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CERTIFICATE OF ANALYSIS

HdaTa npoussoacrsa

CEPTUDPUKAT AHAJIU3A
Page 1 0of4/Crp.1u3 4

Product Nise tablets 100 mg
IIpoaykr Haiis®, Tabnetkn 100 mr
Batch No / 1 V2401194 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002596031 Date of Analysis / 1 22.07.2024
AHannTuyeckuii oryer No Jarta ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Tomen ao (BK)

Analysis performed according to ND / Ananu3s nposesen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne
1

Test / Iloxasarten
Description / Onucaunne

Result / PesysabTaThl
Complies / CooTBeTcTBYET

Specification / Hopma

| Yellowish white round biconvex tablets with

smooth surface. / Benkle ¢ )eNTOBAaTLIM OTTEHKOM
KpYIJIbie ABOSKOBBIMYKIIbIE TabJETKH C TIagKoii
NOBEPXHOCTHIO.

Identification/
IoanuunocTtn

Complies / CooTBercrByer

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 /
BpeMss  ynep>XUBaHHS OCHOBHOTO [TMK2 Ha
XPOMAaTOrpaMMe HCIIBITYEMOIO PacTBOpa JOJKHO
COOTBETCTBOBATH BpEMEHH YIAEpKHUBAHUSA
OCHOBHOrO NHKa Ha XpoMaTorpaMme pacTBopa
CTaHJapTHoro ofpasua HuUMecynuaa (pasgmen
«KonnuecTBeHHOE ONpeieneHue)

Average weight and mass
uniformity / Cpenusin
Macca H OAHOPOAHOCTH
macesl

309.9 mg/309.9 mr

Complies / CooTBercTByeT

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

18/20 tablets - NMT £ 5 %/
18/20 tabnetok — He 6ostee = 5 %

2/20 tablets —- NMT + 10 % /
2/20 Tabnerok — He Honee £ 10 %

Dissolution / PacTBopenue

98 %, 96 %, 98 %, 97 %, 98 %,

98 %,

Not less than 75 % (Q) of labeled amount of
Ci3H2N20s58S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMMHANBEHOTO
copepxanmst Ci3H|sN2OsS (Humecynun) uepes 45
MMH.

Remarks : The Product conforms to ND /
ITpumeuanne: IIpoaykT cooTBeTCTBYET TpeboRaHMsM HJJ

Conclusion : APPROVED /
3akaovenue: O,Z[OBPEI;fO

Prepared by /Tloarorosneno;

Pardeep Kumar QL

Checked by / I1posepeHo:
Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep fPykosogjirens
Abhishek Chauhan : '

Reprint Date /
Hara: 04.10.2024

Reprint Date /
Hara: 04.10.2024

Reprint Date / \ /
Hara: 04.10.2024

Registerad Cificer 8-2-337, Road No 3, Banjarz Hills, Hyderabad - 550034, Telanzana, Indin
Tel: +61 40 4200 2900, Fax: +91 40 4966 2999, Email: mail@drreddys.com

CIN: L851954P1984PLCO0ASG7
www.drreddys.com
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Dr. Reddy,s ‘.... Vill. Khol, Natagarh foad, Radd],
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page20of4/Crp.2 u3 4

Product : Nise tablets 100 mg
Mpoayxr : Haii3z®, Tabnerku 100 mr
Batch No / 1 V2401194 Batch Quantity / : 5000000 tablets /
Cepus No O0bem cepuun 5000000 Tabnerox
Analytical Report No / : 040002596031 Date of Analysis / 1 22.07.2024
AHanuTHYecKHil oTyeT No JlaTa ananusa
Date of Manufacture / 1 06/2024 Date of Expiry / : 05/2027
JlaTa npous3BoAcTBa TI'ogen ao (Bk)

Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N f_ Test/HOKa3aT_e.r_u: ~ Result/ Pe3_V_JIbET;:l ~ Specification / Hopma
5 Water / Boaa 3.4% Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PoacTBeHHble IpUMecH ]
Impurity A / TIpumecs A Below LOQ (LOQ = 0.0057 %) /| NMT 0.20 % / He 6omee 0,20 % [
Hmwxe npeaena KOJIMYECTBEHHOTO
onpeznenenus (ITKO = 0.0057 %)

Impurity B / TIpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %

Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %
Hrxe npenena o6Hapyxenus (ITO =

0.0049 %)
o 0, 0,
Impurity E / ITpumecs E Not detected / He oBHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Below LOD (LOD = 0.0045 %) / NMT 0.20 % / He 60nee 0,20 %
Hwxe npenena obuapyxenus (I10 =
0.0045 %)
Any unknown individual Below LOQ (LOQ = 0.0143 %) //NMT 0.20 % / He 6onee 0,20 %
1mpur1ty/ Enunnuuas Huxe npeneina KOJIUYECTBEHHOIO
HeHHeHTl/I(bP".lI/lpyeMaﬂ onpencieHua (HKO =0.0143 %)
[pUMECh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 Uniformity of dosage units 2.0 Acceptance value (AV) should be not more than
/ OAHOPOIHOCTH B 15.0 / Iokasarens npuemiuemoctu (AV) nomkeH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Tponykt coorBercTByeT TpeboBanusm HJJ 3axmouenue: QJIOBPEHO
Prepared by /ITonrorosneno: | Checked by / ITporepeno: Approved by: Manager / Executive /
Pardeep Kumar J_’ Pawan Kumar Onobpeno: Menekep /Pykosoafitens
N L Abhishek Chauhan  / /]
Reprint Date / Reprint Date / g Reprint Date / !
Hata: 04.10.2024 Hara: 04.10.2024 Hara: 04.10.2024

Registered Office: -2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Talangana, fndia
Tel: +91 40 4560 2800, Fax: +61 10 1900 2999, Email: iail@drreddys.com
CIN. LE5195AP1984PLCO04507
wwvrdrreddys,com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratorias L
Formulation Unit-6

Vill. Khol, Nalagarh Road, Raddi
Distt. Solan, H.P., 173 205 {1DIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

AO03MpoBaHHUA

8 Microbial limits* / Muxpo6uooruyeckas yucrora*

CEPTUOUKAT AHAJIU3A
Page 3 0of 4/ Crp.3 uz 4

Product Nise tablets 100 mg
IIpoaykr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401194 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 040002596031 Date of Analysis / 1 22.07.2024
AHaguTHYecKHnii oTueT Ne JlaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoACTBA I'onen go (BKI)
Analysis performed according to ND / Auanus nposeaen mo 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 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzam. Ne 3 ot
28.09.2022)

No Test / Ilokazarennr Result /_Pegﬁmar? ] B ~ Specification / Hopma

6eITE He Gonee 15,0

a) Total aerobic microbial NA Not more than 1000 CFU/ gT
count / Obiee yucno He 6onee 1000 KOE/r
a3poOHBIX

MHKpPOOPTraHU3MOB

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

YHCIO APONIKEBBIX H '
TIJIECHEBBIX rpuboB

_E)-E coli NA Shall be absent in 1g /

JlomkHBL OTCYTCTBOBaTh B 1 T

9 Assay / KoauuecTBeHnoe
onpegeseHue

100.7 mg/ 100.7 mMr

Not less than 90.0 mg and not more than 110.0 mg
Ci3Hi2N2OsS  Nimesulide in  tablet /
Ot 90,0 Mr mo 110,0 Mr Ci3H2N20sS (sumecynum)
B Tabnetke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

IIpumeuanne: IIpoaykr coorrercTByeT TpeGoBanusam HII

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister, 2
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / [lo 10 Tabnerok B |Ilo 10 Tabnerok B IIBX / amoMuHHEeBOM OIUCTEpE,
IIBX/amomunuerom Gsactepe. ITo 2 |Ilo 1, 2, 3 unu 10 6aucrepoB BMecTe C
6cTepa BMECTE C MHCTPYKLHMEH IO | MHCTPYKLMEH MO  MPUMEHEHMI0O B Mauky
NPUMEHEHHIO B Na4Ky KapTOHHYIO. | KAPTOHHYIO.

11 |Labeling / Mapkupoexa |Complies as prescribed / According to ND /
CootBercTByeT TpebOBaHUAM B cootserctBuH ¢ H]J|

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

3axiouenune: OJJOBPEHO

Prepared by /ITonrororneno: | Checked by / ITposepeHo: Approved by: Manager / Executive /

Pardeep Kumar Pawan Kumar Ono6pero: Menemkep// Pyscoa JIHTEIIb
“J/, L_,_ Abhishek Chauhan /Q

Reprint Date / Reprint Date / ! Reprint Date / -

Hara; 04.10.2024 Hara: 04.10.2024 Hara: 04.10.2024

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

Tel: +

CIN: L85185AP1U34PLCO0AS0T
wiwnwv.drreddys.com

500024, Talangana, ndia

91 4C 4500 2900, Fax: +91 40 4900 2999, Email: Aall@drraddys.com
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Cr. Reddy's Laboratorjes i
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Sofan, H.P,, 173 205, 11DIA
Tel : +91 98165 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAMI3A

Page4of4/Ctp. 4 n3 4

Product : Nise tablets 100 mg

lata nponseoacrsa

INpoaykr : Haiia®, Tabnerku 100 mr

Batch No / 1 V2401194 Batch Quantity / : 5000000 tablets /
Cepnn No O6bem cepun 5000000 Tabnerok
Analytical Report No / : 040002596031 Date of Analysis / 1 22.07.2024
AHaauTuYecKHil oTyer Ne JlaTta aHanusa

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

TI'onen go (BKT)

Analysis performed according to ND / Ananus nposegen o HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 o1 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 / IlokasaTens Result / PesyabsTaTsl | Specification / Hopma
12 |Storage conditions / Store protected from light below 25°C / B 3awuumensoM ot cBeta MecTe npu TeMIieparype
XpaHenue He Beile 25°C

13 |I Shelf life / Cpox roanoctu |3 years/ 3 roga

*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.
* AWamus no nokasatemo «MHKpOGHONOrHHECKas HHCTOTA» MPOBOXUTCS NPOU3BOAUTEIEM MPHU BBINYCKE MEPHOAMYECKH
(c maTepBanom ofHO uCTIbITaHHE Ha 20 cepuii UK He MeHee 1 pasa B rox). [TokasaTesb MOKET GbITh He BKIOYEH B Ceprudukar

aHayusa dHpmel.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoaurens ADC:

NMS/13121235, NMS/13121240

FP Manufacturer API Batch number /
Homep cepun cyberanunn nponssogurens: IJID:

FERA00266, FERA00268

API Manufactured by & country /
ITponssomanrens ADC, erpana:

Aarti Drugs Ltd., India /
Aaptu pars Jlta., Uugns

Remarks : The Product conforms to ND /
IIpumeuanue: ITponykr coorsetcTyeT TpeGoBanusam HJI

Conclusion : APPROVED /
3akmoyenue: QJJOGPEHO

Prepared by /IToarorosneno:

Pardeep Kumar J/

Approved by: Manager | Executive /
Onobpeno: Menemkep/ PykoBeautens
Abhishek Chauhan —

Reprint Date /
JlaTa: 04.10.2024

Checked by / ITposepeno:
Pawan Kumar ﬁg
Reprint Date /

Hara: 04.10.2024

Reprint Date /
JHara: 04.10.2024

Registered Office: 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: E85195AP1984PLCOOASEGT
www.drreddys.com




