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Dr. Reddy's Laboratories Ltd.
Formulation Unii-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A
Pagel1of S/ Crp. 1 us 5

Product Nise tablets 100 mg
IMpoaykr Haiiz®, Tabnetrku 100 Mr
Batch No / 1 V2401459 Batch Quantity / : 5,000,000 tablets /
Cepug No O6bem cepuu 5,000,000 TabneTok
Analytical Report No / : 890001752982 Date of Analysis / : 31.07.2024
AHaJuTHUeCKHIT oTueT Ne JlaTa ananu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JdaTa npou3BoacTBa Topen no (BK)

Analysis performed according to ND / Auanu3s nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

28.09.2022)
Ne _ Test / IlokazaTenn __Result/PesyabTaTsl B Specification / Hopma o
1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / Benbie ¢ eITOBATEIM OTTEHKOM
KPYTJIbIE ABOSKOBBITYKIIbIE TaONEeTKH C aJKoM
NOBEPXHOCTBIO.

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 /
BpeMst ymep)KHBaHMsS ~OCHOBHOrO THKa Ha
XpOMATOrpaMMe UCTBITYEMOrO PacTBOpa A0IKHO
COOTBETCTBOBATH BpPEMEHHU yAEPXKUBAHHS
OCHOBHOTO 0NMKa Ha XpPOMaTorpaMMe pacTBopa
craHfapTHoro ofpasua HuMecynupa (paszmen
«KonnuecTBeHHOE OTIpefieNneHUe»)

2 |Identification /
IMopmHHOCTL

3 ;&verage weight and mass
uniformity / Cpeansis Mmacca u
OJHOPOAHOCTL MAacchl

4 |Dissolution / PacTtBopenue o

309.8 mg /309.8 mMr

Complies / CooTBeTCTBYET

310 mg £5.0% /310 mMr£5,0%

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

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He onee + 10 %

98%, 98 %, 98 %, 97 %, 96 %,
96 %,

Not less than 75 % (Q) of labeled amount of
C13H2N->0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHaJLHOTO
conepxanust Ci3H2NoOsS (numecynun) uyepes

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoaykT coorBeTcTBYeT TpebGoBaHusaM HJI

Conclusion : APPROVED /
Zakarwuyenne: OJOBPEHO

Prepared by /
IToarorosJieHo: Santosh

Kumar Maurya @/
.‘.//

Checked by /
ITpoBepeno: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykosoguTtens
Pavan Kumar Sharma

& _tw——

Reprint Date /
Jata: 31.07.2024

Reprint Date /
JHara: 31.07.2024

Reprint Date /
Jara: 31.07.2024

Registered Office: 8-

2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +81 40 4800 28060, Fax: +91 40 4900 2929, Ernail: maii@drreadys.com

CIM: L85135AP1984PLLO04507

wyivedrreddys.com




Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Qe
Dr. Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Page2 of 5/ Crp. 2 n3 5

Product : Nise tablets 100 mg
Tpoayxr :  Haiiz®, Tabnerku 100 Mr
Batch No / : V2401459 Batch Quantity / : 5,000,000 tablets /
Cepsin No O6bem cepun 5,000,000 tabnerox
Analytical Report No / : 890001752982 Date of Analysis / : 31.07.2024
AHaJmTHYeCKni oTyeT Ne JlaTa aHaiM3a
Date of Manufacture / 1 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA Togen ao (Bi)
Analysis performed according to ND / Ananns nposegen 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IlokasaTenn Result / PesyabTatel Specification / Hopma
45 MuH.

5 | Water/ Boaa 3.4% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / POACTBeHﬂ_ble_npumecn
Impurity A / Ilpumecs A Below LOD (LOD = 0.0019 %)/ |NMT 0.20 % / He 6onee 0,20 %
Hike npenena o6HapyxeHNs

TIN — N NANTO 0/
11V = U.UU1Y 7o)

Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %

Huwke npenena KOIUUECTBEHHOTO
onpenenenus (IIKO = 0.0084 %)

| Impurity C / ITpumecs C INot detected / He oOHapyskeHa NMT 0.20 % / He 6onee 0,20 %

| Impurity D / Tlpumecs D Below LOD (LOD = 0.0049 %) / [NMT 0.20 % / He Gonee 0,20 %
| Hinke npenena o6HapyxeHHs
! (11O = 0.0049 %)

|
Below LOD (LOD = 0.0062 %) /

i Impurity E / Ilpumecs E Huxe npenena oGHapyskeHus NMT 0.20 % / He 6onee 0,20 %
(ITO = 0.0062 %)

[ Impurity F / ITpumecs F Not detected / He 06HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameuanne: [poaykr coorBeTcTBYeT TpeboaHusam HJI 3axmouende: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TMoaroroeneHo: Santosh IIpoeepeno: Pawan Kumar Onob6peno: Menemxep / PykpsoanTens
Kumar Maurya %‘ i Pavan Kumar Sharma C:_F -
Reprint Date / Reprint Date / Reprint Date /

Jlata: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drrzddys.com
CIN: L85195AP1984PLCO0ASOT
wivedrreddys.com



Dr. Reddy's Laboratories [td.
Qe Formulation Unit-6
®

Dr. Reddy’s ‘ .. Vill. Khol, Nalagarh Road, Baddi,
° Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Page3 of S/ Crp.3 u35

Product : Nise tablets 100 mg
Mpoaykr  : Haiia®, tabnetkn 100 mr
Batch No / 1 V2401459 Batch Quantity / : 5,000,000 tablets /
Cepun No Oo6nem cepuu 5,000,000 Tabnerox
Analytical Report No / : 890001752982 Date of Analysis / : 31.07.2024
AHaJUTHYECKHIi oTueT No Hdarta aHanunsa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JIaTA NpoU3BOACTBA TI'ogen no (BKJI)
Analysis performed according to ND / Ananus nposeaen o HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. 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/IlokazaTesn Result / PesyabTaTnl Speciﬁcatiﬁn / Hopma a
Any unknown individual ' NMT 0.20 % / He 6onee 0,20 %
impurity / EqMHHYHas
HenaeHTHDULMpYeMas TpUMech
0.03% |
|
Total impurities / Cymma 0.05% :N'MT 1.5%/He Bonee 1,5%
| mpuMeceit
7 | Uniformity of dosage units / 1.5 Acceptance value (AV) should be not more than
OIHOpPOAHOCTHL A03HPOBAHMA : 15.0 / ITokasarens npueMneMoct (AV) noken
| OBITH He Oosiee 15,0
8 _Miﬁ)ial limits* / Mukpo6nonoruyeckas yucrora* .
a) Total aerobic microbial count NA Not more than 1000 CFU/g /
/ Ob1ee yKcio a3poOHBIX He 6osiee 1000 KOE/T
MUKPOOPTraHH3MOB
b) Total combined yeasts and 1 NA Not more than 100 CFU/g / -
mould count / O6wee yucno He 6onee 100 KOE/r
DNPOMOKEBBIX M [IECHEBBIX
rpubos
| - —
c) E. coli NA Shall be absent in 1g / '
| JlonxHbl OTCYTCTBOBaTE B 1 T
L ]

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBaHusm HJL 3akmrouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneno: Santosh [TpoBepeno: Pawan Kumar Onobpeno: Menemxep / PyxpBoauTeiis
Kumar Maurya % Pavan Kumar Sharma c’ﬁ &

= >fx_ E I T
Reprint Date / Reprint Date / Reprint Date /
Jata: 31.07.2024 Jlata: 31.07.2024 Hata: 31.07.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +81 40 4900 2900, Fax: +51 4C 4900 2999, Email: maii@drreddys.com
CIN: L35195AP19S4PLCD04507
wavydrreddys.com



Dr. Reddy's Laboratories Ltd
Formulation Unit-6

D R dd / '... Vill. Khol, Nalagarh Road, Baddj
rrReadys e . T '

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page4 of 5/ Crp. 4u3 5

Product : Nise tablets 100 mg
INMpoaykr  : Haiis®, rabnetku 100 Mr
Batch No / : V2401459 Batch Quantity / : 5,000,000 tablets /
Cenug No O6nem cepin 5,000,000 Tabnerok
Analytical Report No / : 890001752982 Date of Analysis / : 31.07.2024
AHAJHTHYECKHI 0TUeT No JlaTa aHanau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoacTBa logen xo (BK)
Analysis performed according to ND / Anaaus nposenen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3mM. 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 / u3m. Ne 3 ot
28.09.2022)

Ne Test / [lokazaTeanb 1 Result / PesyabTaTh! Specification / Hopma
9 | Assay/ KonuuecrseHHoe 99.6 mg/99.6 mr Not less than 90.0 mg and not more than 110.0 mg
omnpejejieHue | CHH]’?N’)O; Nimesulide in  tablet /

Or 90,0mr go 110,0mMr Ci;3H;2N-OsS
(HuMecynun) B Tabnerke

10 |Package/ YnakoBka 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 Ttabnetrox B I[IBX / amomHHHEBOM
Ilo 10 TabaeToK B | 6aucrepe. Ilo 1, 2, 3 unu 10 6auctepoB BMECTE C
[IBX/anioMHHHEBOM  OJIUCTEpE. | HHCTPYKUMEH 1O MNPHUMEHEHHIO B MadKy
I[lo 3 Oauctepa BMeCTE C|KapTOHHYIO.

MHCTPYKLHEH [0 MPUMEHEHHIO B
nayKy KapTOHHYIO.

11 |Labeling / MapkupoBKka Complies as prescribed / | According to ND /
CootBercTByeT TpeboBaHUAM B cooteercTeuu ¢ HJ|

12 | Storage conditions / Xpaunenue |Store protected from light below 25°C / B 3amMiieHHOM OT CBe€Ta MECTE INpPH
TeMIiepaType He Beiuie 25°C

13 | Shelf life / Cpox roaHocTu 3 years / 3 roma
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [TponykT coorBercTBYeT TpebopaHusM HJL 3axmaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: Santosh IIpoeepeno: Pawan Kumar Onob6peno: Menemxep / PyxoBoauteins
Kumar Maurya @t, . Pavan Kumar Sharma P

hr—>

Reprint Date / Reprint Date / Reprint Date /
Jata: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel +€1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drrzadys.com
CIN: 1L.85195AP1984PLC004507
www.direddys.com



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

@
Dr. Reddy,s "... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
PageS5of S/ Crp.5u3 5

Product : Nise tablets 100 mg '
[peayxr : Haiin®, Tabnerku 100 Mr
Batch No / 1 V2401459 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6Bem cepyu 5,000,000 TabneTok
Analytical Report No / : 890001752982 Date of Analysis / : 31.07.2024
AnaanTnyecknii oryet Ne JaTa ananu3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoACTBA TIogen a0 (BK.)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. No 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 / uzm. Ne 3 ot
28.09.2022)

*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.

* Ananuz no nokasaremo «Mukpobuonoruueckas YHCTOTa» MPOBOIMUTCS NPOW3BOJUTENIEM TPH BBIMYCKE MEPUOINYECKH
(c unTEpBaNOM OHO MCIbITaHKe HAa 20 cepuii WK He MeHee 1 pasa B ron). [lokaszatenb MoxkeT ObITh He BKIIOUEeH B CeprHdukar
aHanM3a GHPMBL B

API name (INN) / A®@C (MHH): Nimesulide / Humecynug
API manufacturer batch number / MS-1A-243022-M1, NMS-1A-243019
Homep cepum npoussonurens ADC:
FP Manufacturer API Batch number / FERA00288, FERA00240
Howmep cepum cyOcTanuuu npoussoanTes I'JId:
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Ilpouseoaurens A®C, crpana: Masnranam Jlpar3 sun Oprauukc JItn, Manus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT coorsercTBYeT TpeboBanusam HT 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Santosh [IpoBepeno: Pawan Kumar Ono6peno: Menemxep / Pykosoaurens
Kumar Maurya @ : Pavan Kumar Sharma f.;]

&R

% v —-::_‘___‘_'_,._.._-——-——"

/ /:\)._ J—""’_

Reprint Date / Reprint Date / Reprint Date /
Jata: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel. +S1 40 4900 2900, Fax: +91 40 4960 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



