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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHATH3A
Pagelof 5 /Crp. 1 u35
Product : Nise tablets 100 mg
Npoaykt  : Haiia®, Tabnerku 100 mr
Batch No / : V2401795 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6BeM cepuu 5,000,000 Tabnerok
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHaJHTHYECKHHA 0T4YeT No Jara ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
NaTa npoH3BOACTBA Toaen go (Bra) .
Analysis performed according to ND / Ananus nposeaen no HI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam, 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 / viam. Ne 3 or
28.09.2022)
Ne | Test / [okazatesb = : Result / Pesysnbrarni ] . _ Specification/ Hopmya |
1 | Description / Onucanue | Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
1 smooth surface. / Belbie ¢ )XeNTOBAaTEIM OTTEHKOM
KpYIJIble HBOSKOBBIMYKIIBIE TabNeTku C riaafkoi
TIOBEPXHOCTEIO.
2 |Identification / Complies / CooTBETCTBYET The retention time of principal peak in the |
IMogTHHHOCTDL chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMs ymepKMBaHHS OCHOBHOIO TMHKA Ha
XpOMATOTpaMMe MCIIEITYEMOro pacTBOpa AOJDKHO
COOTBETCTBOBATh BpEMEHH yIAEPKUBAHMS
OCHOBHOIO MMKa Ha XpOMaTorpaMMe pacTBOpa
cTaHmapTHoro ofpasua Humecynuma (paszen
«KonuuecTBEHHOE OTIPEACIICHHE)
3 | Average weight and mass 310.6 mg/310.6.mMr 310 mg+ 5.0 % /310 Mr+ 5,0 %
z;;fgr:llﬁéf}p}:};:::: paccan Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 % /
oA 18/20 rabnerok — He Gonee £ 5 %
2/20 tablets — NMT = 10 % /
2/20 tabnerok — He Gonee = 10 %
4 | Dissolution / PacTBopeHue 95%, 96 %, 96 %, 96 %, 96 %, |Not less than 75 % (Q) of labeled amount of
96 %. C3H2N205S nimesulide is dissolved in 45
minutes / He meree 75 % (Q) 0T HOMHHAJIBHOTO
conepxanus Ci3H;2N2OsS (HMMecyTHI) yepes
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT coorsercTByeT Tpebosannam HIL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managen/ Executive /
IoarorosieHo: Santosh [IpoeepeHo: Pardeep Kumar Onob6peno: Menemxey/ Pykosonuresb
Kumar Maurya @ 5 Abhishek Chauhan
QJ—»/ {
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.09.2024 Jara: 14.09.2024 HIara: 14.09.2024

Pegistered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Te): +93 40 49008 2800, Fax: +91 40 4500 2999, Emaii: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTN3A
Page2ofS /Crp.2u35
Product : Nise tablets 100 mg
Mpoaykr  : Haiiza®, Tabnerxyn 100 mr
Batch No / : V2401795 Batch Quantity / + 5,000,000 tablets /
Cepus Ne O6nem cepHH - 5,000,0_00 Ta6_J_1_eT_0K_ o
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024

AnanuTHuecKiii oryer Ne JlaTa aHaau3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JlaTa npoH3BOJCTBA Fogen g0 (BK.J)

Analysis performed according to ND / Ananns nposegen o H/I: [1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

28.09.2022)

Ne Test / [lokasatenn Res@ /?Q}yﬂbTaTbl Specification / Hopma {

|45 mun.

5 |Water/ Boaa 40% Not more than 6.0 % w/w / He 6ontee 6,0 %

6 |Related substances / PoicTBeHHbIe IpHMeECH
‘ Impurity A / IIpumecs A Below LOQ (LOQ = 0.0057 %)/ | NMT 0.20 % / He 6onee 0,20 %
Hibke npenesia KoNM4eCTBEHHOTO
onpepenenus (ITKO = 0057 %)
lImpurity B/ [Ipumecs B 0.02% NMT 0.20 % / He 6osace 0,20 %

Not detected / He oOHapyxeHa NMT 0.20 % / He 6onee 0.20 %

Impurity C / Ilpumece C
Below LOD (LOD = 0.0049 %) /

Impurity D / Ilpumecs D " NMT 0.20 % / He 6onee 0,20 %
Hinxe nipenena o6HapyxKeHUs
(I1TO = 0.0049 %)
Impurity E / [Tpumecs E Not detected / He oGHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / IIpumecs F NMT 0.20 % / He 6onee 0,20 %
Not detected / He obHapyxeHa
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITpoayKT cooTBeTCTBYET TpeboBanusiM H]T 3axmouenne: OJJOBPEHO
Prepared by / Cliecked by / Approved by: Managgr / Txecutive /
[Moaroroeneno: Santosh IIpoeepeno: Pardeep Kumar Onobpedo: Menemxgp / PykoBojurenb
Kumar Maurya Lﬂ/ ()f”/ Abhishek Chauhan // 7
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.09.2024 Jara: 14.09.2024 Jara: 14.09.2024

Pegisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +51 40 45C0 2959, Erail: maii@drreddys.con
CIN: L85195AP1S34PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page3of 5 /Crp.3 u35
Product : Nise tablets 100 mg
TpoayKT :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2401795 Batch Quantity / : 5,000,000 tablets /
Cepusn Ne O6bem cepun 5,000,00_0 Taﬁne_TOK
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024

AHaauTHYecKuii oTyeT Ne JlaTa anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JdaTa npoussBoicisa T'ogen go (BKa)

Analysis performed according to ND / Ananu3 nposeacs no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

Ne ) Test / Iloxasares Result / PesyasTaTh! ) : Specification / Hopma
Any unknown individual delow [OQ (LOO - 65.0143 %4) 7 NMT 0.20 % / He 6onee 0,20 %
impurity / EqMHUuYHas Flnze ripeieiaa ROAWYCCTREHIGTO

HeupeHTHGUUMpyeMas IpuMeck | onpeneacimg (TTKO -~ 01,0143 )

|
! Total impurities / Cymma | 0.02% NMT 1.5 % / He 6onee 1,5 %

: npuMecei

! ! = = .

| 7 | Uniformity of dosage units / 33 Acceptance value (AV) should be not more than

OIHOPOIHOCTL A03UPOBAHMSA 15.0 / Tlokasarens nipueMneMocTd (A'V) no/mkeH
O5ITE He Honee 15,0
8 |Microbial limits* / Mukpoduonoruyeckas 4ucrora*
a) Total aerobic microbial count | NA |Not more than 1000 CFU/g/
] / OB111ee UMCTo aspobHBIX ' "He Gonee 1000 KOE/r

| MHUKpPOOPTaHH3MOB

| b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obuee yucio He 6onee 100 KOE/r
TPOMOKEBLIX U IJIECHEBBIX
rpubos

| ¢) E. coli | NA Shall be absent in 1g/

B JOMmKHEl OTCYTCTBOBATE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Nprveuanne: JIpoRykT cooTBeTCTBYET TpebopanusM HJ 3axmwouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Managey// Executive /
IToxrororneHo: Santosh [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurtensb
Kumar Maurya ,{ ﬁ/i Abhishek Chauhan |

. ci«—"" __s
Reprint Date / Reprint Date / Reprint Date /
Hata: 14.09.2024 Hara: 14.09.2024 Hara: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tek: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTM3A

Page4of S /Crp.4 w35

Product Nise tablets 100 mg

Npoaykr Haiiz®, Tabaerku 100 mr

Batch No / : V2401795 Batch Quantity / : 5,000,000 tablets /
Cepusi Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHanuTHYeCKMil oTueT No JaTa anajanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JlaTa NnpOH3BOACTBA Tozen no (BKT)

Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. 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 / u3m. Ne3 ot

28.09.2022)
[ N Test / [oxasatenn Result / Pesymbratst | Specification / Hopma
|9 | Assay/ KonnuyecTBeRHOE 98.7 mg/98.7 mr | Not less than 90.0 mg and not more than 110.0 mg
omnpeaejieHHe Ci3H|2N20sS  Nimesulide in  tablet /
Ot 90,0 Mr o 110,0 Mr C13H12N205S

(numecynun) B Tabnerke

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

blister. 3 blisters and patient|blisters and patient information leaflet in a carton.
, information leaflet in a carton. /|/ Ilo 10 Ttabnerox B IIBX / anromMuHmneBom

IIo 10 TabJeToK B | 6mucrepe. o 1, 2, 3 unu 10 61uCcTEPOB BMECTE C
IIBX/antoMHHUEBOM  ONMCTEpe. | MHCTPYKLHEH 110 IPUMEHEHHI0O B M[avyKy
Ilo 3 Onucrepa BMeCTE C |KapTOHHYIO.
UHCTPYKLIMEH M0 MPUMEHEHHIO B
MavyKy KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CoorBeTcTBYET TpeOOBaHHAM B cootBetcreuH ¢ HI

12 |Storage conditions / Xpanenue | Store protected from light below 25°C / B 3aliMileHHOM OT CBeTa MeCTe IIpH
TeMIepatype He Beile 25°C

13 | Shelf life / Cpox roxsocts 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Tponykr coorBeTcTBYeT TpeboBanuaM HJI 3axmouenne: QJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrorosneHo: Santosh Iporepeno: Pardeep Kumar Opnobpeno: Menemsep// PykoBoauTens
Kumar Maurya | » Abhishek Chauhan

. e
Reprint Date / Reprint Date / Reprint Date /
Jara: 14.09.2024 Hata: 14.09.2024 Hara; 14.09.2024

Ragistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2500, Fax: +81 40 4300 2998, Ermail: mail@drreddys.com

CIN: 1L.B5195AP1984PLCOOASNT

www.drreddye.com
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

PageSof S /Crp.5us 5

Product Nise tablets 100 mg

HpoayxT Haiiz®, Tabnerku 100 mr

Batch No / 1 V2401795 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Ta6IIETOK
Analytical Report No / : 890001761149 Date of Analysis / : 14.09.2024
AHanuTHYecKkHil oTyer No Jlata anaaunsa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027

JlaTa npoM3BoAcTBA Togen xo (BrIY)

28.09.2022)

Analysis performed according to ND / Anaau3s nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

*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.
* AHaJM3 MO Toka3aTello «MHKpOOGHONOrHueckasl YUCTOTay MPOBOAMUTCH INPOH3BOAMTENEM MPHU BHINYCKE MEPHOAHYECKH
(C HHTEpRAIOM OAHO HcnEITaHue Ha 20 cepuii i He MeHee 1 paza B rof). [loxasaTens ModxeT ObITE HE BKMOYeH B CepTudukar

aHayM3a (hupMbl,

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepun npousBogurensa ADC:

NMS/14050321, NMS/14060327

FP Manufacturer API Batch number /

Homep cepuu cyocTannun npoussoauteasa I'JID:

FERAQ0365, FERA00366

API Manufactured by & country /
IIpouszsoanrenbr ADC, cTpaHa:

Aarti Drugs Ltd., India /
Aapru [pars Jitn., Uanus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykT coorBeTcTBYET TpebGoBanusM HJI 3axmouenne: QJIOGPEHO
Prepared by / Checked by / Approved by: Manager | Executive /
IMoarotosieHo: Santosh IIpoepeno: Pardeep Kumar Onobpeno: Menemiep// Pykosonutens
Kumar Maurya lﬁ, P Abhishek Chauhan

b Lo /
Reprint Date / Reprint Date / Reprint Date /
Hara: 14.09.2024 Hara: 14.09.2024 Jara: 14.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, (ndia

Tel +81 40 4900 2900, Fax: +91 40 4500 2959, Email: maii@drreddys.com

CIN: L85195AP1884PLC004507
www.drreddys.com




