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

CEPTUO®UKAT AHAJIU3A
Pagelof 5/ Crp. 1 m35

Product : Nise tablets 100 mg
Ilpoaykr : Haliz®, Tabnerku 100 mr
Batch No / : V2302308 Batch Quantity / + 5000000 tablets /
Cepusa Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001708525 Date of Analysis / 1 26.12.2023
AHATUTHYCCKHI oTueT Ne JlaTa apannsa
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2026
JlaTra npoM3BOACTBA Tonen no (BK)
Analysis performed according to ND / Ananns nposeaen mo HJI: II N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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)

No Test / IlokazaTens Result / Pe3yabTaThl Specification / Hopma

1 |Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bBensle ¢ XKenToBaThIM
OTTEHKOM KPYTJIbIE JBOSKOBBIMYKJIbIE TaONETKH
C IrJ1aaKOM MOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTcTByET The retention time of principal peak in the
MoaHHHOCTDL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepxHBaHHS OCHOBHOIO
NMKa Ha XpOMaTorpaMMe  HCIIBITYeMOTro
pacTBopa JOMKHO COOTBETCTBOBATH BPEMEHH

yIAepIKUBaHUS OCHOBHOTO MHKa Ha
XpoMaTOrpaMMe  pacTBopa  CTAaHAAPTHOIO
obpazua HHMeECYIHAA (paznen

«KONUUeCTBEHHOE OMPEAEICHUE)

3 |Average weight and mass 309.8 mg/309.8 mr 310 mg £ 5.0 % /310 mr£ 5,0 %

l::)lft:lrom:)tyﬂ/offfz:l;s;::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £ 5 %/
AHOPOA 18/20 tabnerok — He Bonee + 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Tponykr cooTBeTcTBYET TpeboBanuam HJT 3akarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoaroTrosneHo: INporepeno: Santosh Kumar Onobpeno: Menemxep / PykoBonuTenb
Ambresh Kumar ; Maurya (g}\ Manoj Kumar _

Reprint Date / Reprint Date / Reprint Date /

Jata: 26.12.2023 Hara: 26.12.2023 Hara: 26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A
Page20f S/ Crp.2u3 5

Product : Nise tablets 100 mg
Npoaykr  : Haii3s®, Tabnerku 100 Mr
Batch No / 1 V2302308 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepum 5000000 TabneTok
Analytical Report No / + 890001708525 Date of Analysis / : 26.12.2023
AHagnTHyeckuil oTyer No JlaTra ananuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2026
JlaTa npou3sBoaAcTBA I'ogen go (BKJI)
Analysis performed according to ND / Ananu3s nposeaen no HJL: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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)

4 | Dissolution / PacTBopenue 95%, 95%, 96%, 97%, 97%,96%, | Not less than 75 % (Q) of labeled amount of
C3H2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmuHaisHOTO copepxanus Ci3HpN20sS
(aumMecynun) yepes 45 MUH.

5 |Water / Boaa 2.5% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIe TIpHMeCH

Impurity A / [Ipumecs A Below LOD (LOD =0.0019 %) / Huxe | NMT 0.20 % / He 6onee 0,20 %
npenena obxapyxkenus (IO
=0.0019 %)
Impurity B / I[Ipumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %

Huxe npenena KoNHYeCTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Not detected / He o6Hapy»xeHa

Impurity C / ITpumecs C . NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Below LOD (LOD =0.0049 %) / Huxe | NMT 0.20 % / He 6onee 0,20 %
npenena obHapyxenus (11O
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IponykT cooTBeTcTByeT Tpebopanuam HJI 3akmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTorneHo: Iposepeno: Santosh Kumar Onobpeno: MeHemkep / PykoBoauTenb
Ambresh Kumar Maurya Manoj Kumar J
" # 2

Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 JHara: 26.12.2023 JlaTa: 26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2953, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qo
Dr. Red dy,s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page3 of 5/ Crp.3mu3 5

Product : Nise tablets 100 mg
IIpoaykr : Hain3®, Tabnerku 100 mr
Batch No / : V2302308 Batch Quantity / : 5000000 tablets /
Cepus Ne O61em cepun 5000000 Tabnerox
Analytical Report No / : 890001708525 Date of Analysis / : 26.12.2023
AHanuTnuyecknii oTueT No JlaTa anaau3za
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npou3BOACTBA T'ogen no (BxJI)
Analysis performed according to ND / Ananus npoeenen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

=0.0049 %)
Impurity E / [Tpumecs E Below LOD (LOD =0.0062 %) / Hixe | NMT 0.20 % / He 6onee 0,20 %
npenena obHapyxenus (ITO
=0.0062 %)
Impurity F / ITpumecs F Below LOD (LOD =0.0045 %) / Hivke NMT 0.20 % / He 6onee 0,20 %
npenena obHapyxeHus (ITO
=0.0045 %)
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / EnuHu4Hast e
HeungeHTHGUIHMpYeMas
MpUMECH
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
TpUMecei
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more
OaHOpOAHOCTH 103HPOBAHHSA than 15.0 / IToka3atens mpuemiemoctu (AV)
nospkeH OvITh He 6onee 15,0
8 | Microbial limits* / Mukpo6uoJiornyeckasi Yucrora*

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanwue: [TponykT coorBeTcTBYET TpeboBanusim HJ 3akiwuende: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Tonrorosnexo: [TposepeHo: Santosh Kumar Onobpeno: Menemxep / PykoBonutens
Ambresh Kumar Maurya Manoj Kumar I

' | @7 Arpey e

Qy e }Y_Y‘T

Reprint Date / Reprint Date / Reprint Date /
Hata: 26.12.2023 Hara: 26.12.2023 JlaTta: 26.12.2023

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




Qe Dr. Reddy's Laboratories Ltd.

Dr. Reddy,s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Paged4 of S/ Crp. 4 u3 5

Product : Nise tablets 100 mg
Hpoaywkr  : Haiia®, tabnerku 100 mr
Batch No / 1 V2302308 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001708525 Date of Analysis / ¢ 26.12.2023
AHaJUTHYEeCKHUIi oTueT Ne JlaTa ananu3a
Date of Manufacture / 1 12/2023 Date of Expiry / ¢ 1172026
Jata nponssojacTea TI'open go (BKa)
Analysis performed according to ND / Ananus nposeaen no HJ/I: I N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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)

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1ee yncno He Gonee 1000 KOE/r
a’3poOHBIX MUKPOOPraHW3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee umcno He 6onee 100 KOE/r
JPOXOKEBBIX M IIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g /
JIO/DKHBI OTCYTCTBOBATh B 1 T
9 | Assay/ KoauuyecTBeHHOE 99.7 mg/ 99.7 Mmr Not less than 90.0 mg and not more than
onpejenenue 110.0 mg C3H2N-0OsS Nimesulide in tablet /

Or 90,0 MrC OO0 110,0 Mr C|3H13N2058
(Humecynua) B TabneTke

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 | 10 blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Ilo 10 Tabnerok B I[IBX /
[IBX/amomunneBoM 6auctepe. Ilo 3 |amomunuesom Guuctepe. ITo 1, 2, 3 wau 10
6aucTepa BMeCTE C MHCTPYKUHMEi Mo |OIMCTepoB BMECTE ¢ HMHCTpyKLMeH IO

[IPUMEHEHHIO B MaYKy KapTOHHYIO. NPUMEHEHHUIO B MTAUKY KapTOHHYIO.
11 |Labeling/ MapkupoBka Complies as prescribed / According to ND /
CootBetcTBYET TpeOOBaHUAM B cootercTBUM ¢ HJT
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoxykT cooreTcTBYeT Tpebosanuam HJI Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToAroToBNEHO: IIpoBepeno: Santosh Kumar Onob6peno: Menemxkep / Pykosoaurens
Ambresh Kumar 3 Maurya Manoj Kumar
A e
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 Jara: 26.12.2023 . Hata: 26.12.2023 |

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
PageSof S/ Crp.5u35

Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, Tabserku 100 mr
Batch No / 1 V2302308 Batch Quantity / + 5000000 tablets /
Cepus No Oo6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001708525 Date of Analysis / : 26.12.2023
AHanuTHYECKHIi oTHeT Ne Jara anaansa
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2026
JlaTa npoM3BOACTBA TI'onen po (BxJI)
Analysis performed according to ND / Auasnns nposeaen no 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)

12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBeTa MecTe mpH |
XpaHeHue TeMrepatype He Bbiue 25°C

13 | Shelf life / Cpox rognocTu 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.

* AHalM3 10 Iokazateno «MHUKpo6HOoNoruueckas 4YMCTOTa» MNPOBOAMTCS NPOM3BOAMTENEM MPH BBIMYCKE MEPUOIHYECKH
(C MHTEpBaNOM OHO MCTIbITaHHe Ha 20 cepuii unu He MeHee 1 pasa B ron). Ilokasatesns MoxeT GbiTh He BKOUeH B CeprrduKar

aHanu3a GUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynug,
API manufacturer batch number / NMS-1A-233012, NMS-1A-233013
Howmep cepuu npouspoaurtens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTanuun npoussoaures JIdD: FEQA00554, FEQA00355
API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
Ipouseogutenb APC, crpana: Mauranam JIpar3 s Opranuxc Jita, Huaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [1ponykT coorseTcTByeT TpeboBanusaM HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonrorosneHo: ITposepeno: Santosh Kumar Onobpeno: MeHemkep / PykoBoauTenb
Ambresh Kumar Maurya g\:’ Manoj Kumar 3 n

| Yool

L /’_’-”

Reprint Date / Reprint Date / Reprint Date /
Hara: 26.12.2023 Hara: 26.12.2023 JlaTa: 26.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




