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

G
L/ DE Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S l.. Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98165 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page 1 of 5/ Crp. 1u3 5

Product : Nise tablets 100 mg
IIpoaykr : Haiz®, Tabnerxku 100 mMr
Batch No / : V2401122 Batch Quantity / : 5,000,000 tablets /
Cepnsa No Oo6bem cepuun 5,000,000 Tabneroxk
Analytical Report No / : 890001745365 Date of Analysis / 1 26.06.2024
AHaJIUTHYeCKHIT 0T4YeT Ne JlaTta ananunza
Date of Manufacture / 1 06/2024 Date of Expiry / 2 05/2027
JlaTa npou3BoacTBa TI'ogen a0 (BxuT)
Analysis performed according to ND / Ananu3 nposeaer no H/I: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend No 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

1 | Description / Onucanne Complies / CootBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Besnible ¢ )eNTOBATHIM OTTEHKOM
KPYTJible NBOSIKOBBIMYKJIbIE TAOJIETKH C FiafgKoH

]I Ne _|_ Test / [ToxazaTens Result / PesyabTaTs! Specification / Hopma

MOBEPXHOCTHIO.
2 |Identification / Complies / CooTercTBYyET The retention time of principal peak in the
| IMogauHHOCTL chromatogram of test solution should correspond

' ' to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems ynepkuBaHMsi OCHOBHOrO TIMKa Ha
XpOMATOrpamMMe HCIBITYEMOrO PACTBOPA JOJIXKHO
COOTBETCTBOBATE BPEMEHU VIEPKURAHNS
OCHOBHOTO MHKa Ha XpOMAaTOrpaMme pacTBopa
CTaHAapTHOro obpazua Humecynuga (paszen
«KonnuecTBeHHOE ONpeneneHHe»)

3 | Average weight and mass ' 309.9 mg /309.9 mr 310 mg=5.0% /310 Mr+ 5,0 %

Lln;fgr;nlzéip;g:;: RIECEA Complies / CooTBeTcTBYET 18/20 tablets - NMT + 5 % /
AHopoa 18/20 tabnerok — He Gonee £ 5 %

2/20 tablets - NMT £ 10 % /
2/20 tabnerok — He 6osee = 10 %

4 |Dissolution / PacTBopenue 95%, 95 %, 95 %, 93 %, 94 %, |Not less than 75 % (Q) of labeled amount of
95 %, C13H12N~0;5S nimesulide is dissolved in 45

minutes / He Menee 75 % (Q) OT HOMUHAJIBHOTO
conepxanus Ci3H;>N2OsS (Humecynun) uepes

| | 45 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykt coorBeTcTBYET TpeboBaHusM HJ[ 3aknroyenue: OJJOGPEHO
Prepared by / ) Checked by / Approved by: Manager / Executive /
Toarotosneno: Ankit /4 IIposepeno: Ranjeet Onobpeno: Menenxep / PykoBoautens
}'/ il Manoj Kumar /

e
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.06.2024 Hara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4300 2599, Email: mail@driaddys.com
CIN: L§51954P1984PLCO04507
wvw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIU3A
Page2of S/ Crp. 2 n3 5

Product : Nise tablets 100 mg
IIpoayxr : Haiiz®, tabnerku 100 mr
Batch No / : V2401122 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepuu 5,000,000 TabseTox
Analytical Report No / : 890001745365 Date of Analysis / 1 26.06.2024
AnanuTH4YecKuil oTyeT Ne JlaTa aHaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npou3BoacCTBa T'oaen go (BKT)
Analysis performed according to ND / Anaau3 nposeaen mo HJ: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. No 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne | Test / IlokasaTenpb ' Result / Pe?yma_'ru Specification / Hopma
5 | Water / Bopga 3.1% Not more than 6.0 % w/w / He Gonee 6,0 %
6 | Related substances / PoacTBeHnbie npHMec B
Impurity A / [Ipumecs A Below LOQ (LOQ = 0.0057 %)/ |NMT 0.20 % / He 6onee 0,20 %
Huxe npenena KonuuecTBeHHOTO
onpenenenus (ITKO = 0.0057 %)
Impurity B / Ilpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C [Not detected / He 0BHapyxeHa NMT 0.20 % / He 6osiee 0,20 %
Impurity D / Ilpumecs D Not detected / ne obHapyxxena | NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Tpumecs E Not detected / He oOHapyskeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not detected / He o6HapykeHa NMT 0.20 % / He 6onee 0,20 %
| Any unknown individual Below LOQ (LOQ = 0.0143 %) / | NMT 0.20 % / He 6onee 0,20 %
impurity / Enuamnynas Huke npenena KomM4ecTBERHOroO
HeHCHTHULUMpYeMas IPUMECh | onpenenenus (TTKO = 0.0143 %)
Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
MpHMeECcer
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipogykt coorBeTcTBYeT TpebopanusaM HJ| 3axmiouyenue: OJIOBPEHO
Prepared by / : Checked by / @/ Approved by: Manager / Executive /
[MoaroroeneHo: Ankit /4 IIporepeno: Ranjeet Onobpeno: MeHemkep / PykoBoautens
,«f ! —1 Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.06.2024 Hara: 26.06.2024 Hata: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Jelangana, India
Tel: +91 40 4900 2500, Fax: +51 40 4960 2599, Email: mail@drreddys.com
CIN. L85195AP1984PLCO04507
www.drreddys.com
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Dr. Ready's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-C2
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page3 of 5/ Crp.3 u3 5
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 Mr
Batch No / 1 V2401122 Batch Quantity / : 5,000,000 tablets /
Cepna Ne O6bem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001745365 Date of Analysis / 1 26.06.2024
AHaanTHYecKHii oTyeT No JlaTa anaausa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jata npou3BoACTBa TI'ogen no (BK)
Analysis performed according to ND / Ananns nposenen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / u3m. Ne 3 ot
28.09.2022)
Ne | Test / IlokazaTens Result / PesyabTarh! Specification / Hopma

7 -;Uniformity of dosage units / 2.7

OaHOpPOAHOCTH XO3UPOBAHUSA

Acceptance value (AV) should be not more than
15.0 / IokazaTens npuemiemocty (AV) nomkex
OwITH HE 60s1ee 15,0

9 :Assay/ KoJsnyectBenHnoe  97.9mg/97.9 Mr

omnpejgejaeHue

8 |Microbial limits* / Muxkpo6uosioruyueckas yucrora*
a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ Ob1wee 4ucno a3pobHbIX He 6onee 1000 KOE/r
MHKpPOOPraHM3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O61uee yucno He 6onee 100 KOE/T
JPOMOKEBBIX U [UIECHEBBIX
rpubos
¢) E. coli NA Shall be absent in 1g/

JloJKHBI OTCYTCTBOBATH B 1 T

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hi2N-OsS  Nimesulide in  tablet /
Or 90,0mr gmo 110,0mr  Ci3HppN2OsS
(Humecynua) B Tabnetke

Remarks : The Product conforms to ND /
ITpumeuanue: IIpoaykt coorseTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

Prepared by / Checked by /(" Ky
ITogrorosneno: Ankit ITposepeno: Ranjeet

L~

/S

Approved by: Manager / Execulive /
Onobpeno: Menemxkep / PykoronuTens
Manoj Kumar 3

Reprint Date /
Hata: 26.06.2024

Reprint Date /
Hara: 26.06.2024

Reprint Date /
Jara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Inaia

Tel: +91 40 4800 2500, Fax: +51 40 4360 2999, Email: mail@draddys.com
CIN. L85195AP1984PLCO04507
waww.drreddys.com



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

a
DI’. Reddy’s "... Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A
Paged4 of S/ Crp. 4 u3 5

Product : Nise tablets 100 mg
Hpoayxr  : Haiz®, tabnerku 100 mr
Batch No / 1 V2401122 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepuu 5,000,000 Tabnerok
Analytical Report No / : 890001745365 Date of Analysis / 1 26.06.2024
AHanuTnyecknit oryer Ne JlaTa aHanu3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoACTBA I'ogen g0 (BKJ)
Analysis performed according to ND / Anaaus nposegen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nzm. 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)

Ne Test / IloxazaTenn ~ Result/PesyapTatil | Specification / Hopma

10 |Package/ YnakoBka 10 tablets in PVC/aluminum |10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blister. 3 blisters and patient |blisters and patient information leaflet in a carton.
information leaflet in a carton. /|/ Tlo 10 Tabnerok B IIBX / amomuHHeBOM
ITo 10 TabneTox B | 6iincrepe. [To 1, 2, 3 nin 10 61McTepoB BMECTE ©
[IBX/antoMUHHEeBOM  6yucrepe. | HHCTPYKUMEH MO  NPUMEHEHMIO B MAykKy
I[To 3 Onucrepa BMeECTE C|KapTOHHY.

HMHCTPYKUHEH N0 NMPUMEHEHHUIO B

Ma4Ky KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooteeTcTBYET TpeOOBaHUAM B cooreerctBuu ¢ HJ| |

12 |Storage conditions / Xpanenue | Store protected from light below 25°C / B 3awuiieHHOM OT CBETa MecTe MpU

| TeMmepaType He Boilue 25°C .
|

13 | Shelf life / Cpok roanocru 3 years /3 roga

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

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

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpebopaHusm HJ 3axmouyenune: OJJOBPEHO

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

Moarorosneno: Ankit ) | IIpoepeno: Ranjeet Ono6peno: Menemxkep / Pykosonuteins
f/”/ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 26.06.2024 Hara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 500034, Telangana, inaia
Tel: +91 40 4500 2200, Fax: 451 40 4300 2529, Email: mail@drraddys.com
CIN, L85185A4P1984PLCO0AECT
www.drieddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tal : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
PageSof 5/ Crp.5u3 5

Product : Nise tablets 100 mg
Hpoayxt  : Haiiz®, Tabnetku 100 mr
Batch No / : V2401122 Batch Quantity / : 5,000,000 tablets /
Cepusa Ne O6bem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001745365 Date of Analysis / : 26.06.2024
Ananutuueckuii oryer Ne JlaTa aHaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jara npoussoiacTraa T'onen g0 (BKT)
Analysis performed according to ND / Anaans nposegen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 o1
28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* AHanu3 1o nokasaresiio «MukpoOuoJioryueckas 4YMCTOTa» MPOBOAMTCA IPOU3BOAMTENIEM MPH BBITYCKE NEPHOAHHECKH
(c uHTEpBANOM OHO HcTibITaHue Ha 20 cepuil Wi He Meree 1 pasa B ron). IlokasaTenb MOKeT ObITh HE BKIIOUCH B Ceprudukar

aHanu3a QUpMBL

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu nponssogureas ADC:

NMS/13121229

FP Manufacturer API Batch number /

Homep cepuu cyOctanuun npoussogures I'JID:

FERA00264

API Manufactured by & country /
IIpouseogutens APC, cTpaHa:

Aarti Drugs Ltd., India/
Aapti Hpars JIta., Uuaus

Remarks : The Product conforms to ND /

Ipumeuanue: [Tponykt coorBeTcTBYET TpeOopanusm HJT Zaxmwouenue: OJIOBPEHO

Conclusion : APPROVED /

Prepared by / Checked by /

ITpoBepeno: Ranjeet Onob6peno: Menemxep / PykoBonurens

Approved by: Manager / Executive /

[Moarorosneno: Ankit 7 1

/ ;_/' ' Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Jata: 26.06.2024 Hara: 26.06.2024 Jarta: 26.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4200 2500, Fax: +91 40 4300 2699, Email: mail@drraddys.com

CIN: L85195AP1984PLCO0OAS0TY
www.drreddys.com




