Dr.Reddy’s ‘;'.

Dr. Reacy's Laboratories i
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2., 173 205, IiMDIA
Tl : +91 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Pagel of4/Crp.1u3 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 Mr
Batch No / : V2401195 Batch Quantity / : 5000000 tablets /
Cepuns Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002597552 Date of Analysis / 1 22.07.2024
AHanguTH4YecKkHii oTueT Neo JlaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npon3BoAcTBA T'open po (BKT)

28.09.2022)

Analysis performed according to ND / Anann3 nposeaen mo HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
No 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

Ne I Test / ITokazaTenn
1 Description / Onucanue

Result / Pa.n bTaThI
Complies / CooTBeTCTBYET

Specification / Hopma B
Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ KeNTOBATHIM OTTEHKOM
KpYTJble JBOSKOBBIMYKIIble TabNETKM C MIaAKON
NOBEPXHOCTBIO.

2 Identification /
IMoaxuuHOCTE

Complies / CooTBeTcTBYET

[ The retention time of principal peak in the
chromatogram of test solution should correspond to
retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMsi y#epxHBaHHUSA OCHOBHOTO TMHMKA Ha
XpOMAaTOrpamMMe KCIBITYEMOr0 PacTBOpa JOJHKHO
COOTBETCTBOBATH BpEMEHH YIAepKUBaHUS
OCHOBHOIO [MHKa HAa XpOMaTOTpaMMe pacTBOpa
cTaHigaptHoro ofpasla HuMmecynupa (pasnen
«KoNMHYeCTBEHHOE OTpEHEICHHUE))

3 Average weight and mass
uniformity / Cpeansis
Macca 1 OAHOPOAHOCTDb
Macchl

308.6 mg/ 308.6 Mr

Complies / CooTBeTcTBYyET

310mg+5.0% /310 Mmr+ 5,0 %

18/20 tablets —NMT £ 5 %/
18/20 Tabnerok — ne 6onee = 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6onee + 10 %

4 Dissolution / PacTBopenue

98 %, 98 %, 101 %, 99 %, 99 %,

98 %,

Not less than 75 % (Q) of labeled amount of
Ci3Hi310s8 nimnesulide is dissulved in 43
minutes / He menee 75 % (Q) oT HOMHHAILHOTO
conepxanus Ci3HizN2OsS (Humecynun) uepes 45
MMUH.

Remarks : The Product conforms to ND /

Ilpnmevanne: [IpogykTt cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /IloarorosieHo:

Pardeep Kumar t

Pawan Kumar

Checked by / Hposg?cHo:

Approved by: Manager /Executive /
Onobpeno: Menemxkep// Pyko TmTenb
Abhishek Chavhan [ —~

Reprint Date / Reprint Date /

Hata: 04.10.2024

Hata: 04.10.2024

Reprint Date /
Hara: 04.10.2024

Registered Office: 8-2-337, Road No 3, Banjara Hiils, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2200, Fax: +91 40 4900 2998, Email: mail@drreddys.cam
CIN: L8D195AP1984PLLCOOABCT

wivw.drreddys.com




Dr.Reddy’s ‘_‘:‘

Dr. Reddy's Labaratories Li
Formuilation Unit-5

Vill. Khol, Nalagarh Read, Bacldj,
Distt. Solan, H.P,, 173 205, INHA
Tel: +91 581€5 5600L-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Page2 of 4/ Crp.2 uz 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerxu 100 mr
Batch No / 1 V2401195 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000 Tabnetok
Analytical Report No / : 040002597552 Date of Analysis / : 22.07.2024
AHanuTHdecknii oTueT No Jara anaanza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
Jarta npou3BoicTBa T'ogen go (BK.)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uam.
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 / u3zm. Ne 3 ot

- Ne |_ Tj:st/l'[oxasaTeJ_l:_
5 | Water/ Boaa

Result / Pe3yabTaThl
33%

Specification / Hopma

| Not more than 6.0 % w/w / He 6ontee 6,0 %

Impurity A / ITpumecs A

Impurity B / Ilpumecs B
Impurity C / ITpumecs C
Impurity D / Ilpumecs D

Impurity E / ITpumecs E
Impurity F / IIpumecs F

Any unknown individual
impurity / ExuHuuHas
HeugeHTHQUIHpYyeMas
MPUMECh

Total impurities / Cymma
rnpumeceit

6 Related substances / PoacTBeHHbIe TpUMecH

Below LOQ (LOQ = 0.0057 %) /

Huwxke npenena KOAMYECTBEHHOTO

onpegenenus (ITKO = 0.0057 %)
0.02%

Not detected / He o6Hapy>keHa

Below LOD (LOD = 0.0049 %) /
Hwmxe npenena obuapyxenus (I[10 =
0.0049 %)

Not detected / He o6HapyxeHa

Below LOD (LOD = 0.0045 %) /
Hixe npenena obHapysxenus (I1O =
0.0045 %)

0.02%

0.04 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6o1ee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

/ OaHopoaHOCTEL

7 Uniformity of dosage units

4.0

Acceptance value (AV) should be not more than

| 15.0 / Ilokasatens npuemaeMocti (AV) nomkex

Remarks : The Product conforms to ND /
IIpumevanue: [Iponykt cooTBeTcTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Hara: 04.10.2024

Hara: 04.10.2024

Prepared by /Tloarotorneno: | Checked by / [IpoeepeHo: Approved by: Manage;"l Executive /
Pardeep Kumar Pawan Kumar aég_, Onobpeno: Menejprep// PykoBojmTeIb

sf;; Abhishek Chauhan . ,f?
Reprint Date / Reprint Date / ' Reprint Date /

Jara: 04.10.2024

Registered Officer 8-2-337, Road MNo. 3, Banjara Hills, Hyderahad - 500034, Telangana, indin
Tel: +81 4G 4500 2500, Fax. =51 40 4960 2999, Eniail: mail@drreddys.com

Clid: L85195AP1534PLCO04507
wwwdrreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories g
Formulation Unit-6

Vill. Khol, Nalagarh Read, 2add,
Distt. Solan, H.P., 173 205, IMDiA
Tol 1 +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page3 of 4/ Crp.3 n3 4

Product Nise tablets 100 mg
Ipoaykr Hait3®, tabnetku 100 Mr
Batch No / 1 V2401195 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6bem cepun 5000000 Tabnetok
Analytical Report No / : 040002597552 Date of Analysis / 1 22.07.2024
AHaJUTHYECKHI oTYeT Ne JlaTa anaau3a
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoaCTBA T'ogen no (Bre)

28.09.2022)

Analysis performed according to ND / Ananus nposegen o HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
Ne 1 or 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

Test / Iloxazarenan
A03UPOBAHUS

Ne

Result / Pesynb'ra;ﬂ

Specification / Hopma

| 6bITh He Gonee 15,0

8 |Microbial limits* / Mukpo6

HOJIOrH4YeCKast ‘lHCTOTa*_ —

a) Total acrobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee ynco He 6onee 1000 KOE/r
adpobHbBIX

MHUKPOOPIraHU3MOB

b) Total combined yeasts NA Not more than 100 CFU_/_g7
and mould count / O6wee He 6onee 100 KOE/r

YHCIIO POXIKEBBIX U

TIECHEBBIX IpHGOB

¢) E. coli NA Shall be absent in 1g/

JosnkHbl OTCYTCTBOBATh B 1 T

9 Assay / KonuuecTBenHoe
ompexeieHne

100.1 mg/100.1 mMr

| Not less than 90.0 mg and not more than 110.0 mg
[Ci3H12N20sS  Nimesulide in tablet /
01 90,0 Mr mo 110,0 mr Ci3H12N>OsS (Humecynun)
B Tabnetke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / Ilo 10 Tabnerok B|ITo 10 Tabnerok B IIBX / anromuHHEBOM GiHcTepe.
[IBX/amomuuunesom Gimucrepe. Ilo 2 ([Tlo 1, 2, 3 wm 10 O6aucTepoB BMecTe cC
6nMcTepa BMECTE C MHCTPYKLMEH MO | MHCTPYKUMeH 10  MPUMEHEHHIO B [adKy
MPUMEHEHHUIO B Na4YKy KAPTOHHYIO. | KAPTOHHYIO.

11 |Labeling / MapkupoBka | Complies as prescribed / According to ND /

CooteTcTBYeT TpeOOBaHHAM B cooteerctBum ¢ HJJ

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipogykt cooTBeTCTBYET TpeboBaHUAM HJI 3akmouenue; OJIOBFEHO
Prepared by /Tloarotosneno: | Checked by / IlpoepeHo: Approved by: Managef / Executive /
Pardeep Kumar c;f,/ Pawan Kumar /‘%ZL Onobpeno: Menexep / PykoBogntensb

= Abhishek Chauhan et
Reprint Date / Reprint Date / Reprint Date / '
Jara: 04.10.2024 Jara: 04.10.2024 Hara; 04.10.2024

Registered Office: 8-2-337, Koad No. 3, Banjara Hills, Hyderubad - 530034, T2iangana, India

Tel: +91 40 4509 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LEE1954P19EAPLCO0AS0T
wwavdrreddys.com




Dr. Reddy's Laboratorizs Lid
Formulation Unii-6

@
Dr. Reddy,s q.... Vill. Khol, Malagarh Road, Baridi,

Distt. Solan, H.7., 173 205, 1RDIA
Tel: +91 98765 5600L-02
vww.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page4of4/Crp.4u3z 4
Product : Nise tablets 100 mg
Npoayxr : Haiiz®, Tabaerku 100 Mr
Batch No / : V2401195 Batch Quantity / : 5000000 tablets /
Cepust Ne O0nbem cepun 5000000 Tabnerox
Analytical Report No / : 040002597552 Date of Analysis / : 22.07.2024
AHanuTH4YeCKHi oTyeT No Jara ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npousBoacTea T'onen go (BKI)
Analysis performed according to ND / Ananu3 nposenen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
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 / m3m. Ne 3 ot
28.09.2022)

[ N | Test/Mokasatenn Result / PesyjabTaThbl | Specification / Hopma
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHoM OT CBE€Ta MECTE NIPH TEMIIEpAType
Xpanenue He Bhlmie 25°C

13 | Shelf life / Cpok roauoctn |3 years/ 3 rona

*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.
* Aunanu3z no mnokasarenio «MHKpoBHONOrHYeckass 4MCTOTa» IPOBOJAMTCA NPOM3BOAMTENEM NPH BBIMYCKE MNEPHOINUYECKH
(c uHTEpBanoM oiHO HctbITaHKe Ha 20 cepuil WiIH He MeHee 1 paza B rox). [Tokasarens MoxeT ObITh He BKmoueH B Cepruduxar

aHanusa QUpMBL.

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

API manufacturer batch number / NMS/13121240, NMS/13121242

Homep cepun npoussoautesiss ADC:

FP Manufacturer API Batch number / FERA00268, FERA00269

Homep cepuu cydcranuuu npoussoautessi I'JID:

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

IIponssogurtens APC, crpana: Aaptu lparz JIta., Uuous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanne: [IpoaykTt coorBeTcTBYET TpeboBaHusM HJJ 3akmwouenne: OJOBPEHO
Prepared by /TToarotorneno: | Checked by / IIpoeepeHo: Approved by: Manager/ Executive /
Pardeep Kumar ‘;f Pawan Kumar ( Onobpeno: Menemxey /I PykoBOMYTEND

— ! Abhishek Chauhan (N——

Reprint Date / Reprint Date / Reprint Date / '
Hara: 04.10.2024 Jara: 04.10.2024 Hata: 04.10.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, indin
Tel: +01 40 4560 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: L851954P19834PLCGOASGT
wwwLdrreddys.com




