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

CEPTH®UKAT AHAJIN3A
Page 1 of 5/Crp.1u35
Product Nise tablets 100 mg
Ipoaykr Haii3z®, Tabnerku 100 mMr
Batch No / 1 V2301986 Batch Quantity / : 5000000 tablets /
Cepus Ne O6nem cepuu 5000000 Tabnerok
Analytical Report No / : 890001693443 Date of Analysis / : 10.10.2023
AnaguTHyecknii oTyeT Ne Hara ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jata npon3BoAcTBa I'omen ao (BK.1)
Analysis performed according to ND / Ananus nposenes 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 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test/Mlokazatens |  Result/ PesynsTarsl Specification / Hopma
1 |Description / Onucanue Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / bBensle ¢ xentoBaThIM
OTTEHKOM KPYTJIBIE OBOSIKOBLIITYKIIbIE TAaOIETKH
€ raaKod MOBEPXHOCTBIO.
|
2 |Identification / Complies / CooTsercrByeT | The retention time of principal peak in the
HopanHHOCTH ' chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepXHBaHHS OCHOBHOIO
MHKa HAa XpOMAarorpaMMe HCHBITYEeMOro
pacTBopa IOJDKHO COOTBETCTBOBATH BPEMEHHU
yIepKUBAHUS OCHOBHOTO MHKa Ha
' XpOMAaTorpaMme  pacTBopa  CTaHAApTHOIrO
obpazua HUMeCY/THAA (pasmen
«KonuuecTBeHHOE ONPENENICHHE)
3 | Average weight and mass 308.3 mg/308.3 mr |310mg+5.0%/310mMr+5,0%
::I::f(:;)mlty / CpemuEiMACER Complies / CooTBeTcTBYET 18/20 tablets —-NMT =5 %/
e i 18/20 tabnetok — He Honee = 5 %
2/20 tablets —NMT + 10 %/
2/20 Tabnerok — He 6onee = 10 %
4 |Dissolution / PacTBOopeHue 94 %, 94 %, 94 %, 94 %, 94 %, Not less than 75 % (Q) of labeled amount of
95 %, Ci13H12N-0sS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
Ipumeganne: [IpogykT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akawouenue: OJJOBPEHO

Prepared by / M’ Checked by /
[ToarorosneHo: > ITposepeno: Pardeep Kumar

Santosh Kumar Maurya [

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

Amit Kumar h y

Reprint Date /
Hata: 01.01.2024

Reprint Date /
Hata: 01.01.2024

Reprint Date /
Hata: 01.01.2024

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

Tel: #9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: .85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":’

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

CEPTUO®UKAT AHAJIN3A
Page 2 of 5/Crp.2 u3 5
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerku 100 mr
Batch No / : V2301986 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000 Tabnerok
Analytical Report No / : 860001693443 Date of Analysis / : 10.10.2023
AHAJIUTHYECKHUI oTueT No JlaTa aHanu3a
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa npou3BoacTBa I'ogen po (BKT)
Analysis performed according to ND / Ananu3 nposexen 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 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
N | Test / Ilokazarenan | Result / Pe3yasTaTsl Specification / Hopma

minutes / He menee 75 % (Q) ot
HoMuHanBHOTO copepxanust CiaHiaN2OsS
(Humecymua) yepes 45 MuH.

29%

5 Water / Boaa

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

6 | Related substances / PoacTsennble npumecu

NMT 0.20 % / He 6onee 0,20 %

Impurity A / IlpuMecs A Below LOQ (LOQ = 0.0057 %) /
Hrke npepena Konu4ecTBEHHOI0
onpenenerus (ITKO = 0.0057 %)

Impurity B / [Tpumecs B 0.02%

Tmpurity C / Tiprmecs C Not detected / He o6HapyxeHa

Impurity D / Ilpumecs D
Not detected / He o6HapyxeHa

Impurity E / Ilpumecs E 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 %

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmrouenne: OJJOBPEHO

Hara: 01.01.2024

Prepared by / WK Checked by / Approved by: Manager / Executive /
IloarorosneHo: = IlpoBepeno: Pardeep Kumar Omnobpeno: Menemxkep / PykoBoaurens
Santosh Kumar Maurya Amit Kumar -

Reprint Date / Reprint Nate / Reprint Date/

Jata: 01.01.2024

Jarta: 01.01.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax; +91 40 4900 2998, Emai!: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Qf

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

AHamuTHYeCKHH oTyeT No

CEPTUO®UKAT AHAJIN3A
Page3 of S/ Crp.3 u3 5
Product : Nise tablets 100 mg
Ipoaykr :  Hain®, Tabnerku 100 mr
Batch No / : V2301986 Batch Quantity / : 5000000 tablets /
Cepust Ne O6nem cepun 5000000 TabneTok
Analytical Report No / : 890001693443 Date of Analysis / : 10.10.2023

Hara anannza

JlaTa npon3BoACTBA

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

T'ogen po (BKUT)

uzM. Ne 1 ot 08.06.2020, amend Ne 2 from
28.09.2022)

Analysis performed according to ND / Ananus nposeaen mo HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /

10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / [Toxa3zaTenn

Result / Pe3yibraThl Specification /1 Hopma

Impurity F / Ilpumecs F

Any unknown individual
impurity / Enunuynas

Not detected / He obHapy»«eHa NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
Below LOQ (LOQ = 0.0143 %) /

OAHOPOAHOCTL A03UPOBAHHSA

HeUIeHTUHLHpyeMast Hwxe npenena koMUeCTBEHHOTO
npumech onpeaenenus (ITKO = 0.0143 %)
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6osee 1,5 %
npuMecei
7 | Uniformity of dosage units / 26 Acceptance value (AV) should be not more

than 15.0 / IToka3atens npueMnemocts (AV)
JoJpkeH ObITh He bonee 15,0

8 |Microbial limits* / MukpoOuosoruyeckas yucrora*

a) Total aerobic microbial
count / Oburee yucno
a3pO6HEIX MHKPOOPraHU3MOB

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

b) Total combined yeasts and
mould count / Obiuee uucio
IPONOKEBBIX H TIECHEBBIX

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

rpubos
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusM HJI 3axmouenne: OJJOBPEHO
Prepared by / @/ Checked by / Approved by: Manager / Executive /
[Togrotosneno:  —— IIpoBepeno: Pardeep Kumar Opo6peno: Menemxep / PykoBoauTens
Santosh Kumar Maurya E Amit Kumar e

/g*‘/

Reprint Date / Reprint Date / Reprint Date/ !
Hara: 01.01.2024 Hara: 01.01.2024 Hara: 01.01.2024

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

Tol 49140 4

900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

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

Vill. Khol, Nalagarh Road, Raddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page4 of S/ Crp. 4 u3 5

Product Nise tablets 100 mg

IIpoayxr Haiiz®, tabnerku 100 mr

Batch No / : V2301986 Batch Quantity / : 5000000 tablets /
Cepusi Ne O0nem cepuu 5000000 Tabnerox
Analytical Report No / : 890001693443 Date of Analysis / : 10.10.2023
AHAJIHTHYECKHIH oT4eT Ne Jara ananuza

Date of Manufacture / : 0972023 Date of Expiry / : 08/2026

Jarta mpon3soacTea T'ogen 10 (BKI)

28.09.2022)

Analysis performed according to ND / Auaaus nposeaen 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne Test / Iloka3zaTenan

Result / PesyanTaThl

Specification / Hopma

¢) E. coli

NA

Shall be absent in 1g/
JIoJKHBI OTCYTCTBOBaTh B 1 T

9 |Assay/Konu4yecTBeHHOE
| onpeaeseHHe

98.8 mg/ 98.8 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N>OsS Nimesulide in tablet /
Or 90,0 Mr pile) 110,0 MIr C13H11N205S
(uumecymun) B TabneTke

10 |Package/ YnakoBka

11 |Labeling / Mapkuposka

12 | Storage conditions /
XpaHenune

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 Ttabnerox B
[MBX/antomunuesom 6nucrepe. Ilo 3
6IIHCTEpa BMECTE C MHCTPYKUUEH Mo
NPUMEHEHHIO B MaYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10|
blisters and patient information leaflet in a
carton. / ITo 10 Tabneroxk B IIBX /
amoMHuHUeBOM Onuctepe. Ilo 1, 2, 3 unu 10
6IMCTEPOB  BMECTE C  HHCTPYKLMEH 110
MPUMEHEHHIO B MUKy KapTOHHYO.

Complies as prescribed /
CootgetcTBYyeT TpebOBaHUAM

According to ND /
B coorBetctBum ¢ HJJ

Store protected from light below 25°C / B 3amuiueHHoM oOT CBETA MECTe NpH

TeMmneparype He Bbile 25°C

13 | Shelf life / Cpok rognoctn

3 years / 3 ronma

*The manufacturer performs the “Microbiological Limits” test at release périodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.
* AHanuz no mnokasarenio «MHKpoGHoMoruyeckass YHCTOTa» IPOBOAMUTCS MPOM3BOJUTENIEM TPH BBIMYCKE IMEPUOAMYECKU
(c HuTEpBaNOM OAHO HcHbITaHHe Ha 20 cepuii unu He meHee 1 pasa B rox). [Tokasarenb MoxeT OHTH He BKMoueH B CepTHRHKAT

aHanmu3a GUPMEIL.

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cootBercTByeT TpeboBanuaM HJJ

Conclusion : APPROVED /
3akarodenune: OJOBPEHO

Jara: 01.01.2024

Jlata: 01.01.2024

Prepared by / % Checked by / Approved by: Manager / Executive /
IToaroToBneHo: IIpoBepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBonutens
Santosh Kumar Maurya Amit Kumar ~

Reprint Date / Reprint Date / Reprint Date / '

Jara: 01.01.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 46 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

@
Dr. Reddy’s Q.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
PageSof 5/Crp.5m3 5
Product : Nise tablets 100 mg
poaykr : Haiiz®, Tabnerku 100 mr
Batch No / 1 V2301986 Batch Quantity / : 5000000 tablets /
Cepnsi \e O6nem cepuu 5000000 Tabnerox
Analytical Report No / : 890001693443 Date of Analysis/ : 10.10.2023
AHAJIMTHYECKHIi oTyeT No Jara ananuza
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTra npon3BoACTBa TI'open mo (BK.I)
Analysis performed according to ND / Auanus nposenen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mwMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzM. Ne 3 ot
28.09.2022)

API name (INN) / A@C (MHH): Nimesulide / Humecynun

OV Ac e b ACH MmbErY NMS/13070688, NMS/13070694, NMS/13070710
Homep cepuu npousBoautesisi ADC:
FP Manufacturer API Batch number /

Homep cepum cyocTanuun npoussoautessn I'JID:

FEQA00380, FEQA00397, FEQA00398

API Manufactured by & country / Aarti Drugs Ltd., India /

IIponm3sogutens A®C, cTpaHa: Aaptu Jlpar3 JIta., Unaus

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJ{ 3akmouenne: OJJOBPEHO

Prepared by / (& Checked by / Approved by: Manager / Executive /
IloaroroBneHo: ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Santosh Kumar Maurya Amit Kumar C—

Reprint Date / Reprint Date / Reprint Date / I

Hata: 01.01.2024 Jarta: 01.01.2024 Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO04507
www.drreddys.com



