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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page 1 of4 / Crp. 1 uz 4

Product : Nise tablets 100 mg
Ilpogykr  : Haiis®, Tabnetku 100 mMr
BatchNo / 1 V2402538 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001777776 Date of Analysis / : 29.11.2024
AHaJsiuTH4YeckMii oTyeT No Jara anHanu3za
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JlaTa npou3BoacTBa Conen g0 (BKJI)
Analysis performed according to ND / Ananus nposegen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / w3m. Ne 3 oT
28.09.2022)

Ne Test / IToxasaTenn Result / Pe3yabTaTnbl Specification / Hopma

1 |Description/ Onncanue | Complies / CooTBeTcTByET Yellowish white round biconvex tablets with
smooth surface. / Bensle ¢ ’xenroBarbiM
OTTEHKOM  KpYIJIble  JBOSKOBBIMYKJIBIE |
TablIeTKH ¢ rIagKoi MOBEPXHOCTEIO.

2 |Identification / Complies / CooTBeTcTRYET The retention time of principal peak in the
MMopauHHOCTL chromatogram of test solution should
correspond to retention time of principal
peak in Nimesulide standard solution
chromatogram under Assay / Bpewms
YHEpXKUBAaHUS  OCHOBHOTO  MHKa  Ha
XpoMaTorpaMMe HCIBITYeMOro pacTBOpa
JIOTDKHO COOTBETCTBOBATh BpEMEHHU
yIOep>XKUBAaHUA  OCHOBHOIO  MHKa  Ha
XpOMaTOrpaMMe pacTBopa CTaHAapTHOTO
obpazua HUMECYNUAA (paznen
«KonudecrBeHHOE ONpeeNIeHHE»)

3 [Average weight and mass 309.9mg/3099mr  |310mg+5.0%/310Mr£50%
zr:f(:;)m:)tyﬂlo(cff:ilﬂas:l::acca Complies / CootBercrByeT 18/20 tablets — NMT + 5 % /
AHOPOA 18/20 Tabnerox — He Bomee £ 5 %

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

4 | Dissolution / PacTBopenue 101 %, 99%, 99%, 100%, 97%, 97%, |Not less than 75 % (Q) of labeled amount of
Ci3H12N>OsS nimesulide is dissolved in 45

| | minutes / He menee 75 % (Q) ot

| | HomuHanbHOTO coepxanusa Ci3H >N2OsS

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

Ipumeuanne: [Ipoaykt cooTBETCTBYET TpeboBanuam HJJ 3axnwuenne: OJOBPEHO

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

Ilogrorosneno: Pardeep IIpoBepeHo: Pawan Kumar Onobpeno: Menemxep / Pykosgaures

Kumar p Pavan Kumar Sharma T S
L—_— —

Reprint Date / Reprint Date / ' Reprint Date / -

Jlata: 29.11.2024 Jata: 29.11.2024 Hata: 29.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganra, Indis
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Frail: maii@drraddys cam
CIN: L85135AP18984PLCNO4507
wwye.drreddys.com
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CEPTU®PUKAT AHAJIU3A
Page 2 0of 4 / Crp. 2 u3 4

Product Nise tablets 100 mg -
HpoAykT Haiiz®, Tabnerku 100 mr
BatchNo / 1 V2402538 Batch Quantity / : 5000000 tablets /
Cepma Ne Ob6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001777776 Date of Analysis / : 29.11.2024
AHaJiuTHYecKnii oTyeT Ne JlaTa ananun3za
Date of Manufacture / + 11/2024 Date of Expiry / : 10/2027
Jara npousBoacTBa I'oaen po (BKJ)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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

—

No Test / [TokazaTean

Result / PesynnTaTni

_Specification / Hopma

(HHVMéch'IMII) yepe3 45 MHH.

5 Water / Boaa

2.8%

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

Impurity A / ITpumMecs A
|

Impurity B / IIpumece B
Impurity C/ ITpumecs C

Impurity D / ITpumecs D

Impurity E / IIpumecs E

Impurity F / ITpumecs F

Any unknown individual
impurity / Enunuunas
HeuaeHTudunupyeMas
IpUMEChH

| Total impurities / Cymma

6 |Related substances / PoacTeBennble npumecu

Below LOD (LOD = (0.0019 %) / Huxe
npeaena obnapyenns (110 = 0.0019 %)

0.03%
Not detected / e obHapyxeHa

Below LOD (LOD = 0.0049 %) / Huxe
npenena obHapys;xeHus (ITO = 0.0049 %)

Below LOD (LOD = 0.0062 %) / Huxe
npenena obHapyxenus (ITO = 0.0062 %)

Below LOD (LOD = 0.0045 %) / Huxe
npenena obHapyxenus (I10 = 0.0045%)

Below LOQ (LOQ = 0.0143 %) / Huxe

npeaesia KOJIMYECTBEHHOrO ONpeaeaeHus
(TTKO = 0.0143%)

0.03%

NMT 0.20 % / He Gosee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6ounee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Goinee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
Ilpumeuanue: IIpoayKT cooTBeTCTRYET TpeboBaHmsiM H/J

Conclusion : APPROVED /
3akawuenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: Pardeep ITpoBepeHo: Pawan Kumar Onobpeno: Menemxep / Pykososiirens
Kumar )£ _ Pavan Kumar Sharma 'fZﬂ s
Reprint Date / Reprint Date / Reprint Date / —

Hara: 29.11.2024 Hata: 29.11.2024 Hara: 29.11.2024

Registered Cffice: 8-2-33

7, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel. +91 40 4950 2960, Fax: +51 40 4300 2999, Email: maii@drraddys com
CiN: LBS195AP19SIPLCD04507

wenvdrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
Page3of4 /Crp.3 u3 4

Product : Nise tablets 100 mg ]
IlpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / : V2402538 Batch Quantity / : 5000000 tablets /
Cepusa Ne OoBem cepun 5000000 Tabrerox
Analytical Report No / : 890001777776 Date of Analysis / : 29.11.2024
AHaJIMTHYECKHH oTUYeT Ne JlaTa ananau3za
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
JaTa npou3BoacTBa Tomeu po (BiuT) -
Analysis performed according to ND / Ananus nposeaen no HJI; T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

No o | Test / [lokazaTennb Result / PesyabTaThl [ Specification / Hopma
npuMecei
7 | Uniformity of dosage units / 16 B 'Ac?:eptance value (AV) should be not more
OaHOpOAHOCTH J03UPOBAHNS than 15.0 / IToka3aTenb NpUEMIEMOCTH
(AV) nomxeH 661t He Honee 15,0
| |

8 | Microbial limits* / MukpoGuojoruyeckas 4yucrora*

' | a) Total aerobic microbial NA Not more than 1000 CFU/g /

count / Obuee uucno He 6onee 1000 KOE/r

a3pOOHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /

mould count / Obuee uucno He 6onee 100 KOE/r

JPOXOKEBBIX ¥ [UIECHEBBIX

rpuboB ' |

¢) E. coli ~ NA il Shall be absent in 1g/
JIO/mKHBI OTCYTCTBOBATH B 1 T

9 _”A_ssay / Koanaecreennoe 99.7 mg/99.7 Mr Not less than 90.0 mg and not more than |

onpeaeneHue 110.0 mg C;3H2N>0sS Nimesulide in tablet

/

Or 90,0mr mo 110,0mr C;3H;»2N-OsS
(Humecynun) B TabneTke

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumedanne: IIpoaykT cooTBeTcTBYET TpeboBanusiM HJL 3axaruenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[MoarorosneHo: Pardeep IIposepeno: Pawan Kumar Opnobpeno: Menemxep / PyKOBC}/ﬂI-lTeIIb
Kumar Pavan Kumar Sharma B
Reprint Date / Reprint Date / / Reprint Date /

Hara: 29.11.2024 Jara: 29.11.2024 Hara: 29.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fei: 101 40 4900 2300, Fax. +51 40 4900 2999, Eingil: insil@drraddys.com
CiN: LS5195AP19SIPLCOS4507
wyavdrreddys.com
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CEPTH®HUKAT AHAJIN3A
Page4 of 4 /Crp.4u3 4
Product Nise tablets 100 mg
IIpoaykT Haii3®, tabnerku 100 mr
Batch No / 1 V2402538 Batch Quantity / : 5000000 tablets /
Cepus Ne O6BeM cepun 5000000 Tabaerox
Analytical Report No / : 890001777776 Date of Analysis / : 29.11.2024
AHanauTHuecKHi oTyeT Ne JlaTa anaausa
Date of Manufacture / 1 11/2024 Date of Expiry / : 1072027
JlaTa npoH3BOACTBA TI'ogen po (BKN)
Analysis performed according to ND / Ananus npoeesen mo HJI: 1T 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 / usm. Ne 3 ot
28.09.2022)
Ne Test / IloxazaTens Result / Pe3lebTaTbl_i - Specification / Hopma |
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 |10 tablets in PVC/aluminum blister. 1,2, 3 or
blisters and patient information leaflet in | 10 blisters and patient information leaflet in
a carton. / Ilo 10 Tabmerox B|a carton. / Ilo 10 Tabnerox B IIBX /
IBX/amomunueBom 6Oaucrepe. Ilo 3 |amomuHuerom Onucrepe. Ilo 1, 2, 3 nim 10
fiMcTepa BMeCTe € HHCTPYKLMEH 1o |OnucTepoB BMecTe C HHCTpYKLumel Mo
NpHUMEHEHHIO B MauKy KapTOHHYIO. NPUMEHEHHIO B NaYKy KapTOHHYO.
11 Labeling / Mapkupogka | Complies as prescribed / 'According to ND /
| CooteeTcTBYyeT TpeGOBaHUAM B coorBercTBuu ¢ HJJ i
| 12 |Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT cBeTa MeCTe_l'lpH
Xpanenue TeMmIepatype He Bbiute 25°C
13 | Shelf life / Cpok rogHoctT 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.

* AHanu3 mo mnokazarento «MHKpoOHoNoOrHYeckass YHUCTOTay MPOBOIUTCS TMPOU3BOIAUTENEM TPH BHITYCKE MEpHOANYECKH
(c uHTepBanoM oaHoO ucnbiTaHue Ha 20 cepuil UK He Meree 1 pasa B rox). ITokasarens MoskeT ObITE He BKItOueH B CepTudukar

aHaIM3a (upMEL.

API name (INN)/ A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponspoautensi ADC:

NMS/14090600, NMS/14090605

FP Manufacturer API Batch number /
Homep cepun cyocTtannuu npoussoaurens I'JIdD:

FERA00593, FERA00594

API Manufactured by & country /
ITpouseoauteas ADC, cTpaHa:

Aarti Drugs Ltd., India /
Aaptu Ipars JItn., Unaus

Remarks : The Product conforms to ND /

IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanusim HJI

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / Checked by /

IToarorosneno: Pardeep

IMTposepeno: Pawan Kumar

Approved by: Manager / Executive /
OnobpeHo: Menemxep / PyKkoBoTENb
Pavan Kumar Sharma _g'_,__d—f—»

L

Kumar '
b
Reprint Date /

Jlara: 29.11.2024

Reprint Date /
Hara: 29.11.2024

Reprint Date /
Jara: 29.11.2024

Registerad COffice: 3-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangara, Indis

Tol. +91 40 4900 2900, Fax: +51 10 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP198IPLCO04507
v drredcdys.com



