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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

CEPTHOHKAT AHAJI3A

Pagelof S/ Crp.1u35

Product Nise tablets 100 mg

INMpoaykr Haii3®, Tabnerxu 100 mr

Batch No / 1 V2301498 Batch Quantity / : 5000000 tablets /
Cepust Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001682318 Date of Analysis / : 21.08.2023
AHaNUTHYECKUH oTyeT No Jara anaausa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026

JaTa npon3BoAcTBA Tozen no (BK)

Analysis performed according to ND / Ananus nposesen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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)

Ne

Test / Iloka3zaTeanb

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

Complies / CooTBETCTBYET

Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ XentoraTeiM
OTTEHKOM KpYTJIble JBOSKOBBITYK/IbIe TabJIeTKu
C TNaIKO# MOBEPXHOCTHIO.

Identification /
IlopnnnHocTH

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 / Bpems ynepuBaHus OCHOBHOTO
MHKa HA  XPOMATOTpamMe  HCIIBITYEMOroO
pacTBOpa IOJDKHO COOTBETCTBOBAaTbH BPEMEHU
YULPIKUBAHNUY UCHUBHULU LURd Hd
XpOMaTorpaMMe  pacTBopa  CTaH[apTHOrO
obpasia HUMECYNHAA (paznen
«Kon1yecTBeHHOE ONpeeIeHUe)

Average weight and mass
uniformity / Cpeausist macca
U OAHOPOJHOCTH MACCHI

309.9 mg/309.9 mr

Complies / CooTBeTCTBYET

310 mg+5.0% /310 mr+ 5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 tabnetok — He Gonee + 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerox — He Gonee £ 10 %

Dissolution / PacTBopeHnue

95 %, 99 %, 100 %, 95 %, 100 %,
100 %,

Not less than 75 % (Q) of labeled amount of
C13H2N-0OsS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
Ipumeyanue: [TponykT coorBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akiaouenue: OJOBPEHO

Jata: 21.08.2023

Hata: 21.08.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosseHo: [Mposepero: Pardeep Kumar Onobpeno: Menemxep / Pykosonurens
Ramakant rﬂw Manoj Kumar \r@/{’_;

.): — g (L
Reprint Date / \ Reprint Date / Reprint Date /

Jata: 21.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CEPTHOHUKAT AHAJI3A

Page2of S/ Crp. 2 u35

Product Nise tablets 100 mg

IIpoaykr Haii3®, Tabnerku 100 Mr

Batch No / 1 'V2301498 Batch Quantity / : 5000000 tablets /
Cepus Ne O6beM cepnn 5000000 Tabnerok
Analytical Report No / : 890001682318 Date of Analysis / : 21.08.2023
A"anuTuyecknit otyer Ne Jata anaausa

Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026

JaTa npon3BoACTBA I'onen 10 (BKJI)

28.09.2022)

Analysis performed according to ND / Anaaus nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

N |

Test / Ilokazaresib

Result / PesynasTaTsl

Specification / Ho_pni -

minutes / He menee 75 % (Q) ot
HomuHajeHoro copepxkanus Ci3Hi2N20sS
(uumecynun) yepes 45 MUH.

5 |Water /Boaa

2.9%

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

6 Related substances / PogcTBeHHbIe NPUMeECH

Impurity A / ITpumech A

Not detected / He 0OHapyxeHa

Impurity B / ITpumecs B

0.01%

Impurity C/ Ilpumecs C Not detected / He o6HapyxeHa
Impurity D / TTpumecs D Not detected / He o6HapyxeHa
: Below LOD (LOD = 0.0062 %) /
Impurity E / IIpumecs E Hixe npenena obnapyxenus (11O =
0.0062 %)
Tmpurity F / Tlonmecs F

Not detected / He obHapyxeHa

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 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [IpofyKT cooTBeTCTBYET TpeboBanusam HJY 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloaroroBneHo: Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeNb
Ramakant Manoj Kumar = )

. i =i
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 21.08.2023 Hata: 21.08.2023 Hara: 21.08.2023

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
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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

CEPTUO®UKAT AHAJIU3A
Page 3 of 5/ Crp.3mu3 5
Product ¢ Nise tablets 100 mg
INpoaykr  : Haii3®, tabnerku 100 mr
Batch No / 1 V2301498 Batch Quantity / + 5000000 tablets /
Cepusa Ne Ob6bem cepuu 5000000 TabneTox
Analytical Report No / : 890001682318 Date of Analysis / : 21.08.2023
AHajuTuueckuii oTyet Ne Jara ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTa npon3BoACTBA I'oaen po (Bxu1)
Analysis performed according to ND / Auanns nposeaen nmo HJL: IT N012824/03-140119 (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 / n3m. Ne 3 ot
28.09.2022)
Ne Test / IokazaTennb Result / PesyabTaThbl Specification / Hopma

Any unknown individual
impurity / EquHuuHas

NMT 0.20 % / He 6onee 0,20 %

OaHOPOAHOCTH 103HPOBAHUS

0.03%
HeuaeHTUhULUpYyeMast
npuMech
Total impurities / Cymma 0.07 % NMT 1.5 % / He Gosnee 1,5 %
npumeced
7 | Uniformity of dosage units / 2.0 Acceptance value (AV) should be not more

than 15.0 / TTokasarens npueMiaeMocTu (AV)
nosmkeH ObITh He Oonee 15,0

8 Microbial limits* / Muxpo6uosoruyeckas 4ucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O6wee 4yucio He 6onee 1000 KOE/r
a3poBHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61uee yucno He Gonee 100 KOE/r
JIPOMNOKEBBIX H MIIECHEBBIX

rpubos

c) E. coli- NA Shall be absent in 1g/

JlomKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /

ITpumeyanue: [TpoayKT cooTBeTcTBYeT Tpedosannam HJ

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager / Executive /

IloaroToBneHo; IIposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoaurenb
Ramakant %j@ Manoj Kumar ‘“

[ (I
Reprint Date / ‘ Reprint Date / Reprint Date /
Hara; 21.08.2023 Jara: 21.08.2023 Jlarta: 21.08.2023

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A
Page4 of 5/ Crp. 4u3 5

Product Nise tablets 100 mg
Hpoayxr Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301498 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001682318 Date of Analysis / : 21.08.2023
AHanuTudecknii oTyeT Ne JlaTa ananu3za
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
Jara npon3BoacTBa I'ogen no (BKJI)

28.09.2022)

Analysis performed according to ND / Auanun3 nposexen no HJI: 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 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot

Ne ~Test / ITokazaTean

Result / PesynbTatsl

Specification / Hopma

9 | Assay/ KoauyecrBeHHoe
onpejejeHne

98.8 mg/98.8 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H»N>OsS Nimesulide in tablet /
Or 90,0mMr gmo 110,0mMr Ci3H;pN>OsS
(numecynun) B TabneTke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetox B
[IBX/antomunuerom Gnucrepe. 1o 3

10 tablets in PVC/aluminum blister. 1,2,30r10

blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerok B IIBX /
amomunaueBoM Gimcrepe. Ilo 1, 2, 3 wim 10

6aKcTEpa BMECTE C MHCTPYKUHMEH 1O |ONUCTepoB  BMECTe C  MHCTPYKLMEH o
NPUMEHEHHIO B [TAYKY KAPTOHHYIO. | IPHMEHEHHUIO B MAYKy KapTOHHYHO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND / S
CootBeTcTBYET TpeOOBaHUAM B cootsercteuu ¢ HI
12 | Storage conditions / Store protected from light below 25°C / B 3amuineHHOM OT CBETa MECTE INpH
XpaHeHnue Temmneparype He Beile 25°C
13 | Shelf life / Cpok roanoctn |3 years /3 roma

*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.
* AHanuz o nokasareno «Mukpobuonoryyeckass YHCTOTa» IPOBOOUTCSA MNPOU3BOAMTENEM INPH BBIMYCKE IMEPHOAUYECKU
(c MHTepBaIOM OHO McTbITaHue Ha 20 cepuil win He mMenee 1 pasa B rox). ITokasartens MoxeT 6bITh He BKIOUeH B CepTrdukar

auanau3a GUPMBI.

Remarks : The Product conforms to ND /
IIpumeuanne: ITponykT cooreTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

MoarotoBaeno: - 7 IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykosonnTtens

Ramakant ‘Ih& \M‘.LQ . Manoj Kumar ‘ 2“. (,-1
™ > — Tt

Reprint Date / ! Reprint Date / Reprint Date /

Hara: 21.08.2023 Hara: 21.08.2023 Hara: 21.08.2023

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: L85195AP1934PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A
Page5of 5/ Crp.5u3s 5

Product Nise tablets 100 mg
IIpoayxr Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2301498 Batch Quantity / : 5000000 tablets /
Cepus Ne O61em cepun 5000000 Tabnerox
Analytical Report No / : 890001682318 Date of Analysis / : 21.08.2023
AHanuTHYecKHH oTyeT Nt Jlara ananu3a
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JaTa npousBoacTBa T'open po (BK.I)

28.09.2022)

Analysis performed according to ND / Auaaus nposeaen no HJI: T 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 / u3m. Ne 3 ot

API name (INN) / A©®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepuu npounspoaurens APC:

MS-1A-223028-M1, MS-1A-223029-M1

FP Manufacturer API Batch number /
Howmep cepuu cybctanuuu npoussoantesi I'JID:

FEQA00323, FEQA00324

API Manufactured by & country /
IIpoussogutens A®C, crpana:

Mangalam Drugs and Organics Ltd, India /
Masnranam Jlpars san Opranukc JIta, Maaus

Remarks : The Product conforms to ND /

IIpumeuanne: [ponykT coorBercTByeT TpeboaHusam HJI

Conclusion : APPROVED /
3aknarouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo:; ITpoeepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosofitreis
Ramakant ‘ Manoj Kumar = '

£, —— " mpsect
Reprint Date / ' Reprint Date / Reprint Date /
Hara: 21.08.2023 Hata: 21.08.2023 Jara: 21.08.2023

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




