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CERTIFICATE OF ANALYSIS

45 MuH.

CEPTU®UKAT AHAJIM3A
Page10of4/Crp.1us 4
Product Nise tablets 100 mg
IIpoaykTt Haiiz®, Tabnerku 100 mr
Batch No / : V2301696 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuun 5000000Tabnerok
Analytical Report No / : 040002103448 Date of Analysis / : 13.09.2023
AHaquTHYecKuii oTyeT No Jlara anaanza
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
Jdarta nponsBoacTBa T'onen ao (Bxu1)
Analysis performed according to ND / Ananns nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / uzm. Ne 3 ot
28.09.2022)
| Ne Test / IlokasaTeap _ Result/ Pe3yabTaTnl Specification / Hopma .
1 |Description / Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ )KENTOBATEIM OTTEHKOM
KpYrJible JBOSKOBBITYKJ/BIE TAOJNETKH C riagKoit
MOBEPXHOCTHIO.
2 |Identification / Complies / CootBeTcTBYET The retention time of principal peak in the
HoanunHocThL chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems ymepxuBaHHMsT OCHOBHOrO IHKa Ha
XpOMATOrpaMMe HCIIBITYEMOTO PacTBOPa AOIKHO
COOTBETCTBOBATh BpPEeMEHH YAEpXKHBAHUS
OCHOBHOTO MHMKa Ha XpOMaTorpamMMe pacTBopa
cranpaprHoro ofpasua HuMmecynupa (pasgen
«KonuyecTBeHHOE OTIpEneEHUE)
| 3 |Average weight and mass 311.2mg/311.2 mr 310mg+5.0%/310mMr=5,0%
uniformity [CpeaHRace Complies / CoorBercTByeT 18/20 tablets —-NMT + 5 %/
S CAEOPDAROSHS Macss 18/20 Tabnerok — re 6onee £ 5 %
2/20 tablets —NMT + 10 %/
2/20 Tabnetok — He Hbonee = 10 %
4 | Dissolution / PacTBopenue 95 %, 97 %, 96 %, 95°_A:,_94 %, 95 % | Not less than 75 % (Q) of labeled amount of

C3H12N-05S nimesulide is dissolved in 45 |
minutes / He menee 75 % (Q) OT HOMHHANLHOIO
conepkanusa Ci3H2N-OsS (HuMecynun) gyepes

Remarks : The Product conforms to ND /
I pumeuanue: [Ipogykr cooTBeTcTBYET TpebopanusaM HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
ITogrorosneno: Rama kant

Checked by /

[Tpoeepeno: Santosh &lalmar
Maurya =

—

Approved by: Manager / Executive /
Opno6peno: Menemxep / PykoBOINTEN j
Manoj Kumar e

P

Reprint Date /
Hara: 15.11.2023

Reprint Date /

Hara: 15.11.2023

Reprint Date / =
Hara: 15.11.2023

Registered Dffice: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L851S5AP1884PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page2o0f4/Crp.2 uz 4
Product Nise tablets 100 mg
Hpoayxr Haii3®, Tabnerku 100 mr
Batch No / 1 V2301696 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000Ttabnetok
Analytical Report No / : 040002103448 Date of Analysis / : 13.09.2023
AHaJuTHYecKHii oTder Ne Jlara ananaunza
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
Jata npon3BoicTBa I'ogen o (Bx)
Analysis performed according to ND / Ananu3s nposeaen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. 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)
Ne Test / IloxazaTeanb Result / PesyabraTbl Specification / Hopma

Any unknown individual
impurity / ExpauyHas
HenaeHTHGHLHpYyeMast
HpUMeCh

| Total impurities / Cymma
npumMecet

5 |Water/Boaa 3.5% Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHbIe MPpUMeECH
Impurity A / Tlpumecs A ' 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs C Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D/ Ilpumecs D Not detected / ue obHapy keHa NMT 0.20 % / He 6osee 0,20 %
[ . Below LOD (LOD = 0.0062 %) /
Impurity E / ITpumecs E Huke npenena o6Hapysxenus (I10 = NMT 0.20 % / He 6onee 0,20 %
0.0062)
Impurity F / IIpumecs F Below LOD (LOD = 0.0045 %)/ |NMT 0.20 % / He 6onee 0,20 %

0.0045)

0.04%

0.08%

Hwxe npenena obHapyxenus (I10 =

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanue: IpoaykT coorBeTcTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[MTonrorosneno: Rama kant

Checked by /
ITpoBepeno: Santosh Kumar
Maurya & %

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykosoauTeis
Manoj Kumar ﬁ, _L,i_&.-ﬂ
e

A

Reprint Date /
Jara: 15.11.2023

Reprint Date /
Jata: 15.11.2023

Reprint Date /
Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':’.
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page3of4/Crp.3 u3 4
Product Nise tablets 100 mg
Hpoaykr Haiiz®, tabnerxku 100 mr
Batch No / : V2301696 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ob6nem cepun 5000000Tabnerox
Analytical Report No / : 040002103448 Date of Analysis / : 13.09.2023
AHanuTHYecKHH oT4eT No Jara aHaau3za
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npou3BoACTBa Togen mo (BruT)
Analysis performed according to ND / Ananus nposeaen no HJI: TT 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 / uam. Ne 3 or
28.09.2022)
Ne Test / IloxazaTenn ~ Result/ PesyabTaThl S?eciﬁ_cation / Hopma

7 | Uniformity of dosage units / 3.9 Acceptance value (AV) should be not more than
OaHopoaHoCTh J03HPOBAHHS 15.0 / INokazarens npueMieMocTtd (AV) nomkeH
65ITE He Gonee 15,0
| S SE—
8 Microbial limits* / Mukpo6uosioruyeckad yucrora*® - ]
a) Total aerobic microbial NA ' Not more than 1000 CFU/g /
count / O6iiee yncio He 6onee 1000 KOE/r
a3pOOHBIX MHUKPOOPraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61uee uyncio He 6onee 100 KOE/r
JPOACKEBBIX U IIECHEBBIX
rpuboB
b)TcBli o NA Shall be absent in 1 g/
JIO/DKHEBEI OTCYTCTBOBATH B 1 T
9 | Assay/KonauuecTBeHHOe 99.5 mg/99.5 mMr Not less than 90.0 mg and not more than 110.0 mg
onpejeeHue CisHi2N-OsS  Nimesulide in tablet /
Or 90,0mr mo 110,0mr Ci3H;pN-OsS
| (uuMecynun) B Tabnetke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1,2,30r10

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
I[BX/amomunueBom 6iuctepe. Io 2

blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerok B IIBX / amoMHHHEBOM
6aucrepe. [To 1, 2, 3 wiu 10 6nuctepoB BMecTe ¢

‘ 11 ‘Labeling/MapKupOBKa ‘

6JIMCTEpPa BMECTE C MHCTPYKLMEH MO | HHCTPYKLMEH MO MPUMEHEHUI0 B  MadKy
{ HNPYMEHEHHIO B Ma4Ky KapTOHHY!O. | KAPTOHHYIO.
Complies as prescribed / | According to ND / |

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJ{

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[logroroBneno: Rama kant | IIpoeepeHo: Santpsh Kumar Onobpeno: Menemxep / Pyxosojurein

@quﬂ\_; Maurya C&E{ Manoj Kumar Q, . Mﬁ ,
Reprint Date/ =~ '~ Reprint Date / Reprint Date / —
Jara: 15.11.2023 Jara: 15.11.2023 Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 5C0034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 4 of 4/ Ctp. 4 u3 4

Product ¢ Nise tablets 100 mg
IIpoayxTr : Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2301696 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000TabneTok
Analytical Report No / : 040002103448 Date of Analysis / + 13.09.2023
AHannTHYecKHii oTyeT Ne JlaTa ananusa
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JaTa npousBoacTea T'ogen ao (BKuT)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen mo 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

CootBeTcTBYyeT TpebOBaHUAM B cootBercTBHM ¢ H]|

12 |Storage conditions /
XpaHeHue

Temmneparype He seiuie 25°C

Store protected from light below 25°C / B 3alUMIEHHOM OT CBETAa MecTe npn.

|

13 | Shelf life / Cpox roanocTtu 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.
* AHanu3z 0o mnokasarenio «MHUKpoGHONOruveckas YMCTOTa» MPOBOAMTCS FPOU3BOIMUTENECM IPH BBIMYCKE IIEPUOAHYECKH
(c uHTepBasoM oxHO uchbiTaHde Ha 20 cepuit WK He MeHee 1 pasa B rox). Ilokasarens MoxeT ObITh He BKMO4EH B CeprudukaT

aHanu3a HpPMBbL.

[\

API name (INN) / A®C (MHH): Nimesulide / Humecynuzg

API manufacturer batch number / MS-1A-223030-M1

Howmep cepun nponssogutenas ADC:

FP Manufacturer API Batch number /

Howmep cepun cy6eTannun npoussoaurens I'JID: i

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

Ipoussoaurens ADC, crpana: Masnranam [pars sua Opranukc JItn, Maans
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: IIponykt cooTBeTcTBYeT TpeboBanusaM HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

IToarotosneno: Rama kant | ITpoeepeno: Santosh Kumar Onobpeno: Menenxep / Pykosomnrens
g did

Maurya C Manoj Kumar

el =

Reprint Date / i
Hara: 15.11.2023

T

Reprint Date / Reprint Date /
Jara: 15.11.2023 Jlata: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1984PLCO045C7
www.drraddys.com




