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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAII3A

Page 1 of 5/ Crp. 1 u3 5

Product : Nise tablets 100 mg

Ipoaykr :  Haiiz®, Tabnetku 100 mr

Batch No / 1 V2301496 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepuu 5000000 tabneTox
Analytical Report No / : 890001681789 Date of Analysis/ : 16.08.2023
ApanuTuuecknii oryer Ne Jara anaausa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

Jara mpoH3BOACTEA Togen no (Bx)

Analysis performed according to ND / Auasius nposejeH no H/I: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
v, Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / m3am. Ne 3 oT
28.09.2022)

[ Ne Test / IlokazaTeab Result / PesyapTaThl ' Specification / Hopma
1 |Description/ Onucanue Complies / CoOTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble € >KeNTOBAaTBHIM
[ OTTEHKOM KPYTJIbIE IBOSKOBBINYKIIbIE TaOISTKH
¢ ragKoil MOBEPXHOCTHIO.
| 2 |Identification / Complies / CooTBETCTBYET The retention time of principal peak in the
TlogMuHHOCTD chromatogram  of  test solution  should
correspond to retention time of p rincipal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaepxuBaHUs OCHOBHOTO
MMKka Ha  XpOMarorpaMMe€  HCIIBITYEeMOro
pacTBOpa AODKHO COOTBETCTBOBATH BPEMEHU
yaep>HpaHUs OCHOBHOTO n1Ka Ha
XpoMaTorpaMMe  PacTBOpa  CTaHAAPTHOro
obpasua HHUMECYNHAA (paznen
«KonM4ecTBEHHOE ONPEIENEHUEN)
3 | Average weight and mass 309.1 mg/309.1 mr 310 mg+5.0% /310 Mr£5,0%
3T£22mztz;0€$:)ﬂlait::acca Complies / CooTBeTcTBYET 18/20 tablets —NMT £ 5 % /
P 18/20 Tabnerok — He Gonee £ 5 %
2/20 tablets —NMT + 10 % /
2/20 Tabnerok — e Gonee = 10 %
4 | Dissolution / PacTsopenne 97 %, 95 %, 96 %, 97 %, 96 %, Not less than 75 % (Q) of labeled amount of
99 %, C13H2N-0sS nimesulide is dissolved in 45
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [1pojiyKT COOTBETCTBYET tpebosannam HJI Baxmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroTOBIEHO: [Iposepeno: Santosh Kumar Opnobpeno: Menejpkep / PykoBoauTeb
Pardeep Kumar QI - Maurya e Abhishek Ch.auhan.HI 3 \
Reprint Date / Reprint Date / Reprint Date / = !
IMara: 29.10.2023 ITata: 29.10.2023 Jara: 29.10.2023

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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Product Nise tablets 100 mg

IMpoayxr Haiiz®, Tabaerku 100 mr

Batch No / : V2301496 Batch Quantity / : 5000000 tablets /
Cepus Ne O6BbeM cepun 5000000 Tabnerok
Analytical Report No / : 890001681789 Date of Analysis / : 16.08.2023
AHATUTHYECKHI oT4eT No JaTa aHanu3a

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

JlaTa npon3BoJacTBA T'omen po (BKI)

28.09.2022)

Analysis performed according to ND / Ananns nposeaen mo 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 / viam. Ne 3 ot

[ Ne Test / ITokasarean Result / Pe3yabTaTsl Specification / Hopma

[ minutes / He menee 75 % (Q) ot
HoMuHansHOro cogepikanusa Ci3HjpN>OsS
(numecynu) yepes 45 MUH.

| 5 |Water/Bona 3.4% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBeHHBIE pHMeCcH

Impurity A / Ilpumece A

Below LOD (LOD = 0.0019 %) /
Huxe npesena obHapyxenus (ITO =
0.0019 %)

Impurity B / ITpumecs B

0.01%

Impurity C / ITpumecs C

Not detected / He o6HapyxeHa

Impurity D / Ilpumecs D

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.0186 %) /

Impurity E / ITpumecs E

Huxe npesena KOJIUIECTBEHHOTO
onpenenenns (IIKO = 0.0186 %)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6o1ee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks : The Product conforms to ND /
Ipumeyanue: IIponykT cooteTcTBYeT TpeGoBanusM HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by /
[ToAroToBnEeHO:
Pardeep Kumar

<

Checked by /
Ipoeepero: Santosh Kumar
Maurya

Approved by: Manager / Executive /

Opobpeno: Menemidep / PykoBogureisb
Abhishek Chauhan»k\
\ !

-

Reprint Date /
Jata: 29.10.2023

Reprint Date /
Hara: 29.10.2023

Reprint Date / \
Hara: 29.10.2023

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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Product : Nise tablets 100 mg

INpoaykr  : Haiiz®, Tabnerxku 100 mMr

Batch No / 1 V2301496 Batch Quantity / + 5000000 tablets /
Cepust Ne O0nem cepun 5000000 Tabnetox
Analytical Report No / : 890001681789 Date of Analysis / : 16.08.2023
AHaJMTHYeCKH i oTueT Ne Jara anaausa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

Jlara npoH3BoACTBA Togen g0 (BKJT)

Analysis performed according to ND / Anajus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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 / uzm. Ne 3 ot
28.09.2022)

[ Ne Test / [loxkasaTesib B Result / PesyabTaThl Specification / Hopma
Impurity F / ITpamecs F NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0045%) /
Huke mpenena obHapyxenus (ITO =
Any unknown individual 0.0045%) NMT 0.20 % / He 6onee 0,20 %
impurity / EnunnuHas
HenaeHTHUIUpyeMas 0.03%
TIPUMECH
Total impurities / Cymma 0.06 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.7 Acceptance value (AV) should be not more
OaHOPOAHOCTL 103HPOBAHHA than 15.0 / Tlokasatess mpueMiaeMocTH (AV)

noJkeH 6bITh He Gonee 15,0

8 Microbial limits* / Mugpo6Hosioruyeckas YucToTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee YKCIO He 6onee 1000 KOE/r

a3p061-n>1x MUKPOOPraHu3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: ITpoaykT cootBeTcTBYyeT TpeboBanusam HII 3axnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToprorosieHo: ITporepeno: Santosh Kumar Ono6peno: Menenyep / PykoBonureib
Pardeep Kumar OL Maurya _'.h’ Abhishek Chauhank \

Reprint Date / Reprint Date / Reprint Date /

Jata: 29.10.2023 Jara: 29.10.2023 Jara: 29.10.2023

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise tablets 100 mg

IIpoayxTt : Haiiz®, Tabnerku 100 Mr

Batch No / 1 V2301496 Batch Quantity / : 5000000 tablets /
Cepns Ne O6bem cepuH 5000000 Tabnerox
Analytical Report No / : 890001681789 Date of Analysis / : 16.08.2023
AHaauTHYecKHil oTueT Ne Jlara ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

JlaTa npou3BOACTBA Togeu g0 (BKIT)

Analysis performed according to ND / Ananu3 nposeaen no HJI; [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. 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 / w3m. Ne 3 ot
28.09.2022)

Ne Test / HokazaTeanb Result / PesyabTaThl Specification / Hopma
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / O6mee yucio He 6onee 100 KOE/r
JIPOXIKEBBIX U IIECHEBBIX
rpuboB
¢) E. coli NA Shall be absent in 1g /
Jlo/mKHEI OTCYTCTBOBATh B 1 T

9 | Assay/ KoaunuecTennoe 98.2 mg/98.2 mr Not less than 90.0 mg and not more than

onpejaeeHne 110.0 mg Ci3H2N20sS Nimesulide in tablet /

Or 90,0mMr mo 110,0mMr C3Hi2N20sS
(MuMecynun) B TabeTke

10 |Package/ YnaxoBka 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 Tabmerox B [IBX /
[IBX/amomuHKHeBoM Giucrepe. ITo 3 | amomunuesom 6nmctepe. Ilo 1, 2, 3 wunm 10
GrncTepa BMeCTe C MHCTPYKLMeH M0 [ 61HCTepoB  BMECTe € HHCTPYKUMeH nol
NPUMEHEHHMIO B MaUKy KApTOHHYIO. | IPMMEHEHHIO B TIAYKy KAPTOHHYIO.

11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CooteercTByeT TpebOBaHUAM B coorserctuu ¢ HJI
| 12 | Storage conditions / Store protected from light below 25°C / B 3alIMIIEHHOM OT CBeTa MeCTe NpH
XpaneHnue Temreparype He Boime 25°C

13 | Shelf life / Cpok roanocTn 3 years / 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorBercTByeT Tpebobanusm HJ Jamouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosieHo: Iposepeno: Santosh Kumar Onobpeno: MenemKep / PykoBoaunTtens
Pardeep Kumar OL Maurya @9 Abhishek Chauhan

p sk \
Reprint Date / Reprint Date / Reprint Date /
Iara: 29.10.2023 Jarta: 29.10.2023 Hara: 29.10.2023

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,
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJII3A

PageSof S/ Crp.5u3 5

Product Nise tablets 100 mg

Ipoayxr Haiiz®, Tabnerku 100 mr

Batch No / : V2301496 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001681789 Date of Analysis / : 16.08.2023
AnpaguTnyeckuii oTdeT Ne Jara ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

Jlata npon3BoAcTBa Topen go (BKIT)

28.09.2022)

Analysis performed according to ND / Anaaus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. 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 / uam. Ne 3 ot

*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.
* Apamu3 MO MOKasaTelmo «MHKpOGWONIOrHYeckas 4uUCTOTay MNPOBOAMTCS MNPOW3BOLHUTENEM TIPH BBIIYCKE MEPHOIHYIECKH

(C MHTEpBANIOM OXHO MCMHITaHKe Ha 20 cepuil 1M He MeHee 1 pasa B rox). ITokasarens MOXET GbITh HE BKITIOUEH B Ceprudukat

ananu3a QUpMBI.

API name (INN) / A®C (MHH):

Nimesulide / Humecynua

API manufacturer batch number /
Homep cepuu npoussogurtesss ADC:

NMS1A-223025-M1, MS-1A-223028-M1

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHmun npouspoaurens LJID:

FEPA04323, FEQA00323

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

IIpoussoaurens ADC, ctpaHa:

Mamurasam JTpars saa Opranuke Jlta, Hugus

Remarks : The Product conforms to ND /
IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpedonaHusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar

S

—

Checked by /

IposepeHo: Santosh Kumar
Maurya U=

Approved by: Manager / Executive /

Onobpeno: Menemicgp / PykoBoauTens
Abhishek Chauhan k \

Reprint Date /
JHarta: 29.10.2023

Reprint Date /
Hara: 29.10.2023

Reprint Date / X
Hara: 29.10.2023

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
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