195AP1883PLCOO4507
www.drreddys.com




