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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTN3A

Page 1 of S/ Crp.1u35

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabaerku 100 mr
Batch No / 1 V2301988 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 Tabaerok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AuanuTnyecknii oTyer Ne JlaTa anaausa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npon3BoACTBA I'open no (BKT)
Analysis performed according to ND / Auanus nposeaen no HJ[: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / IloxasaTeb Result / PesyabTaThbl Specification / Hopma
1 |Description / Onncanue Complies / CooTBetcTBYyET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XenTOBAaTHIM
OTTEHKOM KpYTJIbie ABOSIKOBBIMYKIIbIe TabIeTKH
C M1aJKOH MOBEPXHOCTHIO.
2 |Identification / Complies / CooTBercTBYET The retention time of principal peak in the
MoannHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepxuBaHHsi OCHOBHOTO
NMKa Ha  XpOMaTorpaMMe  UCHBITYEMOTO
pacTBopa HO/DKHO COOTBETCTBOBATH BPEMEHH
yIOEpKUBAHUS OCHOBHOT'O MUKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOrO
obpazua HUMeCYuaa (pa3pen
«KonuyecTBeHHOE ONPENETICHUE)
3 | Average weight and mass 310.2 mg/310.2 Mr 310 mg £ 5.0 % /310 Mr+ 5,0 %
:I::f(:;)mlty / Cpeansst macca Complies / CooTBeTCTBYET 18/20 tablets —NMT + 5 %/
AHOPOAHOCTL MACCHI 18/20 Tabnetok — ue 6onee + 5 %
2/20 tablets —NMT = 10 %/
2/20 Tabnetok — He 6onee £ 10 %
4 |Dissolution / PacrBopenne 101 %, 101 %, 96 %, 101 %, 101 %, | Not less than 75 % (Q) of labeled amount of

Remarks : The Product conforms to ND /
ITpumeuanne: [Tpoaykt coorBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akiaoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosiueno: [Tpoepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauTenb
Ankit Maurya Manoj Kumar - ﬂ
@\' gt
o
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.10.2023 Jara: 16.10.2023 Jara: 16.10.2023

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 2 of 5/ Crp.2mu3 5
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabserku 100 Mr
Batch No / : V2301988 Batch Quantity / ¢ 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHaauTHYecKHil oTyeT Ne JlaTta ananu3za
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JlaTa npoH3BOACTBA Foaen no (BKuI)
Analysis performed according to ND / Anasnu3s nposeaen no HJl: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3Mm. 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 / IlokazaTennb Result / Pe3yabTaThl Specification / Hopma
98 %, Ci13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMuHansHoOro cogepykanus Ci3HiaN>OsS
(numecynun) yepes 45 MUH.
5 |Water/Bonaa 28% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIe IPUMeECH

Impurity A / ITpumecs A

Impurity B / Tlpumecs B

Impurity C / IIpumecs C

Below LOQ (LOQ = 0.0057 %) /

Huxe npeaena KOJIM4YECTBEHHOI O

onpenenenns (ITKO = 0.0057 %)
0.01%

Not detected / He oOHapyxeHa

NMT 0.20 % / He 6ounee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity D / ITpumecs D NMT 0.20 % / He 6onee 0,20 %
Not detected / He obHapyxeHa

Impurity E / Ilpumecs E Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [poaykT coorBeTcTBYET TpeboBaHuaM HJ{ 3akmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToxrorosneHo: [Tposepeno: Santosh Kumar OmnobpeHo: Menemkep / PykoBoaurens
Ankit Maurya Manoj Kumar - )
Reprint Date / Reprint Date / Reprint Date /
Jlata: 16.10.2023 Hara: 16.10.2023 Hata: 16.10.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJINU3A
Page3of 5/ Crp.3u3 5
Product Nise tablets 100 mg
IIpoaykt Haii3®, tabnerku 100 mr
Batch No/ 1 V2301988 Batch Quantity / : 5000000 tablets /
Cepust Ne O61pem cepuu 5000000 TabneTox
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHANUTHYECKHIT oTyeT No Jara aHaau3sa
Date of Manufacture / : Sep-2023 Date of Expiry / ¢ Aug-2026
JlaTa npou3BoACTBA I'open go (BK.T)
Analysis performed according to ND / Auanus nposeaen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / uzm. Ne 3 ot
28.09.2022)
No Test / [lokazaTennb Result / Pe3yabTaThl Specification / Hopma

Impurity F / ITpumecs F Not detected / He obHapyxeHa NMT 0.20 % / He 6onee 0,20 %

Any unknown individual NMT 0.20 % / He 6onee 0,20 %

impurity / EnquHuuHas 0.02%
HeMaeHTHGUIMpyeMas
NpUMECh
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 3.6 Acceptance value (AV) should be not more

than 15.0 / IToka3zatens npuemaeMoctH (AV)
JOJKEH ObITh He Oosiee 15,0

O)lHOpO)IHOCTb AO3HPOBAHHUS

8 Microbial limits* / Mukpo0OuoJIOrHYecKass YHCTOTA*
a) Total aerobic microbial NA
count / Ob1ee yucio
adpO6HBEIX MHKPOOPTaHH3MOB

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

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: ITpoaykt cootBeTcTBYeT TpeboBanuam HJI 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: ITpoBepeno: Santosh Kumar Onobpeno: MeHemkep / Pykosoaurens
Ankit Maurya Manoj Kumar & ‘?1

g & ! l@i,-
Reprint Date / Reprint Date / Reprint Date /
Jata: 16.10.2023 Hata: 16.10.2023 Jara: 16.10.2023

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

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

CERTIFICATE OF ANALYSIS

Jara NMPOU3IBOACTBA

T'oxen po (BKu)

CEPTUDHUKAT AHAJIM3A
Page4 of S/ Crp. 4u3 5

Product Nise tablets 100 mg
IlpoaykTt Hatiz®, Tabnerku 100 mr
Batch No / : V2301988 Batch Quantity / : 5000000 tablets /
Cepus No O61em cepun 5000000 Tabneroxk
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHanauTHYecKHi oTueT Ne Hdara anaauza
Date of Manufacture / : Sep-2023 Date of Expiry / ¢ Aug-2026

Analysis performed according to ND / Anasu3 nposegen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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)
No Test / IlokazaTeab Result / Pe3yabTaThl Specification / Hopma
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6wee yucno He 6onee 100 KOE/r
JPOMOKEBBIX U TIECHEBBIX
rpHboB
¢) E. coli NA Shall be absent in 1g/

JIO/DKHBI OTCYTCTBOBATh B 1 T

onpeaesieHne

9 |Assay/ KoanuecrBeHHoe

100.6 mg/ 100.6 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H2N>0sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr Ci3H;2N2OsS
(aumecynun) B Tabnerke

10 |Package/ YmaxoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Tabaerok B
[BX/amomunuesoM onuctepe. ITo 3
Gnucrepa BMECTe ¢ MHCTPYKUMEH MO

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B T[IBX /
amomuaueBom Oiucrepe. Ilo 1, 2, 3 unu 10
O/MMCTEpOB  BMECTe C  HHCTPYKLHEH TIO

NPpUMEHEHUIO B Ma4YKy KapTOHHYIO.

TIIPUMCHEHHIO B NMayKy KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooteeTtcTByeT TpeHOBaHUAM

According to ND /
B cootsercTtBHu ¢ H]]

12 | Storage conditions /
XpaHenune

Temrepartype He Bbiiie 25°C

Store protected from light below 25°C / B 3amuimieHHOM OT CBETa MECTe IpU

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tponykr coorBeTcTByeT TpeboBanusm HJT 3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBneHo: A IIpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauteins
Ankit P> Maurya Manoj Kumar - p
Reprint Date / Reprint Date / Reprint Date /

Jlata: 16.10.2023 Hara: 16.10.2023 Hata: 16.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
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

CEPTUD®UKAT AHAJIU3A
PageSof S/ Crp.5u35

Product Nise tablets 100 mg
IpoaykTt Haiiz®, tabnerku 100 Mr
Batch No / : V2301988 Batch Quantity / < 5000000 tablets /
Cepusi Ne O6bem cepnu 5000000 Tabnerok
Analytical Report No / : 890001694735 Date of Analysis / : 16.10.2023
AHanuTHYECKHH oTyeT Ne Jara anaaunsa
Date of Manufacture / : Sep-2023 Date of Expiry / : Aug-2026
JaTta npous3BoacTea I'ogen a0 (BxJI)
Analysis performed according to ND / Ananus nposegen mo H/I: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. 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 / Iloxka3aTennb

Result / Pe3yabTaThl | Specification / Hopma |

13 | Shelf life / Cpok roanocTn

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.

* AHanmu3 Mo mnokazaTtemo «MHKpOGHONOrHYecKas YUCTOTa» IPOBOAMTCSA TMPOWU3BOAMTENEM IpPU BBIMYCKE TMEPHOAHYECKH
(¢ UHTepBaIoM OfHO ucTbITaHMe HA 20 cepuit wiM He MeHee 1 pasa B rox). Ilokasatens MoXeT ObITh He BKMOUeH B CepTrurar

aHanHnza GUPMBL.

API name (INN) / A®@C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13070717

Homep cepuu nponspoauteis ADC:

FP Manufacturer API Batch number /

HomMep cepuu cyocTanuuu npoussogureas I'JID: FEQA00399

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoaurens A®C, crpaHa: Aaptu [Jpar3 JIta., Uepus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: ponykT coorBeTcTBYET TpeboBanusM HJ| 3akmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: s ITposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoAUTEND
Ankit /’{ Maurya Manoj Kumar ﬂ
Reprint Date / Reprint Date / Reprint Date /

Hata: 16.10.2023 Hara: 16.10.2023 Jara: 16.10.2023

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