Dr.Reddy’s Q':‘.

Dr. Reddy's Leboratories 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

CEPTU®UKAT AHAJIU3A
Pagel of 5/ Crp. 1 u3 5

Product Nise tablets 100 mg
Hpoaykr Haiiz®, Tabnetrku 100 mr
Batch No / 1 V2300873 [Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tadnerok
Analytical Report No / : 890001662765 Date of Analysis / : 18-05-2023
AnajguTuyeckui orTyer Ne Jara ananu3a
Date of Manufacture / 1 Apr-2023 Date of Expiry / : Mar-2026
JaTta npouszsoacTea Tlopen go (BKu1)

Analysis performed according to ND / Ananus nposegen no 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 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

28.09.2022)

N [

1

Identification /
[MoannaHOCTE

Test / IlokasaTenn
Description / Onucanue

Result /_P_e3y.r| bTAThI

; Specification / Hopma

Complies / CooTBeTcTBYET

Complies / CooTBercrBYyeT

Yellowish white round biconvex tablets with
smooth surface. / bBejble ¢ KeNTOBATLIM
OTTEHKOM KPYTJble ABOSKOBBIMYKIbIE TabNeTKu
C [IaIKOM MOBEPXHOCTHIO.

.
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 ynepKHBaHHsS OCHOBHOIO
MUKA HAa  XpOMAaTOrpaMMe  MCIBITYEMOro |
pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHU
yIOepXKUBAHUS OCHOBHOI'O nuka Ha

XpOMarorpaMMe  pacTBOpa  CTaHAApPTHOTO
obpazua HUMeCYyuaa (pazmen
«KonnuecrBeHHOE onpeneieHHe»)

w)

H OXHOPOJHOCTL Ma

Xverage weight and mass
uniformity / Cpeansisi macca

309.2 mg/309.2 mr

Complies / CooTBeTcTBYeT
cehbl

4

Dissolution / PacTBopeHnue

1310 mg+5.0%/310Mr+5,0%

18/20 tablets —-NMT £ 5 %/
18/20 Tabnerok — He Gojlee + 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He Honee £ 10 %

Y/ %, 96 Y%, 96 %, Y5 %, 96 %, | Not less than 75 % (Q) of labeled amount of

Remarks : The Product conforms to ND /
ITpumeyanue: Ipoaykr coorBercTByeT TpebobanusM HJI

Conclusion : APPROVED /
3axnrouenue: OJIOGPEHO

Prepared by /
HoxrorosneHo:
Pardeep Kumar

4

o

Checked by /
IIposepeHo: Himesh Kumar

Approved by: Manager / Executive /
Opnobpeno: Menemxep / PykoBoautens
Amit Kumar

=

Reprint Date /
Jata: 18-05-2023

Reprint Date /
Hara: 18-05-2023

Reprint Date /
Jara:

18-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1354PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘f’:".

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2 of 5/ Crp.2 u3 5
Product Nise tablets 100 mg
IlpoayxTt Haiiz®, Tabnetku 100 mr
Batch No / 1 V2300873 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / : 890001662765 Date of Analysis / : 18-05-2023
AHaguTn4yeckuii oTyet Ne Jarta ananuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npousBoacTBa Toxen no (BK)
Analysis performed according to ND / Ananuns 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 / u3M. Ne 3 ot
28.09.2022)
No Test / IloxazaTean Result / PesyabTaTs! Specification / Hopma - |
94 %, C13H-N-OsS Nimesulide is dissolved in 45 |
| minutes / He menee 75 % (Q) oT
| HomuHansHoro coaepxanusa Cy3H2N-OsS
(auMecynun) yepes 45 MUH.
5 I Water / Boaa 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %

Related substances / PogcTBennbie npumecu

Impurity A / Ilpumecs A

Below LOQ (LOQ = 0.0057 %) /
Huxke npenena knnUgecTREHHNTO
onpenenenus (ITKO = 0.0057 %)

NMT 0.20 % / He 6o1ee 0,20 %

Impurity B / ITpumecs B

0.02%

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Impurity C / ITpumecs C Not detected / He o6HapyskeHa
Impurity D / [lpumecs D Below LOD (LOD = 0.0049 %) /
Huxe npepena obHapyxenus (I1O =
0.0049 %)
Impurity E / IIpumecs E Not detected / He oGHapyxeHa
Impurity F / ITpumecs F Below LOD (LOD = 0.0045 %) /

Hwxe npenena obHapyxenus (ITO =
0.0045 %)

NMT 0.20 % / He Gonee 0,20 %

Any unknawn individnal

Below LOQ (LOQ = 0.0113 %) /

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
ITpumeyanue: IIpoayxT coorBeTcTBYeT TpeGoBannsaM HJT

Conclusion : APPROVED /
3axarouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[lonrorornexo: Iposepeno; Himesh Kumar Onobpeno: Mernemxep / Pykosoaurens
Pardeep Kumar J,/,. ch,,/Q Amit Kumar % N

o
Reprint Date / Reprint Date / Reprint Date /
Hara: 18-05-2023 Jlarta: 18-05-2023 Hara: 18-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLC0O04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
DI‘. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 3 of 5/ Crp.3 u3 5

Product ¢ Nise tablets 100 mg
Ipoaykr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2300873 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepum 5000000 Tabnetox
Analytical Report No / 1 890001662765 Date of Analysis / : 18-05-2023
Anaauruyeckuii oryer No JlaTta aHaan3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npon3BOACTBA I'ogeH go (BK)
Analysis performed according to ND / Auaau3 nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / ITokazaTean ~ Result/ P:E:’._V_J'leaTbl Specification / Hopma
impurity / Exnusu4Has Hinxe npenena KoJMUECTBEHHOTO
HEeUACHTUPHLHpYeMas onpenenenus (IKO = 0.0143 %)
MpHUMeECH
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
| npumecei
| 7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more
|
| OaHOPOAHOCTDH J03HPOBAHUS than 15.0 / ITokazarens npuemaeMocTH (AV)
JoynkeH ARITE He Aonee 150
8 Mic_rob@ limits* /_M_m_cpoﬁuénoruquKaﬂ yHMeToTa* _—
a) Total aerobic microbial | NA Not more than 1000 CFU/g /
count / O61uee yucno He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
| mould count / Obiee uncio He 6onee 100 KOE/r
| IpoxoKEBBIX U MJIECHEBBIX
rpubos
c) E. coli NA Shall be absent in 1g/
JIosKHBL OTCYTCTBOBATH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: ITpoeepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar c:f( ﬁ‘_\(S’/_f’ﬁJ Amit Kumar N

h /Sf‘ ‘,;./"/
Reprint Date / Reprint Date / Reprint Date /
Jara: 18-05-2023 Hara: 18-05-2023 Jata: 18-05-2023

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Email: mail@direddys,com
CIN: L85195AP13384PLC0O04507
www.drreddys com




Dr.Reddy’s ‘;‘

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

9 | Assay/ KoanuyecrBenHoe
onpeaeseHue

99.6 mg/99.6 Mr

CEPTH®UKAT AHAJIM3A
Page 4 of 5/ Crp. 4 n3 5

Product Nise tablets 100 mg
MpooykT Haiiz®, Tabnerku 100 mr
Batch No / 1 V2300873 Batch Quantity / : 5000000 tablets /
Cepus No O6nem cepun 5000000 TabneTok
Analytical Report No / : 890001662765 Date of Analysis / : 18-05-2023
AHaJuTHYeCKH i oTyeT Ne Jara ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JaTa npou3BoaCTBA |Tonen go (BxuI)
Analysis performed according to ND / Ananus nposexen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3Mm. 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)
N | Test / Ilokasatenn Result / PesyabTaThl Specification / Hopma |

Not less than 90.0 mg and not more “than |
110.0 mg Ci3Hi2N2OsS Nimesulide in tablet /

Or 900mr mo 110,0mr Ci3H;2N>OsS
(uumecynun) B Tabnerke
10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Ttabnerox B|carton. / [lo 10 Tabnerox B IIBX /
[IBX/antomunueBom Gaucrepe. [To 3 | amomunneBom 6mmcrepe. o 1, 2, 3 unu 10
fyMcTepa BMECTe C MHCTpYKUMEH 1o | 61McTepoR  BMecTe C  HMHCTPYKUHMEH o
NPHUMEHEHHIO B MaYKy KapTOHHYK. | MPUMEHEHUIO B MaYKy KapTOHHYIO.
[ 11 'Labeling / MapKupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUAM B coorsercteum ¢ HJI
12 Storag&onditions/ Store protected from light below 25°C / B 3alMiIEHHOM OT CBETAa MECTe MpH
Xpanenne | Temneparype He Bbiwe 25°C
13 |Shelf life / Cpok roanocrn |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.
* Ananuz mno rokazarento «MuxpoGHonorudeckass 4HCTOTa» IIPOBOJMTCS NPOW3BOAWTENEM IMPU BBITYCKE TEPUOAHUECKH
(c vHTepBaJIOM OMIHO MCMbITaHUe Ha 20 cepHii nnu He meHee 1 pasa B rox). [lokazaTens MoxeT ObITh He BkmoveH B CepTudukar

aHalu3a GUPMBL.

Remarks : The Product conforms to ND /
ITpumeuanue: [IpoayxT cootseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakawuenne: OJJOBPEHO

Prepared by /
[ToaroTosneHo:
Pardeep Kumar

al

Checked by /
IIpoeepeno: Himesh Kumar

R e

Approved by: Manager / Executive /
Ono6peno: Menemxkep / Pykoponurens

Amit Kumar A’:}.;’,,

Reprint Date /
Jata: 18-05-2023

Reprint Date /
Jara: 18-05-2023

Reprint Date /
Jara: 18-05-2023

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderahad - 505034, Telangana, !ndia
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Email: mail@direddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com




®e Dr. Reddy's Laboratories Ltd.

Dr. Reddy,s q... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
PageSof 5/ Crp.5u3 5

Product : Nise tablets 100 mg
Mpoaykr : Haii3®, tabaerkn 100 mr
Batch No / 1 V2300873 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 TabneTox
Analytical Report No / : 890001662765 Date of Analysis / : 18-05-2023
AHanuTHYeCKH I 0TYeT No Jlara aHanuza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Jara npousBoacTBa TI'ogen po (BK)

Analysis performed according to ND / Ananu3 nposegen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/12121104, NMS/12121072, NMS/13030249
Homep cepuu npouspoautesss ADC:
FP Manufacturer API Batch number /
Homep cepun cybctannun npouspoaures JID: FEQA00036, FEQAO0136, FEQAQ0137
API Manufactured by & country / Aarti Drugs Ltd., India /
Hponspogureas ADC, cTpana: Aaptu [par3 JIta., Maous
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpameuanue: [Tponykr coorsercTByeT Tpebosanusam HJI Bakaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosneno: [Tpoeepenq: Himesh Kumar Onobpeno: Menemxkep / PykoBoaurens
Pardeep Kumar Q(_/ gDS/: Amit Kumar o e

“ ~ A‘/\:’"/’;
Reprint Date / Reprint Date / Reprint Date /
Hata: 18-05-2023 Jara: 18-05-2023 Jata: 18-05-2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP19684PLC0O04507
www.drreddys.com




