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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page1of4/ Crp. 1n3 4

Product : Nise tablets 100 mg
[IIpoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets /
Cepust Ne O6LeM cepuu 5000000 Tabnerox
Amnalytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
ABaTuTHYeCKHIi oTyeT Ne JlaTa aHanuza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
Jdara npousBoacTBa T'ogen no (BKJ)

128.09.2022)

Analysis performed according to ND / Ananus 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 or

Ne Test / [lokasaTesnb Result / PesynabTatel

1 Description / Onucanne Complies / CooTBercTBYyeT | Yellowish white round biconvex tablets with

Specification / Hopma -

smooth surface. / BeJble ¢ xKeATOBaTBIM OTTEHKOM
KpYTJible ABOSIKOBBHIMYKNble TabNeTKHU C riamxoi
NOBEPXHOCTBIO.

2 |Identification / Complies / CooTBeTCTBYET
IoanHHHOCTB

3 |Average weight and mass 311.5mg/311.5 mr
uniformity / Cpeansis
mMacca M OHOPOIHOCTL
Macchl

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 ynepxuBaHHS OCHOBHOTO THMKa Ha
XpOMAaTOrpaMMe HCIBITYEMOro PacTBOpa HOJDKHO
COOTBETCTBOBATh BpPEMEHHU YACPKHUBAHUS
OCHOBHOIO THWKa Ha XpOMaTorpaMme pacTBopa
CTAaHapTHOTO o06pa3slia HuMecynuiaa (pasien |
«KonuuecTBeHnHoe OIpeneIecHHe)

1310 mg+5.0%/310 Mr+ 5,0 %

18/20 tablets —=NMT £ 5 % /
18/20 Ttabnerok — He Gosee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Gonee = 10 %

4 Dissolution / PacTeopenue | 97 %, 96 %, 97 %, 97 %, 98 %, 98 %

Not less than 75 % (Q) of labeled amount of
Ci3H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHHaJIBLHOTO
copepxanus Ci3H2N20OsS (Humecynun) uepes 45 |
MUH. |

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

Ipumeuanne: ITpoaykT coorBeTcTBYeT TpeboBaHusam HJI 3akioueHue: OI[O]S!PEHO

Prepared by / Checked by / Approved by: Managdr / Executive /
[loarorornexo: IIposepeno: Pawan Kumar Onobpeno: Menemxkep / Pykogonntens
Pardeep Kumar Qﬁ,.» Abhishek Chauhan | 7

Reprint Date / Reprint Date / ' Reprint Date /

Hata: 23.09.2024 Jara: 23.09.2024 MHara: 23.09.2024

Registered Cffice: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: +91 40 4500 2999, Ernail: maii@direddys.com

CIN: L8S195AP1984PLCOD4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page2 of 4/ Crp. 2 u3 4

Product : Nisetablets 100 mg
Mpoaykr : Haiis®, tabrerkn 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepnn 5000000 Tabneroxk
Amnalytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
AHanuTHYecKHii oTyeT No Jara ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTta npou3zBoACTBA T'oaen g0 (BKuT)

Analysis performed according to ND / Ananu3s nposegen mo H: TI N012824/03-140119 (ame;ld Ne 1 from 08.06.2020 / u3m.
Ne 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 / uzm. Ne 3 ot

28.09.2022)

N ~ Test/ Iokasavenn Result / PesyabTaTsl i i o Specification / HopM—a
5 Water / Boaa 3.3% Not more than 6.0 % w/w / He 6onee 6,0 %
6 R_elated_sﬁbstances / PoAcTBeHHbIe NPUMECH
Impurity A / Tlpumecs A Below LOQ (LOQ =0.0057%) / NMT 0.20 % / He 6onee 0,20 %
Huxe npemena KOIU4ECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)
Impurity B / Ilpumecs B NMT 0.20 % / He 6onee 0,20 %
0.02% |
|
Impurity C / IIpumecs C Not detected / He obHapyxera ;NMT 0.20 % / He 6onee 0,20 %
Impurity D / llpumecs D Below LOD (LOD =0.0045 %) / |NMT 0.20 % / He 6onee 0,20 %
Huxe npenena obHapyxenus (IO =
0.0049 %) '
Impurity E / Ilpumecs E Not detected / He o6HapyxeHa 'NMT 0.20 % / He 6ostee 0,20 %
Impurity F / ITpumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual [NMT 0.20 % / He 6onee 0,20 %
impurity / EnunuyHas 0.02%
HeHeHTHGULUpYeMast
npUMeCch
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
| mpuMecei
7 | Uniformity of dosage units II 2.6 | Acceptance value (AV) should be not more than
L / OAHODOAHOCTH | 15.0 / Toka3atesb mpHeMaeMocTu (AV) No/keH |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: ITponykT cooTBeTcTBYeT Tpeboanusm HJ| 3akmoyenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager | Executive /
IToaroroBneHo: _ ITpoBepeno: Pawan Kumar Onobpeno: MeHenxep | PykoBpanTteinb
Pardeep Kumar J/ #r? Abhishek Chauhan ; f
[ = \___—
Reprint Date / Reprint Date / ; Reprint Date /
Jata: 23.09.2024 Jara: 23.09.2024 Hara; 23,09.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Ernail: maii@drreddys.coim
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIA3A
Page 3 of 4 / Ctp. 3 u3 4
Product Nise tablets 100 mg
I poaykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepuu 5000000 TabreTok
Amnalytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
AHaguTHYecKHil oTueT Ne Hara ananausa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
Jlata npoussoacTBA l"_oneH o (BKJT)
Analysis performed according to ND / Ananu3s nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 / m3am. Ne 3 ot
28.09.2022)
N Test/ llokasaTen Result / Pe3yabTaThl ] Specification / Hopma
JA03UPOBAHHS 6bI1TE He 6osiee 15,0 |
|__8_ Microbial limits* / MukpoGHooruyeckas 4McToTa* B - _—
| a) Total aerobic microbial NA Not more than 1000 CFU/g / '
count / Obee uucno He Gonee 1000 KOE/r
| a3pOBHEBIX
| MUKPOOpPraHU3MOB
|b) Total combined yeasts NA Not more than 100 CFU/g / o
and mould count / O6iee He 6onee 100 KOE/r
UHCNO IPONOKEBBIX U
MJIECHEBBIX IpHOOB
¢) E. coli NA Shall be absent in 1g/ -
J{o/KHBI OTCYTCTBOBaTh B 1 T
9 Assay / KosiuuecTBeHHnoe | 99.7 mg/ 99.7 mr Not less than 90.0 mg and not more than 110.0 mg
onpeaeneHue | | C13H12N2OsS  Nimesulide in tablet /
Ot 90,0 mr go 110,0 mr C3H;5N-OsS (HuMecynun)
B Tabnerke
10 |Package/ YmakoBka 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. / Tlo 10 Ta6nerok B |Ilo 10 Tabnerok B [IBX / anroMHHHEBOM GnHCTEpE.
IBX/anroMmnuueBoM Gnucrepe. [lo 2|TTo 1, 2, 3 wunu 10 OauctepoB BMecTe €
HnucTepa BMECTE C MHCTPYKLMel MO | HHCTpYKUMEH MO  MPUMEHEHHIO B Mauky
NPUMEHEHHUIO B 1a4Ky KAPTOHHYIO. | KAPTOHHYIO.
11 "I:al;ling / Mapkuposxka | Complies as prescribed / According to ND / o
1

Remarks : The Product conforms to ND /
IIpumeuanue: [TpoaykT cootBeTcTRYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
TlonrorosieHo:
Pardeep Kumar

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager / Executive /
Onobpeso: Meneskep)
Abhishek Chauhan

Pyn?anmwenb

Reprint Date /

JaTa: 23.09.2024

Reprint Date /
Mara: 23.09.2024

Reprint Date /
Hara; 23,09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2300, Fax: +91 40 4500 2999, Email: maii@direddys.com

CIN: L89195AP1984PLCO04507
www.drreddyz.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page4of4/ Crp. 4 n3 4

Product : Nisetablets 100 mg
MDpoaykr : Hais®, Tabnerku 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000 TabneTox
Analytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
AHATUTUYECKHIH oTHeT No JlaTa ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
|laTa NpOM3BOACTEA Togen g0 (BKU)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / WM. |
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 ot

28.09.2022) -
N | Test / Toxa3zarenn Result / PesyanTaTet | Specification / Hopma |
CootBeTcTBYET TpeOOBaHUAM B cooteercTBuu ¢ HJ|
12 "i_Storage_e conditions / Store protected from light below 25°C/ B 3ailiuieHHOM OT CBETA MECTE IIPH TeMIepaType
XpaHeHue He BblmIe 25°C

| 13 Shelf life / Cpok roguoctu |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.
* AHamu3z no mnokasaremo «MHKpobHonornyeckass 4YHCTOTa» IMPOBOAMTCS MPOU3BOAUTEEM [IPH BBIIYCKE TEPHOAUYECKH
(c vuTepBagOM oHO McnbiTanWe Ha 20 cepuil WK He MeHee 1 pa3za B rof). ITokasaTens MoxeT ObITh He BKIOYEeH B Ceprrudukar

aHallu3a (iHpMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynug
(SREsmanmisclurer hatct number NMS/14060340, NMS/14060344, NMS/14070436
Homep cepun nponspogutensi ADC:
FP Manufacturer API Batch number / FERA00369, FERA00370
Homep cepuu cybcTtannuu npouspoaurtess I'JIdD:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussogurtenb ADC, crpaHa: Aaptu [pars JItn., Uanus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: Ilpoayxt cootBeTcTBYeT TpeboBanuaM HJI 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Managey / Executive /
[Toaroroenexo: IIpoepeno: Pawan Kumar OnobpeHo: Menemxep / Pykoposirenb
Pardeep Kumar l fz Abhishek Chauhan f/ /
Reprint Date / Reprint Date/ Reprint Date /
JHara: 23.09.2024 Jara: 23.09.2024 JHata: 23.09.2024

Registered Cffice: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 430C 2999, Email: maii@drreddys.coin
CIN: L85195AP1984PLCO04507
www.drreddys.com



