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CERTIFICATE OF ANALYSIS

28.09.2022)

CEPTU®UKAT AHAJIU3A
Page 1 of 4/ Ctp. 1 u3 4

[Product : Nise tablets 100 mg ]
Mponyxr : Haiiz®, tabnerkyn 100 mr
Batch No / 1 V2401870 Batch Quantity / : 5000000 tablets /
Cepua Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024
ApanuTnyeckui oTyer No JlaTa ananunsa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTa npou3BoACTBa T'open g0 (BKII)

Analysis performed according to ND / Auanus l'l_p()B_EJJeH no HJI: T N012824/03-140119 (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 / uzm. Ne 3 or

No Test / IlokazaTesb
1 Description / Onucanne

Result ﬁe3yﬂ bTAThI
Complies / CooTBeTcTBYyET

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ »eATOBATbIM OTTEHKOM
KpYIJble JBOSIKOBBIMYKJble TabNeTKU C TJankoi
MOBEPXHOCTHIO.

2 |Identification /
IMoannuHoCTL

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 /
Bpems ymepkuBaHMs OCHOBHOIO MNHKa Ha
XpOMATOrpaMMe HCIBITYEMOro pacTBOpa JOMKHO
COOTBETCTBOBATH BpEeMEHH YIOEPHKUBAHUA
OCHOBHOrO MNHKa Ha XpOMaTorpaMMe pacTopa
cTaHgapTHoro obpasua HuMecynuna (pasgen
«KonuyecTBEHHOE ONpeeieHHEY)

l 3 Average weight and mass 311.7mg/311.7 mr

uniformity / Cpeauss
mMacca H OJHOPOAHOCTh
Macchl

Complies / CooTBercTBYyeT

310 mg£5.0% /310 mr+ 5,0 %

18/20 tablets = NMT + 5 %/
18/20 Tabnerok — He bonee £ 5 %

2/20 tablets — NMT £ 10 % /
2/20 Tabnetok — He Gonee = 10 %

| 4 | Dissolution / Pacteopenne | 99 %, 99 %, 101 %, 101 %, 101 %,

98 %

Not less than 75 % (Q) of labeled amount of
Ci3H12N20s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAILHOTO
coneprxanus Ci3H|2N-OsS (HuMecynua) yepes 45
MMH.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJI 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / [Executive /
ITonroToByieHO: ITpoBepeno: Pawan Kumar Onobpeno: Menenxep //Pyxosojntens
Pardeep Kumar @L_ Abhishek Chauhan f.-*'f /ﬂ
Reprint Date / Reprint Date / Reprint Date / -
Jara: 23.09.2024 Hata: 23.09.2024 Hara: 23.09.2024

Pegistered Cffice: 8-2-337, Road No. 2, Benjara Hills, Hyderabad - 500034, Telangana, India

Tel: +51 40 4900 2500, Fax: +91 40 4500 2998, Email: maii@direddys.coin
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page2o0f4/ Crp.2 u3 4
Product : Nise tablets 100 mg
Hporykr : Hais®, tabaetku 100 mr
Batch No / 1 V2401870 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepuu 5000000 Tabnetok
Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024
AHAanuTHYecKHi oTyeT Ne HMarta aHanusa |
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npoH3BoACTBa TI'ogen ao (BKI)
Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
|—J‘f° ' Test / [loka3aTenn . Result / PesyabraThi ~____ Specification / J—Lopmjmv )
- ‘Water / Boaa ' 3.7% Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / PogcTBenHbi¢ npUMecH
Impurity A / Ipumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / [Tpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
o 0, o
. Impurity C / I[Ipumecs C el e e NMT 0.20 % / He 6onee 0,20 %
1 [ 0
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %
Huxe npepena obHapyxenus (ITO =
. 0.0049 %) o
Impurity E / ITpumecs E NMT 0.20 % / He 6onee 0,20 %
} Not detected / 6
Impurity F / Tpumecs F s NMT 0.20 % / He Gonee 0,20 %
Not detected / 0
|Any unknown individual S e NMT 0.20 % / He 6onee 0,20 %
impurity / Enuanynas
| HenneHTUDULMpYeMas 0.02%
| MpHMeECs
Total impurities / Cymma 0.05% NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 Uniformity of dosage units 1.6 | Acceptance value (AV) should be not more than
/ OaHopoaHOCTH 15.0 / Tokazarens npueMaeMoctr (A'V) fo/xeH
| 103MpOoBaHUsA 6bITh He Gosee 15,0

| 8 |Microbial limits* / Mukpo6uosiornyeckasi YHcTOTA® - |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
| Ilpumeuanue: [Ipoaykt cooteTcTBYET TpeboBanuam HJ{ 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager //Executive /
[Toarorosneno: [IpoBepeno: Pawan Kumar Opnobpeno: Menemxep/ Pykosonuresb
Pardeep Kumar <>i__/ Abhishek Chauhan v
i Z N
Reprint Date / Reprint Date /- Reprint Date /
Jara: 23.09.2024 Hara: 23.09.2024 Jara: 23.09.2024

Registered Cifice: 8-2-337, Road No. 2, Bznjara Hiliz, Hyderabad - 500034, Telangana, India
T2l 191 40 4900 23900, Fax: +91 10 45300 2999, Ernasil: maild®drreddys.coim
CIN: L85195AP1984PLCONAS0T
wwnwdrreddys.com
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and mould count / O6uiee

CEPTUDPUKAT AHAJIN3A
Page3of4/ Crp.3n3 4
Product : Nise tablets 100 mg
INpoayxr : Haiiz®, Tabnerku 100 mr
Batch No / : V2401870 Batch Quantity / : 5000000 tablets /
Cepusi Ne OoneM cepuu 5000000 TabneTox
Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024
AHanuTHueckuit oTuer Ne JlaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JaTta npon3BoacTa I'oaeH xo (BKJI)
Analysis performed according to ND / Auanuns nposeaen mo HJI: IT1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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 or
28.09.2022)
No Test / IloxazaTenb Result / PesyasTaTsi I,,, ~___ Specification/ Hopma
a) Total aerobic microbial I NA Not more than 1000 CFU/g /
count / Ob1ee yucao He 6onee 1000 KOE/r
a’poOHBIX
MUKPOOPraHH3MOB
b) Total combined yeasts NA | Not more than 100 CFU/g/

He 6onee 100 KOE/r

YHCIIO APOXIKEBIX U
11ECHEBBIX TPHOOB
¢) E. coli | ‘NA ~ | Shall be absent in 1g/
| JloyxHbB! OTCYTCTBOBaTE B 1 T
) mAssay / KoauyecrBeHHOE 99.6 mg/ 99.6 mr Not less than 90.0 mg and not more than 110.0 mg
onpejegeHune Ci3Hi2N20sS  Nimesulide in tablet /
Ot 90,0 mr oo 110,0 mr C13H2N205S (Humecynaun)
B Tabrnerke
! |
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 Tabnetok B|ITo 10 Tabnetok B IIBX / amomuHiHeBOM GnucTepe.
IBX/amomunueBoM Giuctepe. ITo 2 [ITo 1, 2, 3 wnu 10 OnucrepoB BMEcTe ¢
OAucTEpa BMECTE C MHCTPYKUMEH MO | MHCTPYKLMEH 10  NpHMEHEHMIO B MAuKy
NPUMEHEHHIO B TAYKY KapTOHHYIO. | KAPTOHHYIO.
11 |Labeling / Mapkuposka | Complies as prescribed / | According to ND / -
CooTBeTcTBYET TpeOOBaHUAM | B cootsercreuu ¢ HJ|
I 12 | Storage conditions / Store protected from light below 25°C / B 3a1iiiesHOM OT CBETa MeCTe TpH TeMrlepaTy—p?
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IlponykT cootsercTByeT Tpebopanuam HJI 3akmoyenue: OJJTOBPEHO
Prepared by / Checked by / Approved by: Manager|/ Executive /
[Toarorosinexo: (i/ IpoBepeHo: Pawan Kumar Opobpeno: Meuemxep) PykoBoauTens
Pardeep Kumar Abhishek Chauhan
Reprint Date / Reprint Date / 'I Reprint Date /
Hara: 23.09.2024 Hara: 23.09.2024 Hara: 23.09.2024

Pegistered Cffice: 8-2-3
Tek +8140430
CIN: £85195AP19S4PLCOD4507

wwvrdrreddys.com

37, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
¢ 2900, Fax: +91 10 4500 2999, Ernail: maii@drreddys.coin
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Page4 of4/ Crp. 4 uz 4

Product : Nise tablets 100 mg
Ilpoaykr : Haiiz®, Tabnerkn 100 mr
Batch No / 1 V2401870 Batch Quantity / : 5000000 tablets /
| Cepust Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002661129 Date of Analysis / : 23.09.2024
AHaJuTHYecKHil oTyeT Ne JlaTa ananu3a
Date of Manufacture / 1 08/2024 Date of Expiry / : 07/2027
JlaTa npoH3BOACTBA Tomen go (BK.T)

Analysis performed according to ND / Ananns nposeaen mo HJI: T1N012824/03-140119 (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 / uzm. Ne 3 ot
28.09.2022)

N | Test / IlokasaTenn i Result / Pesynsrarsi
XpaHeHHe He Boime 25°C

13 | Shelf life / Cpok roanocTn 13 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.
* AHamuz Mo mokazaTtento «MukpoBuonorudeckas YHCTOTa» DPOBOAMTCSA MPOHM3BOJHUTENIEM NPH BBIMYCKE TEPHOAMYECKH
(c uHTepBasioM 0aHO HcnbITaHue Ha 20 cepuil UK He meHee 1 pasa B rox). [Tokasatens MOXeET ObITE HE BKIHOUEH B CepTHHKAT
aHaIM3a UpPMEI,
API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/14060340
Homep cepun nponszpoauteaa ADC:
FP Manufacturer API Batch number /

Homep cepun cyOctanuuu npousogutens I'JID: FERA00369

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

Ilpoussogureas APC, cTpana: Aapru Hpars JIta., Ueaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [Ipoaykr coorseTcTBYET TpeboBanusm HII 3axiwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager J Executive /
Ilogrorosneno: [IpoepeHo: Pawan Kumar Opnobpeno: Menenxep// Pykopogurens
Pardeep Kumar Qf_,/ 32 Abhishek Chauhan |
Reprint Date / Reprint Date / ' Reprint Date /
Harta: 23.09.2024 Hara: 23.09.2024 Hara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




