Dr. Reddy's Laboratories Ltd.

Do
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

CEPTU®UKAT AHAJINU3A
Page 1 of 5/ Crp. 1 n35

Product : Nise tablets 100 mg
IIpoaykTt : Haii3®, tabnerku 100 mMr
Batch No / 1 V2301199 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepun 5000000 Tabnerok
Analytical Report No / : 890001672148 Date of Analysis / : 04.07.2023
AHaJuTHYecKHii oTyeT No JlaTa ananusa
Date of Manufacture / ¢ Jun-2023 Date of Expiry / : May-2026
JlaTta npou3BoACTBA T'ogen po (Bkn)
Analysis performed according to ND / Auanu3s nposeaen no HJ: 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
28.09.2022)

No Test / IlokazaTesnb Result / PesyabTaThl Specification / Hopma

1 |Description / Onucanue Complies / CooTBercrByeT Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ enroBaTsiM
OTTEHKOM KpYTJIbIe IBOSAKOBBINYKIbIE TabIeTKH
C TJ1aIKOH NTOBEPXHOCTBIO.

2 |Identification / Complies / CooTBetcTBYET The retention time of principal peak in the
IMoANHHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst ynep>xuBaH#is OCHOBHOIO
NMKa Ha  XPOMAaTOrpaMMe  HCIILITYEMOTO
pacTBOpa HOJDKHO COOTBETCTBOBATh BPEMEHU

YAEPIKUBAHMS OCHOBHOTO iz Ha
XpoMaTorpaMMe  pacTBOpa  CTaHHApPTHOTO
obpasia HUMECYIIHIA (pazmen

«KonnuecTBeHHOE OMpeaeIeHHe»)

3 | Average weight and mass 308.8 mg/308.8 Mr 310 mg+5.0% /310 mr+ 5,0 %

umfox;)m:)tyﬂ/off :l::lctgacca Complies / CooTtBercrByer 18/20 tablets - NMT £ 5 % /
1 OAHOpoA 18/20 Tabnerox — He Gonee £ 5 %

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

4 | Dissolution / PactBopenue 97 %, 96 %, 91 %, 95 %, 95 %, Not less than 75 % (Q) of labeled amount of
94 %, Ci13H2N20sS nimesulide is dissolved in 45

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [Tpoaykt cooTBeTCTBYET TpeboBanusm HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosneno: f [Tposepeno: Pardeep Kumar Onobpeso: Menemxkep / PykoBoaurens
Pravesh Rana 11 : Amit Kumar “\—
Reprint Date / Reprint Date / Reprint Date /
Jara: 04.07.2023 Hara: 04.07.2023 Jara: 04.07.2023

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 ":.

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

CEPTUOUKAT AHAJIU3A
Page2of 5/ Crp.2m35
Product Nise tablets 100 mg
ITpoaykTr Haitz®, tabnetku 100 mMr
Batch No / 1 V2301199 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001672148 Date of Analysis / : 04.07.2023
AnanuTuuecknii oryer Ne JaTa ananusza
Date of Manufacture / : Jun-2023 Date of Expiry / ¢ May-2026
JlaTa npou3BOACTBA I'opeH xo (BKN)
Analysis performed according to ND / Ananus nposeaen no H: II 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)
Ne Test / IlokazaTennb Result / Pe3yabTaThl Specification / Hopma

minutes / He meree 75 % (Q) ot
HOMHHaNbHOTO copepxkanug Ci3HjaN-OsS
(HuMecynun) yepes 45 mMuH.

5 Water / Boaa 3.5%

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

6 | Related substances / PogcTBenunsie npumecu

Impurity A / TIpumecs A

Below LOD (LOD =0.0019 %) /
Hixe nmnpemena KONUYECTBEHHOIO
onpeneneHus (IIKO =0.0019 %)

NMT 0.20 % / He 6onee 0,20 %

0.02%

Impurity B / [lpumecs B

Impurity C/ Ilpumecs C Not detected / He o6HapyxeHa
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) /
Hmxe npenena obxapyxenus (IO =
0.0049 %
Impurity E / Ilpumecs E

Not detected / He o6Hapyxena

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 /
Ilpumeuanne: IIpoaykT cooTBeTCTBYET TpeGoBaHusaM H]T

Conclusion : APPROVED /
3axouenue: OJIOGPEHO

Prepared by / Checked by /
Ioarorosneno: ITpoepeno: Pardeep Kumar

Pravesh Rana t

~
i

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurens

Amit Kumar Q ‘N
| /

Reprint Date /
Hara: 04.07.2023

Reprint Date /
Hara: 04.07.2023

Reprint Date /
Jara: 04.07.2023

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 “:’O

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

CEPTUDOUKAT AHAJIM3A
Page3 of 5/ Crp.3 135
Product Nise tablets 100 mg
IIpoayxTt Ha#i3®, Tabnerku 100 mr
Batch No / 1 V2301199 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerox
Analytical Report No / 1 890001672148 Date of Analysis / 1 04.07.2023
AHaauTHYeCKHH oT4yeT Ne JdaTta anHanusa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JaTra npoM3BoaCTBA T'oaen mo (BKa)
Analysis performed according to ND / Ananus nposeaen no 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 or
28.09.2022)
Ne Test / Iloka3zaTennb Result / PesyabTaThl Specfﬁcation_/ _I-E)p_ml
Impurity F / ITpumecs F Not detected / He oGHapyxeHa NMT 0.20 % / He 6onee 0,20 %

Any unknown individual

NMT 0.20 % / He 6onee 0,20 %

OIHOPOIHOCTHL AO3MPOBAHHSA

impurity / Eqpananas 0.02%
HenaeHTUDHULUpyeMas
MpUMECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMecen
7 | Uniformity of dosage units / 2.7 Acceptance value (AV) should be not more

than 15.0 / [Toka3arens npuemiiemoctu (AV)
IloJpKeH ObITh He Gonee 15,0

8 | Microbial limits* / Mukpo6unoJioruieckas uucrora*

a) Total aerobic microbial Less than 10 CFU/g/
count / Obuiee yucno Menee 10 KOE/r
a3pO6HBIX MHKPOOPTaHU3MOB

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

b) Total combined yeasts and
mould count / Ob1uee yncno
JIPOMOKEBBIX U [IECHEBBIX
rpuboB

Less than 10 CFU/g/
Metnee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
IIpumeuanue: IpoaykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

INoaroroeneHo: [Tposepeno: Pardeep Kumar

Pravesh Rana [

Prepared by / Checked by /

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoIUTENb

Amit Kumar 0 S

Reprint Date /
Harta: 04.07.2023

Reprint Date /
JHata: 04.07.2023

Reprint Date/ !
Jara: 04.07.2023

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 Laboratories Ltd.
L/ @ Futtnulation Unil-6

Dr’ Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page 4 of 5/ Ctp. 4135

Product : Nise tablets 100 mg
Mpoaykr :  Haiiz®, tabnerku 100 mr
Batch No / 1 V2301199 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepun 5000000 tabnerox
Analytical Report No / : 890001672148 Date of Analysis / : 04.07.2023
AHaJuTHYeCKHIT 0TUeT Ne JaTa asanu3za
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JaTta npou3BoacTBa Tonen po (BKa)
Analysis performed according to ND / Ananus nposesen o HJI: IT 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 / uam. Ne 3 oT
28.09.2022)

No Test / ITokazaTens Result / PesyasTaTsl Specification / Hopma
c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyrctByeT B 1T JIOMKHBI OTCYTCTBOBaTh B 1 T
9 | Assay/ KonnuecTBeHHOe 97.6 mg/97.6 mr Not less than 90.0 mg and not more than
onpeneJjeHne 110.0 mg Ci3H12N20s5S Nimesulide in tablet /

Or 90,0mr mo 110,0mr C;3H;2N-OsS
(HuMmecynun) B TabneTke

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. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[MBX/amoMuuueBom Gacrepe. Io 3 | amomunresom Gaucrepe. ITo 1, 2, 3 unu 10
6aucrepa BMECTE C MHCTPYKLIMEH MO | OIUCTEpOB  BMECTE C  MHCTPYKUMEN IO

TIPUMEHEHHIO B NAYKy KapTOHHY!O. | IPUMEHEHMIO B NaUKy KapTOHHYIO.
11 | Labeling / Mapkuposka Complies as prescribed / According to ND /
CooteeTcTByeT TpeHOBaHUAM B cootsercTBuu ¢ HJ
12 | Storage conditions / Store p;otected from light below 25°C / B 3amMIUEHHOM OT CBETAa MeCTe npu
XpaHeHnue TeMmmeparype He Beiuie 25°C

13 | Shelf life / Cpok roaHocTH 3 years/ 3 roga

*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 no nokasaremo «MHKpOGHONOTHYECKAas YHCTOTa» MPOBOIAMTCS TMPOM3BOAMTENEM MpPH BBIMYCKE MEPHOAHYECKH
(c unTepeanoM oaHo ucnbitaHue Ha 20 cepuii WM He MeHee 1 pasa B rox). [lokaszaTens MoxeT ObITh He BKnroueH B Ceprudukar
aHanuza QpupMsI.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tpoaykt cooTeTcTBYeT TpeboBanusm H]J 3akmaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroenewo: ’ [Tposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautesns
Pravesh Rana /é f _ Amit Kumar /le\\’/
Reprint Date / Reprint Date / Reprint Date / '

Hara: 04.07.2023 Hara: 04.07.2023 Hara: 04.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 25999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®HEAT AHAJIH3A

Page Sof 5/Crp.5u3 5

Product Nise tablets 100 mg
poaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2301199 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepuun 5000000 Tabnerok
Analytical Report No / 1 890001672148 Date of Analysis / : 04.07.2023
AHaJIUTHYeCKHiT oTyeT No HdaTta ananusa
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

aTa NpoH3BOACTBA Iopen no (i)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. 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 / usm. No 3ot

API name (INN) / A®C (MHH):

Nimesulide / Humecynin

API manufacturer batch number /
Howmep cepun npomssoanrenss ADC:

NMS/13040379, NMS/13040379

FP Manufacturer API Batch number /

Homep cepun cydcranunn nponssoganrens [JID:

FEQA00225, FEQA00226

API Manufactured by & country /
Ipouszeognrens ADC, erpana:

Aarti Drugs Ltd., India /
Aaptu [pars JItn., Uenus

Remarks : The Product conforms to ND /

Hpumeuanne: [Tponykr coorBeTcTBYeT TpeGoBaHmsam HJT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: /£ INposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTensb
Pravesh Rana Amit Kumar :

= Oﬁ——‘— v : %”’—'
Reprint Date / Reprint Date / Reprint Date /
Hara: 04.07.2023 Jara: 04.07.2023 Jata: 04.07.2023

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
CiIN: L85195AP1984PLC004507
www.drreddys.com



