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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd,
Formulaticn Unit-6

Vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJIU3A
Pagelof4/ Crp. 1 uz 4

Product : Nise tablets 100 mg
Ipoaykr :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2402752 Batch Quantity / : 5000000 tablets /
Cepus Ne O0nem cepun 5000000 rtabnerok
Analytical Report No / : 890001783646 Date of Analysis / : 29.12.2024
AHasiuTHYecknid oTuyeT Ne Harta avanusa
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2027
JaTa npou3BoaCcTBA TIogen no (Bk)

28.09.2022)

Analysis performed according to ND / Auanu3s nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / u3m. Ne 3 or

Ne Test / Iloxazaren Result / Pe3yabTaThbl
1 |Description / Onucanue Complies / CooTBETCTBYET

2 |Identification / Complies / CooTBeTCTBYET
IHoaauHHOCTL

____ Specification/ Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ kKenToBaTbiM
OTTEHKOM  KpYTJble  JOBOSKOBBIMYKITBIC

TabJIETKH C TNajiKoi OBEPXHOCTLIO.

| The retention time of princip?pea?in the

chromatogram of test solution should

peak in Nimesulide standard solution
chromatogram under Assay / Bpewms
yOepkKUBaHUS  OCHOBHOTO  THKa  Ha
XpOMAaTOrpamMe MCTBITYEMOr0  pacTBOpa
JOTKHO COOTBETCTBOBATH BpEMEHU
yOep)KUBAaHUA  OCHOBHOrO  MNMKAa  Ha
XpoMarorpamme pacTBOpa CTaHMApTHOTO
obpazua HUMECYAUIa (pa3zen
| «KonuyecTBeHHOE OnpeeNieHUe»)

correspond to retention time of principal |

3 | Average weight and mass 307.8 mg /307.8 mr
uniformity / Cpeansas macca
H OHOPOJHOCThL MACChI

Complies / CooTBETCTBYET

4 |Dissolution / PaCTBOpeHHE 97 %, 97 %, 96%, 97 %, 96 %, 99 %,

310mg£5.0% /310 Mmr£5,0 %

18/20 tablets — NMT + 5 % /
18/20 Tabnerok — He 6onee =5 %

2/20 tablets — NM'T' + 10 % /
| 2/20 Tabnerok — He Gonee + 10 %
|

| Not less than 75 % (Q) of labeled amount of
Ci3H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaJIbHOTO conepxkania Ci3HioN20sS |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Ipoayxr coorBeTcTBYeT TpeboBanusaM HJJ 3axkmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBnexo: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya &\ p Amit Kumar e

(o a ) ‘.-,_%__,..-r"" /X"_‘/
Reprint Date / Reprint Date / Reprint Date/ ¥
Iara: 29.12.2024 Hara: 29.12.2024 Hara: 29.12.2024

Regisiered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 191 404900 2300, Fax: +91 40 4500 2999, Ernail: mait
CIN: L85195AP1984PLCO04507
wiww.drreddyz.com

@drreddys.coin
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2 of4/ Crp.2uz 4

Product : Nise tablets 100 mg
Ipoayktr  : Haiiz®, Tabnerkn 100 mr
Batch No / 1 V2402752 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepuu 5000000 Tabnerok
Analytical Report No / : 890001783646 Date of Analysis / 1 29.12.2024
AHaJIUTHYEeCKHH oTueT Ne Jara ananusa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
Jlara npon3soacTBa TI'ogen no (BKJ)
Analysis performed according to ND / Anaaus nposegen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msM. 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 / u3m. Ne 3 ot
28.09.2022)

N Test / TlokasaTeanb Result / PesynnTatsi Specification / Hopma |
(aumecynun) yepes 45 MUH. |
5 | Water/Boaa ) 2.5% Not more than 6.0 % w/w / He Gonee 6,0 % |
|
—
| 6 |Related substances / PopcTBennbie npumecH )
' | Impurity A / [Ipumecs A 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
| Impurity D / Ipumecs D Not detected / ne obHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ipumecs E Not detected / ne o6Hapysxena NMT 0.20 % / He 6osee 0,20 %
Impurity F / TIpumecs F Not detected / ne obHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Below LOQ (LOQ = 0.0143 %) / Hike | NMT 0.20 % / He Goutee 0,20 %
impurity / Exnnnunas mpenena KOJWYECTBEHHOTO OMNMpeae/ieHHs
HeuneHTHDHUMpYeMast (KO = 0.0143%)
HPUMECH [
|
Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %
npumMeceit I
7 | Uniformity of dosage units / | 2.0 Acceptance value (AV) should be not more
OaHOpOAHOCTL J03HPOBAHHUSA than 15.0 / Tloka3arens NpueMIEMOCTH
(AV) nomxeH 6e1Th He 6onee 15,0

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBeTcTBYeT Tpebopanusm HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosyeHo: Santos] [porepeno: Pardeep Kumar Opobpeno: Menenxep / PykoBogutens
Kumar Maurya ‘}3\ p Amit Kumar /\/ =

S S ~
Reprint Date / Reprint Date / Reprint Date/ !
Tlara- 29 12 2024 TMata: 29 17 2074 TaTa 29.12.2024

Registered Cffice: 8-2-337, Road No. 2, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +61 40 490G 2260, Fax: +61 40 4500 2999, Erinail: mail@direddys coin
CIN: LEZ195AP1984PLCONAS0T
wwwdrreddyzs.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Page3of 4/ Crp. 3 u3 4

Product : Nise tablets 100 mg
ITpoaykT : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2402752 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 890001783646 Date of Analysis / 1 29.12.2024
AHaJIHTHYeCKHH oTueT No JlaTa ananu3a
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172027
JlaTa npou3BoACTBA Tonen po (BKJ)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
vam. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

N | Test / IloxazaTenn | Result / PesyabTaTni Specification / I Ijgpr;la .
8 |Microbial limits* / Mukpobuonoriayeckas yucrora*
a) Total aerobic microbial | NA ' Not more than 1000 CFU/g /
|count / O61mee 4nco He Gonee 1000 KOE/r
a3poOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and [ NA | Not more than 100 CFU/g /
mould count / Oduee uucio He 6onee 100 KOE/r
| IPOOKEBBIX H TIECHEBBIX
[ rpubos
¢) E. coli NA | Shall be absent in 1g/
JIo/DKHBEI OTCYTCTBOBATL B 1 T
9 |Assay/ Koanuecrsennoe 99.5 mg/99.5 mr Not less than 90.0 mg and not more than
omnpege/neHue 110.0 mg Ci3H>N»0sS Nimesulide in tablet
[/

Or 90,0mr mo 110,0 Mmr C;3H;2N20sS
| (unmecynun) B Tabnerke

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 Tabnetox B a carton. / Ilo 10 Tabmeroxk B IIBX /
[MBX/antoMuHueBom 6Gaucrepe. Ilo 3| amomunueBom daucrepe. [o 1, 2, 3 um 10
Gnucrepa BMecTe C HHCTPYKUHEN @O [ONHCTEPOB BMECTE C HMHCTPYKLUWeH 1o
MPUMEHEHHUIO B 1AUKY KapTOHHYIO. [IPUMEHEHHIO B NMAYKY KAPTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooteetcTRyeT TpeOOBaHUAM B coorsetcTBun ¢ HJI
12 ‘Storage conditions / Store protected from light below 25°C / B 3zamuineHHOM OT CBeTa MecTe TpH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanne: Hponykt coorBeTcTByeT Tpebobanuam HJI 3axnwuenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxrorosneHo: Santosh [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar Maurya @_ cj_.— s Amit Kumar [
+ - A »,,-‘/
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.12.2024 Hara: 29.12.2024 Hata: 29.12.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23800, Fax; +91 40 4300 2999, Ernail: maii@drreddys.coin
CIN: L8%195AP1984PLCNNASDT
weavdrreddys.com




Dr.Reddy’s Q’:'

Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Page 4 of 4/ Crp. 4 3 4
Product : Nise tablets 100 mg
IpoaykT : Haiiz®, tabnerku 100 mr
Batch No / 1 V2402752 Batch Quantity / : 5000000 tablets /
Cepus Ne O6beM cepun 5000000 Tabnerox
Analytical Report No / : 890001783646 Date of Analysis / ¢ 29.12.2024
AHasiMTHYeCKHi oTueT No JlaTa ananu3a
Date of Manufacture / : 12/2024 Date of Expiry / : 1172027
| JaTa npon3BoACTBA TI'ogen no (BKJI)
Analysis performed according to ND / Ananus nposesen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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 ot
28.09.2022)
Ne Test / Iokazareas | Result/Pesyaptater : ____ Specification / Hopma
XpaHeHue ]TeMHepaType He Bhie 25°C

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

year). The test can be absent in the Certificate of Analysis.

*The manufacturer performs the “Micro-biological Limits” test at release periodically (one test for 20 batches or at least once per

* AHanus 1o rnokaszaresio «Mukpofuosornueckas YHCTOTa» IPOBOAMTCA TNPOM3BOAMTENEM 0PH BBIYCKE MNCPHONHYECKH
(c uuTepBanoM oaHO McnbiTaHue Ha 20 cepuit Mnu He MeHee 1 pasa B ron). Tlokazarens MoxeT 6bITh He BKIO4eH B CepTudukar

aHanrza QHupmbl.

API name (INN) / A®C (MHH): Nimesulide / Humecynupg
API manufacturer batch number / NMS/14100698

Howmep cepun npoussoauteas ADC:

FP Manufacturer API Batch number / FERA00618

Homep cepun cyocTanuu npouspoauresst I'JIMD:

API Manufactured by & country / Aarti Drugs Ltd., India /
Hpoussoautens ADC, cTpana: Aaptu [par3 JIta., Uaons

Remarks : The Product conforms to ND /
Ilpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by /
IToarorosieHo: Santng% IIposepeno: Pardeep Kumar

Kumar Maurya K
G il QL"'

Approved by: Manager / Executive /
Onobpeno: Menenxep / PykoBoaurtens

Amit Kumar o
AN s

Reprint Date / Reprint Date /
Iata: 29.12.2024 Hata: 29.12.2024

Reprint Date / !
Jlara: 29.12.2024

Pegistered Cffice: 8-2-3
Tel; #8140 430

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
0 2500, Fax: +51 40 4500 2999, Erail: maii®direddys.com

CIN: L8S195AP1984PLCO0AS07
www. drreddys.com




