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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A
Page 1 of 5/ Crp. 1 m35

Product + Nise tablets 100 mg
Mpoayxr  : Ha#3®, tabnetkn 100 mr
Batch No / 1 V2400107 Batch Quantity / + 5000000, tablets /
Cepus Ne Oo6bem cepuu 5000000 Tabnerox
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AHaJIMTHYECKUIT oTueT Ne ] Jara anaausa
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npou3BOACTBA ) Togen ao (BxJ1)
Analysis performed according to ND / Auanus nposeaen no HJI: I1N012824/03-140119 (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 / IlokasaTenn Result / Pe3yabTaThbl Specification / Hopma

1 |Description / Onucanune Complies / CootBercTByET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XeATOBATHIM
OTTEHKOM KpYTJisle JBOSKOBBINYKIIbIE TaONETKH
C IJ1JIKOM MOBEPXHOCTHIO.

2 | Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMoanMHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>KUBaHUS OCHOBHOIO
n¥Ka Ha XpOMarorpaMMe  HCIIBITYEMOro
pacTBopa AO/KHO COOTBETCTBOBATH BPEMEHH

YAep>KUBAHUSA OCHOBHOTO nuKa Ha
XpOMaTorpaMMe  pacTBopa  CTaHIapTHOro
obpazua HUMeECYHaa (paznen

«KonuyecTBeHHOE OTIPEACIIEHUEN)

3 | Average weight and mass 310.2 mg/ 3102 mr 310 mg+5.0% /310 Mr+5,0%

::I::ﬁ:;)m:)tyﬂlo(c:ff:?;gacca Complies / CooTBETCTBYET 18/20 tablets - NMT + 5 % /
AHOPOA 18/20 Tabnerok — He Honee = 5 %

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

4 |Dissolution / PacTeopenue 100 %, 99 %, 100 %, 99 %, 99 %, |Not less than 75 % (Q) of labeled amount of

101 %, C13H12N-0sS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: [Iponykr cooteeTcTByeT Tpebosanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
HoaroroieHo: ITpoeepeno: Santosh Kumar Ono6peno; Menemxep)/ PykoBonuTens
Shivani }7/ Maurya /, Abhishek Chauhan ZCJ
Reprint Date / Reprint Date / Reprint Date / '
JHara: 15.02.2024 HaTta: 15.02.2024 Jara: 15.02.2024

3, Banjara Hills, He
iy 6 298

P 1agdrL

s drieddysicam




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of S/ Crp.2u35

Product Nise tablets 100 mg

IIpoaykr Hatiz®, Tabnerku 100 mr

Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / 1 890001719441 Date of Analysis / : 15.02.2024
AnanuTndyeckui oruer Ne Jlara aHa/au3a

Date of Manufacture / : 01/2024 Date of Expiry / 1 12/2026

JlaTa npousBoacTBa T'ogen go (BJT)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot

No Test / Iloka3zarennb

Result / PesyabTaThi Specification / Hopma

minutes / He menee 75 % (Q) ot
HomuHaneHoro copepxkanus Ci3HjaN20sS
(Humecynun) yepes 45 MUH.

5 Water / Boga

[N
]|
<=\°I

Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIe IpUMecH

Impurity A / [Tpumecs A

Not detected / He 0OHapyxxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6ousee 0,20 %

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / ITpumecs D

Impurity E / Ilpumecs E

Below LOQ (LOQ = 0.0084 %) /
Hibke npenienia KOJTHYECTBEHHOTO
onpenenenus (ITKO = 0.0084 %)

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa

Not detected / He oOnapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
ITpameuanne: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Sakmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toaroroenexo: 7/ ITpoBepeHo: Santosh Kumar Onobpeno: Menenxkep / Pykosonurens
Shivani } Maurya Abhishek Chauhan {

Reprint Date / Reprint Date / Reprint Date /

Hara: 15.02.2024 Hara: 15.02.2024 Hara: 15.02.2024




Dr.Reddy’s ":'. |

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJH3A
Page3of S/ Crp.3u35

Product Nise tablets 100 mg
IIponykr Haii3®, Tabnerxu 100 mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6Bem cepun 5000000 Tabnerok
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AHaNUTHYECKHIi oTueT No JlaTa aHaau3a
Date of Manufacture / : 01/2024 Date of Expiry / : 1272026
JaTa npou3BoacTBA Iogen po (BKT)
Analysis performed according to ND / Anasu3 nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 /u3M. Ne 3 ot
28.09.2022)

Ne Test / IlokasaTens Result / Pe3yabTaThl Specification / Hopma
Impurity F / ITpumecs F Below LOD (LOD = 0.0045%) / NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6napyxenus (I10 =
0.0045 %)
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EauHuuHas
HeuaeHTuhHUHpyemas 0.03%
npUMech
Total impurities / Cymma 0.07% NMT 1.5 % / He Gonee 1,5 %
nipuMeceii
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more

than 15.0 / Tokasarens npueMiemMocTH (AV)
noJkeH ObITh He Oonee 15,0

O}lHOpOﬂHOCTb A03HPOBAHUSA

8 &crobial limits* / MukpoGHosornyeckas 4Yucrora*
a) Total aerobic microbial NA
count / O6wiee 4Uco
a3pO6HBIX MUKPOOPTraHH3MOB

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Remarks : The Product conforms to ND /
Ilpumeuanue: [TpoaykT cooTBeTCTBYET Tpebosanusam HJ

Prepared by / Checked by / Approved by: Manager / Executive /
[TonrorosneHo: [Tpoepeno: Santo: umar Onobpeno: Menemxep / PykoBonurens
Shivani f Maurya / Abhishek Chauhan _ /
Reprint Date / Reprint Date / Reprint Date /

JHara: 15.02.2024 Jara: 15.02.2024 Jata: 15.02.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A
Page4 of S/ Crp.4u3 5

Product Nise tablets 100 mg
IIpoaykTt Haiiz®, tabaerku 100 mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepus Ne Oo6vem cepuu 5000000 Tabnerok
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AHanuTnyeckuii oryet Ne JaTta ananusa
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
JlaTa npoH3BOACTBA I'oaen ao (BKuI)
Analysis performed according to ND / Ananns nposexen nmo HJI: 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)

Specification / Hopma

Ne Test / [lokazaTeas Result / Pe3yabraThl

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee yucno He 6onee 100 KOE/r
JPONOKEBBIX W TUIECHEBBIX

rpu6oB

¢) E. coli NA Shall be absent in 1g/

JIOJDKHBI OTCYTCTBOBATh B 1 T

100.1 mg/ 100.1 mr Not less than 90.0 mg and not more than
110.0 mg C;3H2N>OsS Nimesulide in tablet /
Or 900mMr mo 110,0mMr C3H2N20sS

(uuMecysun) B TabneTke

9 | Assay/ KonuuyecTBeHHOE
onpegeeHue

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
amomuuueBom Onucrepe. Ilo 1, 2, 3 uau 10
6nucTepoB  BMECT€ C  MHCTPYKLHeH o
MPUMEHEHUIO B Ta4YKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabneroxk B
IIBX/amomunueBom bmucrepe. ITo 3
GaKCcTEpa BMECTE C MHCTPYKLMEH Mo
TPUMEHEHHIO B MAYKYy KapTOHHYIO.

10 |Package/ YnakoBka

According to ND /
B cooTtsercreuu ¢ HJL

Complies as prescribed /
CootrBeTcTByeT TpeOOBaHHAM

11 |Labeling / MapkupoBka

Store protected from light below 25°C / B 3amuineHHoOM OT CBeTa MeCTe NpHU
TeMIiepatype He Boie 25°C

12 | Storage conditions /
XpaneHnue

13 | Shelf life / Cpox roasocTu 3 years /3 roga

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Remarks : The Product conforms to ND /
ITpumeuanue: [1ponyKkT cooTBeTcTBYET TpeboBanusM H/I

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: — IMpoeepeno: Santosh Kumar Onob6peno: Menemkep / PykoBoanuTenb
Shivani ) Maurya @g Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Mara: 15.02.2024 Hata: 15.02.2024 Hara: 15.02.2024
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIHM3A
Page S of S/ Crp. 5u3 5

Product : Nise tablets 100 mg
Npoayxr  : Haiiz®, Tabnerxku 100 Mr
Batch No / 1 V2400107 Batch Quantity / : 5000000 tablets /
Cepusa Ne Oo6bem cepuu 5000000 Tabnerox
Analytical Report No / : 890001719441 Date of Analysis / : 15.02.2024
AuHaanTHYecKHii oTyeT Ne JlaTta aHajiu3a
Date of Manufacture / : 01/2024 Date of Expiry / : 12/2026
Jlara npou3BoacTBa Toaen g0 (BKJI)
Analysis performed according to ND / Anasnu3 nposeaen mo HJI: T1 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 / n3m. 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.
* AHanu3 MO TOKa3aTemo «MHKpOGHONIOrHYeckass 4YUCTOTa» MPOBOAMTCA MPOM3BOAMTENEM IIPH BBILYCKE MEPHUONUYECKH
(c uHTEpBaNOM OJHO MCTbITaHHe Ha 20 cepuil WM He MeHee 1 pasa B rof). ITokasaTenb MoxeT ObITh He BKIOUeH B CepTHHKAT

aHanuza GUPMBL.

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

API manufacturer batch number / NMS-1A-233015

Howmep cepun nponssoaurens AD®C:

FP Manufacturer API Batch number /

Howmep cepuu cy6cTannun npousoautess I'JIP: FEQAQ055T

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /
ITpousBogurens A®C, crpana: Masnranam J{pars sug Opranukc JIta, Unaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cootBeTcTByeT TpebGobanusM HJI 3axumwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToprororneHo: Ar ITporepeno: Santosh Kumar Onobpeno: Meuemkep / PykoBonutens
Shivani Maurya @Z“ Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date /

Hata: 15.02.2024 Jara: 15.02.2024 Hara: 15.02.2024
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