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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 1of4/ Crp. 1 nu3z 4

Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, tabnerkn 100 mr
Batch No / : V2401845 Batch Quantity / ;5,000,000 tablets /
(Cepua Ne O6bem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AnaJuTdecKuii oTyeT No Jara anaansa
Date of Manufacture / + 08/2024 Date of Expiry / : 07/2027
Jara npoussoacTea T'oaen po (BKT)
Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. 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
28.09.2022)
N | Test / IlokazaTean Result / PesyabTathl Specification / Hopma_
L1 Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with

smooth surface. / benble ¢ )KeNTOBAaTLIM OTTEHKOM
KPYTJIble IBOSKOBBIMYKNIbIE TabJNETKU C rnamgKoi
MOBEPXHOCTEEO.

2 |Identification /

Complies / CooTBETCTBYET The retention time of principal peak in the

IMognHHHOCTB chromatogram of test solution should correspond
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
BpeMst yoepXMBaHMA OCHOBHOIO TMHKa Ha
XpOMaTOrpaMMe UCTIBITYEMOTO PACTBOpa NOJDKHO
COOTBETCTBOBATh BpEMEHH YAEPKUBaHUSA
OCHOBHOTO [IMKAa Ha XPOMAaTOrpaMMe pacTBopa

| cTaHpapTHoro ofpasua HuMmecynuma (paszgen
«KonnuecTBeHHOE ONpEneIeHUE») .
|
3 ':Average weight and mass 307.4 mg/307.4 mr 310 mg+5.0% /310 Mmr+ 5,0 % i
zzzf(())r:llzéip;);::: macea u Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 %/
poa 18/20 tabnetok — He Bonee £ 5 %
2/20 tablets — NMT + 10 % /
2/20 Tabnetox — He 6onee + 10 %
4 | Dissolution / PacTBopenue  98%, 98 %, 98 %, 98 %, 97 %, |Not less than 75 % (Q) of labeled amount of
97 % | C13H2N-OsS nimesulide is dissolved in 45
| minutes / He meee 75 % (Q) oT HOMHHANBEHOTO
conepkanus Ci3H12N>OsS (HuMecynua) yepes
45 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeuanune: INpoaykT cooTBeTCTBYET TpeboBanusM HJI 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Bxecutive /
[oxarorosneno: Santo [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / Pyxosoanressb
Kumar Maurya i{ I Abhishek Chauhan /
Reprint Date / Reprint Date / Reprint Date / /
Hara: 14.09.2024 Hata: 14.09.2024 Hara: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Bills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreadys.cain
CIN: L85195AP1984PLCON4507
www.drreddys.com
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Dr. Reddy's Laboratories 1td.
Formulaticn Unit-6

Vili. Khol, Natagarh Road, Badd;,
Distt. Solan, H.P, 173 205, INDIA
Tel . +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page 2 of 4/ Crp. 2 uz 4

Product Nise tablets 100 mg
IpoaykT Haiiz®, tabnerku 100 mr
Batch No / : V2401845 Batch Quantity / : 5,000,000 tablets /
Cepus Ne Oo0bem cepun 5,000,000 Ta6ne'r01<_
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024 ]
AHaJiuTHYeckHii oTueT Ne JlaTa aHajansa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npon3BOACTBA I'open o (BKI)

Analysis performed according to ND / Anaau3 nposeaen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uszm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)
Ne Test / Ilokasarens _Result/ PesyabTaThi I 77§p£_c7irﬁcntian / Hopﬂg_ﬂ |
5 | Water / Boga 3.4 % Not more than 6.0 % w/w / He 6onee 6,0 %
6 |Related substances / PoacTBeHHbIe NpUMecH -

| Impurity A / ITpuMecs A I 0.01% NMT 0.20 % / He 6onee 0,20 %

[

' 0.03% NMT 0.20 % / He 6onee 0,20 %

| Impurity B / Tlpumecs B

; Impurity C / Ilpumecs C

Impurity D / TTpumecs D
(TTO = 0.0049 %)

Impurity E / TIpumecs E

Impurity F / Ilpumecs F

Not detected / He obHapyxeHa
Below LOD (LOD = 0.0049 %) /
Hiwxe npenena obHapyxeHuUs

Not detected / He oOHapyxeHa

J:LNot detected / He obHapyxena |

NMT 0.20 % / He 6onee 0,20 %
NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

| NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Any unknown individual
impurity / Equnuunas
HeuzgeHTHHLIHpYeMas PUMECh

Below LOQ (LOQ =0.0143 %) /
Huke nipenena KOAMYECTBEHHOTO
onpenenenns (ITKO = 0.0143 %)

| OaHOPOAHOCTL 103HPOBAHHSA

Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
npumeceld
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more than

15.0 / Tlokasaress npuemiieMocTd (AV) 10mKeH

Remarks : The Product conforms to ND /
Ilpumeuanue: [Iponykt coorBercTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager / Executive /

Jata: 14.09.2024 Jara: 14.09.2024

IToxprorosneno: Santosh Ilpoeepeno: Pardeep Kumar Onobpeno: Menenxep / Pykosoauyens
Kumar Maurya | Abhishek Chauhan / f
Reprint Date / Reprint Date / Reprint Date /

Jarta: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganae, India
Tel: +81 40 4900 2500, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCONA507
www.drreddys.com



Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIU3A
Page3 of4/ Crp.3u3 4
Product Nise tablets 100 mg
HpoAaykr Haii3®, Tabaerku 100 mr
Batch No / : V2401845 Batch Quantity / : 5,000,000 tablets /
Cepun Ne O6bem cepumn 5,000,000 Tabnerox
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AHaJiuTHYecKkMii oTueT No Jara anannsa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
Jlata npou3BoacTBAa lonen a0 (BK.T)
Analysis performed according to ND / Auanns nposeaex no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. 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 / Mokasatean Result / PesyabTaTnl Specification / Hopma

6bITh He Oontee 15,0

8 |Microbial limits* / Mukpo6uonoruyieckas 4ucrora*

a) Total aerobic microbial count NA
/ Obuee yncno a3pobHbIX
MUKPOOPraHU3MOB

'b) Total combined yeasts and NA
' | mould count / O6wee 4HCIO
| IPOXOKEBBIX U MJIECHEBBIX

' | rpubor

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

'Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli NA

| Shall be absent in 1g/
JomKHBI OTCYTCTBOBATE B 1 T

9 | Assay/ KoauuecTBeHHOe
onpefesieHHe

98.3 mg/98.3 Mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H;aN205S  Nimesulide in tablet /
Or 90,0mr g0 110,0mr  CisHpN2OsS
(anmMecynun) B Tabnetke

10 |Package/ YnakoBka 10 tablets

nayky KapTOHHYIO.

Ilo 10 TabneToK B | 6iuctepe. I1o 1, 2, 3 unu 10 GaucrepoB BMecCTe ¢
IIBX/antomruHuEeBOM  OSIMCTEpE. | MHCTPYKLIMEH 1O  I[IPUMEHEHWIO B [AuKy
[TIu 3  Oumerepd  BMEULE U | KAPLUHHYH.

HHCprKHHCﬁ no NpHMEHEHUIO B

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. /|/ ITo 10 Tabnerok B TIBX / amoOMHUHHEBOM |

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam H]I

Conclusion : APPROVED /
3akaouenue: OJOBPEHQ

Prepared by / Checked by / Approved by: Manager / Exgcutive /
[ToarotoBneHo: Santosh IIporepeno: Pardeep Kumar Onobpeno: Menemxkep / P)/*oaonn'renb
Kumar Maurya ( &_,, QL—/ Abhishek Chauhan /

Reprint Date / Reprint Date / | Reprint Date /

Hara: 14.09.2024 Hara: 14.09.2024 Jata: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5C0034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Emsil: maii@drreddys.com
CIN: L8S195AP1984PLCO0AS0DT
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
e Formulaticn Unit-6
) ® e .
Dr. Reddy ( ‘ .. V|'I|. Khol, Nalagarh Road, Baddi,
B Distt. Solan, H.P., 173 2G5, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page 4 of 4/ Crp. 4 n3 4

Product ¢ Nise tablets 100 mg
Ipoaykr : Haiis®, Tabnerku 100 Mr
Batch No / 1 V2401845 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepun 5,000,000 Tabnetok
Analytical Report No / : 890001761212 Date of Analysis / : 14.09.2024
AHaguTHyeckuii oryeT Ne JlaTa aHanu3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2027
JlaTa npousBoaAcTBa I'ogen po (BK)
Analysis performed according to ND / Ana;iuns nposeaen o 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 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 or
28.09.2022)

N | Test / IlokasaTens Result / PesyabTaThl Specification / Hopma
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBetcTBYeT TpeOOBaHUAM B cooreercteuu ¢ HJ{

12 | Storage conditions / XpaHEHne Store protected from light below 25°C / B 3alMIIeHHOM OT CBETa MecTe TpH
Temmnepatype He Bbite 25°C

" 13 | Shelflife/ Cpok roaHocTH |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.

* AHanu3 mo mokasarenio «MUKpoOHoIOruieckas YHUCTOTa» IPOBOAWTCA MPOM3BOAMUTENEM TIPH BBINYCKE MEPHOAHMYECKH
(c UHTEpBAJIOM OJIHO KMCTbITaHUE HA 20 cepuii UM He meHee 1 pasa B rox). [Tokasarens MoskeT ObITE He BiUIOUeH B Ceprudukar

aHanu3a hipmMel.

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

API manufacturer batch number / NMS/14060333, NMS/14060340

Howmep cepuu npoussoaureas ADC:

FP Manufacturer API Batch number / FERA00368, FERA00369

Howmep cepun cy6cTanuuu npoussoantens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /

HMpunssujmreas ADC, crpana: Adpin Opars Jiu., Huans

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: Hpoaykt coorrercTByeT TpeboBanuam HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / E ecutive /
IToarorosneno: Santosh ITpoBepeno: Pardeep Kumar Onodpeno: Menemzep / Bykosoauresnb
Kumar Maurya @, f Abhishek Chauhan / /
Reprint Date / Reprint Date / Reprint Date / i
JHata: 14.09.2024 Jarta: 14.09.2024 Jata: 14.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@direddys.coin
CIN: L85195AP1984PLC004507
www.drreddys.com




