Dr.Reddy’s ":‘

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

vill. Khol, Nalagarb Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Pagel1ofS/ Crp.1u35
Product : Nise tablets 100 mg
Ipoaykr ¢ Haiiz®, tabnerkn 100 Mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepun Ne O61eM cepust 5000000 TabneTok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AnanuTHuecknii oTder Ne Jara anannza
Date of Manufacture / ¢ Jul-2023 Date of Expiry / : Jun-2026
Jata NpoM3BOACTRA Toaen o (BK:)
Analysis performed according to ND / Ananus nposeaen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uam. 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 / u3aMm. Ne 3 ot
28.09.2022)
Ne Test / Iloxaszarenn | Result / PesyabTats! . Specification / Hopma i
1 |Description / Onucanie Complies / CoorpeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Dbemble € IKENTOBATHIM
OTTEHKOM KpYIJIble ABOAKOBBINYKIIbIE TaOMETKH
C [JI2AKOM MOBEPXHOCTHIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MopsunHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yAep>XHBaHHA OCHOBHOTO
M¥Ka Ha XpOMaTOrpamMe  HCIBITYEMOTo
pacTBopa AOJNKHO COOTBETCTBOBATE BPEMEHH
yIEepKHBAHUSA OCHOBHOTO nHKa Ha
XpOM4TOrpamMMe  pacTBopa  CTaHJAPTHOrO
obpasua HUMECYNHAA (pazmen
«KoJIH4ECTBEHHOE OMpENENCHHUEN)
3 | Average weight and mass 309.5 mg/309.5 mr 310 mg+5.0% /310 Mmr £ 5,0 %
‘;[::;Zl;nl:)tznloff :ﬂ:::::acca Complies / CoorBercTBYyET 18/20 tablets —NMT £ 5 %/
18/20 Tabnerox — He Gonee = 5 %
2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He Gosee + 10 %
4 |Dissolution / PacTBopeHue 100 %, 100 %, 95 %, 100 %, 95 %, |Not less than 75 % (Q) of labeled amount of
99 %, C;3H»N>OsS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumcuanue: ITpoxykT cooTBeTcTBYyeT TpeboBaHusam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosieHo: ITpoeepeno: Santosh Kumar Ono6peno: Menemmep/ Pykosonnutens
Pardeep Kumar Jf—f, . Maurya @J Abhishek Chauhan L \
*-"-'-__- I- -
Reprint Date / Reprint Date / Reprint Date /
Hata: 16.08.2023 Iara: 16.08.2023 Jara: 16.08.2023

Registered Offica: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +31 40 4300 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

CEPTHOHUKAT AHAJTU3IA
Page 20of S/ Crp.2u3 5
Product Nise tablets 100 mg
Ilpogyxr Haiia®, tabnerkn 100 mr
Batch No/ 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepiin 5000000 Tabnerox
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHaJTHTHYECKMit oTueT No Jata ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
JlaTa IpoU3BOACTBA I'ogen xo (Bica)
Analysis performed according to ND / Auanus nposegen no HI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wim. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)
Ne ~_ Test/ Ilokasarean Result / PesyneTars! | Specification / Hopma

minutes / He menee 75 % (Q) ot
HoMuHatsHOrO cofepxanns Ci3Hi2N»OsS
(Humecymin) yepes 45 MUH.

5 :Water/Boaa

3.2% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PojcTBeHubI¢ IPAMECH

Impurity A / ITpumecs A

Impurity B / ITpumecs B

Impurity C / ITpumecs C

Impurity D / Tpiecen D

Below LOQ (LOQ = 0.0057 %) /
Huxe npefena KONMAYECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.03%
Not detected / ne cOHapyxena

Below LOD (LOD = 0.0049 %) /
Hwxe npeaena obuapyxenus (10 =

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oxnee 0,20 %

NMT 0.20 % / He fonee 0,20 %

Impurity E / ITpumecs E

Not detected / ne obHapy»xeHa

0.004% %)

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
TNpumeuanne: [Tponykr coorseTcTByeT Tpefoanusm HJJ

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TloaroToBneHo:; Iposepero: Santosh Kumar Onobpeno: Menemep / PyxoBoauTens
Pardeep Kumar ~| — Maurya rcﬁ_’ Abhishek Chauhan B

A= <
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.08.2023 Hara: 16.08.2023 Iara: 16.08.2023

Repistered 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




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

OJHOpPOAHOCTE JO3HPOBAHKSA

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
Page3 of 5/ Crp.3u3 5
Product Nise tablets 100 mg
Ilpoayxr Haiiz®, tabnerkn 100 Mr
Batch No / : V2301497 Batch Quantity / : 5000000 tablets /
Cepua Ne O6beM cepuu 5000000 Tabnerox
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AHaJMHTHYCCKHIT oTUeT Ne Jara aHaau3a
Date of Manufacture / : Jul-2023 Date of Expiry / ¢ Jun-2026
JlaTa npoN3BOACTBA Topex po (Bra)
Analysis performed according to ND / Ananus nposeae no HJI: [ N012824/03-140119 {amend Ne 1 from 08.06.2020 /
mam. 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)
Ne Test / IloxazaTesib Result / Pe3yabTaTh! Specification / Hopma
Impurity F / ITpumecs F Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %
— 0.02% )

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

impurity / EauHugnas

HengeHTHHUHpYemast

 IpUMech

Total impurities / Cymma 0.06 % NMT 1.5 % / He Gonee 1,5 %

npumeceii

7 | Uniformity of dosage units / 43 Acceptance value (AV) should be not more

than 15.0 / [Tokasaresns npuemaemoct (AV)
nomkeH 61Tk He Bonee 15,0

8 |Microbial limits* / Muicpobnonorinseckan Yncrora*

mould count / O6uree uncno
JIPOMOKEBBIX M [UIECHEBBIX
rpubor

'a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ofee yucno He 6onee 1000 KOE/r
43PUOHLIX MUKPUUPIEHUAMUB

b) Total combined yeasts and NA Not more than 100 CFU/g/

He 6onee 100 KQE/T

Reurat ks . Tlie Product vunfunus W WD/
Ipumeuanne: [ponykr cooTBeTcTRByeT TpeboBannam HIT

Cunclusivn . ATTROVED /

| 3akarogenne: ONOBPEHO

Prepared by /
IMonroToBneHo: :
Pardeep Kumar oﬂr

-

Checked by /
[Tposepeno: Santosh Kumar
Maurya @4

Approved by: Manager / Executive /

Ono6peno: Meremxep / PyjoBoaiTefb
Abhishek Chauhan )LK—— "\

Reprint Date /
Iata: 16.08.2023

Reprint Date /
Hara: 16.08.2023

1

Reprint Date /
Iara: 16.08.2023

Registered Office 8-2-337, Road No. 3, Banjara tliiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 490C 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

onpeae/ieHyue

CEPTHOHEAT AHAJIH3A
Paged of S/ Crp.4u35
Product : Nise tablets 100 mg
Npoayxr Haiiz®, tabnerkun 100 mr
Batch No / : ' V2301497 Batch Quantity / : 5000000 tablets /
Cepusa Ne Obbem cepuu 5000000 tabierok
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023 — ]
AHanuTHYecKnit oTueT Nt Jlara ananusa
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2026
Jata npoH3BOACTBa Coaen g0 (BKJI)
Analysis performed according to ND / Ananns nposegen mo HJX: ITN012824/03-140119 (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 / usm. Na 3 or
28.09.2022) ;
[ Test / loxasaTens Result / PesyabTaTsl Specification / Hopma
¢) E. coli NA Shall be absent in 1g/
JIOMKHbBI OTCYTCTBOBATh B 1 T
9 | Assay/Koauvecrpennoe 99.4 mg/ 99.4 Mmr Not less than 90.0 mg and not more than
110.0 mg C3H2N20sS Nimesulide in tablet /

Or 90,0mr mo 110,0mMr Ci3H2N2OsS

(HuMecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3

blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerox B|carton. / Jlo 10 Tabnerox B IIBX /
IMBX/amomunnesoM Bnuctepe. Ilo 3 | amomuruesom 6nucrepe. Ilo 1, 2, 3 umu 10
GrHUcTepa BMECTE C HHCTPYKUMEN 00 |6NUCTepoB  BMeCTE ¢  MHCTPYKLMEH [0
[PKMEHEHHIO B Na4Ky KapTOHHYI0. | IPMMEHEHHIO B MaUKy KapTOHHYIO.

11 |Labeling / MapxupoBKka Complies as prescribed / According to ND /
CootseTcTBYeT TpebGOBaHUAM B cootsercreuu ¢ HJl

‘12 | Storage conditions / Store protgctéd from light below 25°C / B 3aLUMIUEHHOM OT CBETAa MECTE TpH

XpawHeHue Temreparype He Bhie 25°C
13 | Shelf life / Cpok ronnocTn 3 years/ 3 rona

year). The test can be absent in the Certificate of Analysis.
* AHanM3z To nokxazateNto «MukpoGuonornyeckas YWUCTOTa» MPOBOAMTCH IPOH3BOLAUTENEM IPH BbINYCKE IEPHOAWHECKH
(c wuTepBanoM opHe HCTEITaRKe Ha 20 cepuit uk He MeHee 1 pasa B rox). ITokasaTens Moxet GbiTh He BKNOUeH B CepThdukar

auannza GUPMBI.

*The manufacturer performs the “Microbiological Limits™ test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: IIpoxykT cooTseTcTBYeET TpeboBaHuaM HJT 3axirouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosieHo: IIposepeno: Santosh Kumar Opobpeno: Menemxep APyxosomimens
Pardeep Kumar | Maurya § Abhishek Chauhan k}\ \
Reprint Date / Reprint Date / Reprint Date /

Hata: 16.08.2023 Hara: 16.08.2023 Hara: 16.08.2023

Registered Olfice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 29G0, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1384PLC0O04507
www.drreddys.com




D d d ’ ...' Dr. Reddy's Laboratories Ltd.
r.xe S ® Formulation Unit-6
‘ R y > vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHM3A
Page50f S/ Crp.5u35
Product : Nise tablets 100 mg
Npoayxr ¢ Haia®, Tabnetkn 100 Mr
Batch No / 1 V2301497 Batch Quantity / : 5000000 tablets /
Cepus Ne Ofsem cepitn 5000000 Tabnetox
Analytical Report No / : 890001681820 Date of Analysis / : 16.08.2023
AnanuTayeckui oTyer Ne Jara aHanuza
Date of Manufactare / : Jul-2023 Date of Expiry / : Jun-2026
Jlata npoH3BOACTBA Coaen jio (BKAa)
Analysis performed according to ND / Anaan3 nposeaen mo H/I: [1N012824/03-140119 {amend Ne 1 from 08.06.2020 /
wam. 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)

APT name (INN) / A®C (MHH): Nimesulide / Humecymzn
API manufacturer batch number / NMS/13050477, NMS/13050479
Homep cepun npouseogurens APC:
FP Manufacturer API Batch number /
Homep cepun cyberanuuu nponssoantens JID: DS
API Manufactured by & country / Aarti Drugs Ltd., India /
Mpoussonurens ADC, erpana: Aapti para JItn., Uaaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanne: [IponykT cooTBeTCTBYET TpeOopanusm HJ 3axaroyenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NoxroroBneHo: IIposepeno: Santosh Kumar Ono6peno: Menemxkep / Rykopozrens
Pardeep Kumar QE/ Maurya TN Abhishek Chauhan K

3 i - 2 . (g, \
Reprint Date / Reprint Date / Reprint Date /
Iara: 16.08.2023 Jara: 16.08.2023 Jlata: 16.08.2023

Registered Office: 8-2-337, Road ilo. 3, Banjara Hitis, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




