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CERTIFICATE OF ANALYSIS

ABanuTndeckuii oTyer Ne

CEPTU®UKAT AHAJIU3A
Page1of4/Crp.1u3z 4
Product : Nise tablets 100 mg
IMpoayxr  : Haiz®, Tabnerku 100 mr
Batch No / 1 V2301830 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepnu 5000000Tabnerok
Analytical Report No / : 040002128239 Date of Analysis / : 20.09.2023

Jara anaansza

Date of Manufacture / : 08/2023
Jara npoussoacTea

Date of Expiry / : 07/2026
T'ogen po (BK)

Analysis performed according to ND / Ananus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.

08.2020 / m3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / m3M. Ne 3 ot

28.09.2022)
Ne Test / Ilokasarean Result / PesyabTaThl B ‘ Specification / Hopma B
1 | Description / Onucanune Complies / CooTBeTcTByET | Yellowish white round biconvex tablets with

| smooth surface. / Benble ¢ xenTOBATBIM OTTEHKOM
KpyTJible JBOSKOBBINYKIIbIE TabIEeTKH € TIafKoi
[MOBEPXHOCTHIO.

2 Identification /
INoanuuuoCcTL

Complies / CooTBETCTBYET 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 /
BpeMst yAepKHBaHHS OCHOBHOrO IHKa Ha
XpOMATOrPaMMe HCTIBITYEeMOr0 PAaCTBOPa JOJIKHO
COOTBETCTBOBATh BPEMCHU  YIEp>KHUBaHHsA
OCHOBHOT'O [HMKA Ha XPOMAaTorpaMMe pacTBOpa
cTaHfiapTHoro ofpasua HuMmecynuma (pasgen
«KonnyecTBeHHOE ONPEACIEHUEN)

3 | Average weight and mass
uniformity / Cpeaunsisi macca
H OTHOPOAHOCTH MACChI

311.5mg/311.5 mMr 310 mg+5.0% /310 Mr+ 5,0 %

Complies / CooTBeTCTBYET 18/20 tablets -NMT + 5 %/
18/20 Tabnerox — He Honee £ 5 %

2/20 tablets —- NMT £ 10 % /
2/20 Tabnerok — He 6oiee = 10 %

4 |Dissolution/ Pacteopenne | 96 %, 95 %, 95 %, 96 %, 96 %, 97 % | Not less than 75 % (Q) of labeled amount of

C3H;12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) oT HOMHUHaJIBLHOTO
comepxkanus Ci3HpN2OsS (HUMecynun) uepes

Kumar Maurya

45 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanusam HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /

Manoj Kumar '

ITomrorosneno: Santosh [Ipoeepeno: Pardeep Kumar Onobpeno: Menemxep / Pyanb
i‘ _
L

Reprint Date / Reprint

Date / Reprint Date /

Jara: 11.12.2023 Jata: 11.12.2023 Jarta: 11.12.2023

Registered Office: 8-2-32

17, Road No. 3, Banjara Hills. Hyderabad - 500034, Telangana, india

Tal: 01 40 4960 2900, Fax: +91 40 4800 2099, Email: mail@drreddys.com

CIN: L85195AP1954PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A
Page 2 of 4/ Ctp. 2 u3 4

Product : Nise tablets 100 mg
Mpoayxkr  : Ha#s®, tabnaerku 100 mr
Batch No / 1 V2301830 Batch Quantity / : 5000000 tablets /
Cepus Ne O61emM cepun 5000000Tabnerok
Analytical Report No / : 040002128239 Date of Analysis / : 20.09.2023
AHajauTH4ecKHil oTueT Ne Jlata ananusa
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
HMaTa npousBoAcTBa Topen po (BKN)
Analysis performed according to ND / Anasiu3 nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

Ne Test / IloxasaTe/ib Result/ PesyabTaTter Specification / Hopma
5 | Water/Boaga 3.1% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTBeHHbIe IpHMecU
| Impurity A / ITpumecs A Below LOQ (LOQ = 0.0057%)/ |NMT 0.20 % / He 6onee 0,20 %
' Husxe npeziena KOJIMYECTBEHHOrO
| ornpezenenus (IIKO = 0.0057%)

Impurity B / IIpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %

Impurity C / Ilpumecs C Not detected / He o6HapyxeHa NMT 0.20 % / He 6onee 0,20 %

Impurity D / IIpumecs D Below LOD (LOD = 0.0049 %)/ |NMT 0.20 % / He 6onee 0,20 %

Hwxe npenena 06Hap\y>1<eﬂml (IIo =
0.0049%)
Impurity E / Ilpumecs E Not detected / He oBGHapyxeHa NMT 0.20 % / He 6onee 0,20 %
Not detected / He 06HapykeHa

Impurity F / Ilpumecs F NMT 0.20 % / He 6onee 0,20 %

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

impurity / EnuauuHas Below LOQ (LOQ =0.0143%) /

HeuZeHTHUIHpYeMast Hinke nipefesna KOMHIeCTBEHHOTO

MIPUMECH onpeanenenns (ITKO = 0.0143%)

Total impurities / Cymma 0.03% NMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [TponykT coorBeTcTBYET TpeboaHusaM HJI 3akawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosneHo: Santosh IIposepero: Pardeep Kumar Onobpeno: Menemxep / PyxoBoauteis
Kumar Maurya ‘ Manoj Kumar

G 4 )
Reprint Date / Reprint Date / Reprint Date /
Hara: 11.12.2023 Hara: 11.12.2023 Hara: 11.12.2023

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2998, Email: mail@drreddys,com
CIN: L851S5AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel :+91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 3 of 4/ Crp. 3 u3 4

Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabnerkn 100 mr
Batch No / 1 V2301830 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000TabneTok
Analytical Report No / : 040002128239 Date of Analysis / : 20.09.2023
AHamuTHYecKHil oTueT No HJara ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npousBoacTea T'open no (BrJ1)
Analysis performed according to ND / Anasu3 nposexen no HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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. Ne 3 ot
28.09.2022)

[ N Test / IlokasaTeas

nipuMecei

Result / PesyanTatsl

Specification / Hopma

7 | Uniformity of dosage units /
OaHopoaHOCTL J03UPOBAHHUSA

3.8

Acceptance value (AV) should be not more than
15.0 / INokazatens npueminemoctu (AV) nomkeH
6bITh He Gonee 15,0

8 | Microbial limits* / MukpoGuoaoruyeckas yucrora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /

count / O6mee uncio He 6onee 1000 KOE/r

a3pO6HBIX MHKPOOPraHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g / |
mould count / O61mee uuncio He 6onee 100 KOE/r

JPOAOKEBBIX U TIECHEBBIX

rpubor

¢) E. coli NA - Shall be absent in 1g/

JlOmKHEI OTCYTCTBOBATh B 1 T

9 | Assay/ KoanuecreeHHoe
onpeneseHue

98.6 mg/98.6 Mmr

Not less than 90.0 mg and not more than 110.0 mg
C13HjpN2OsS  Nimesulide in tablet /
Or 900mMr gm0 110,0Mr C;3H;2N-OsS
(uuMecynua) B TabreTke

10 | Package / Ynaxkogka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / Ilo 10 Ttabnerox B
IBX/amomunvesom 6nucrepe. Io 2
6aucTepa BMECTe C UHCTPYKUHMEH 110
MPHMEHEHHIO B NMAYKy KaPTOHHYIO.

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabnerox B IIBX / amomuHueBOM
6muctepe. o 1, 2, 3 unu 10 Gnuctepor BMecTe ¢
UHCTPYKLUMEHl 10 IpPUMEHEHHIO B  [ayKy
KapTOHHYIO.

Remarks : The Product conforms to ND /
ITpumeuanue: IIponykt coorBercTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IonrorosneHo: Santosh IIposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBogurens
Kumar Maurya ; I Manoj Kumar ? 5 2 e
Reprint Date / Reprint Date / Reprint Date /

Hata: 11.12.2023 Jara: 11.12.2023 Harta: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiM: LE5195AP1984PLCD0OA507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Page 4 of 4/ Crp. 4 u3 4
Product ¢ Nise tablets 100 mg
Hpoaykr  : Haii3z®, Tabnetku 100 Mr
Batch No / 1 V2301830 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6nem cepHH 5000000tabnerox
Analytical Report No / : 040002128239 Date of Analysis / ¢ 20.09.2023
AHaJNTHYeCKHI oTyeT Ne JlaTta ananuza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara nponsBoacTea Topen po (BKJI)
Analysis performed according to ND / Auanns nposenen 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 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBetcTBYyeT TpeOOBaHUAM B coorserctBuu ¢ H]
12 |Storage conditions / Store protected from light below 25°C / B 3amMmeHHOM OT cBeTa MecTe MpH |
XpaHeHne TeMmIiepaType He Bbie 25°C
13 | Shelf life / Cpok roanocTy 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.

* AHanus Mo noxasaTemio «MHKpPOGHONOrMYECKas UYKMCTOTa» MPOBOAHTCA TMPOM3BOAHTENEM IPH BBHITYCKE MEPHONMYECKH
(c unTeppanom oaHO McmbITaHue Ha 20 cepuit WK He MeHee 1 pasa B roa). [lokazarens MoxeT 6bITh He BKMOueH B CepTUdHKAT
aHaM3a PUPMBL.

API name (INN) / A®C (MHH): Nimesulide / Humecynug

API manufacturer batch number / NMS/13060593, NMS/13070682

Homep cepun nponzsogutens APC:

FP Manufacturer API Batch number /

Homep cepun cy6erannun npoussoguresis IJID: PEOPOISSE EEQR0g

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

IIpousBogutens ADPC, crpana: Aaptu Nlpars JItn., Uanus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpebOoBaHUsIM HJT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IoarorosneHo: Santosh IIposepeno: Pardeep Kumar Onobpeno: MeHemkep / Pykosourens
Kumar Maurya . & i _ Manoj Kumar a ; z ‘5
Reprint Date / Reprint Date / Reprint Date /
MJara: 11.12.2023 Hara: 11.12.2023 Hara: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2509, Fax: +91 40 4500 2999, Email: mail@direddys.com
CIN: L85195AP1984PLCO0A507
wwiww.drreddys.cocm




