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CERTIFICATE OF ANALYSIS

1 D_escription / Onucanue

2 | Identification /
IMopnnunoCTH

Complies / CooTBeTcTBYET

CEPTHO®UKAT AHAJIM3A
Pagelof4/Crp.1u3z4
Product Nise tablets 100 mg
Ipoaykr Haiiz®, Tabaerku 100 mr
Batch No / 1 V2301501 Batch Quantity / : 5000000 tablets /
Cepuns Ne O6nem cepun 5000000Tabnerox
Analytical Report No / : 040002081791 Date of Analysis / : 29.08.2023
AHanuTHYECKHii oTyeT Ne Jara ananunza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jarta nponssoacTBa Togen mo (BKJT)
Analysis performed according to ND / Auann3s nposegen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)
N Test / IloxasaTenn [ Result / PesynbTaThbl Specification / Hopma ]

Yellowish white round biconvex tablets with
smooth surface. / Belble ¢ )KEITOBATHIM OTTEHKOM
KpyTJibie IBOSKOBBIMYKIIbIC TAONETKH C raaKok
MOBEPXHOCTHIO.

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 /
Bpewmst ymepXvMBaHMS OCHOBHOrO MHKa Ha
XpOMaTOrpaMMe HCIIBITYEMOTO PACTBOPA AOTKHO
COOTBETCTBOBATH ~ BPEMEHU  YAEPXKHMBaHHUA
OCHOBHOrO TIMKa Ha XpOMaTorpamMMe pacTBopa
craHgapTHoro ofpasua Humecynupa (paznen
«KonnyecTBeHHOE OTIPEEAEHHEN)

3 | Average weight and mass
uniformity / Cpeansis macca
U OHOPOJHOCTEL MAacChl

306.4 mg/306.4 Mr

Complies / CooTBeTCTBYET

310 mg+5.0% /310 Mmr+ 5,0 %

18/20 tablets —NMT £ 5 %/
18/20 tabnerok — He GoJiee = 5 %

2/20 tablets — NMT + 10 % /
2/20 tabnerok — He 6ostee = 10 %

4 | Dissolution / PacTBOpEHue

95 %, 95 %, 95 %, 95 %, 94 %, 96 %

Not less than 75 % (Q) of labeled amount of
C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMUHaNLHOTO
comepxanusg Ci3H2N:>0sS (Humecynun) uepes
45 MuH.

Remarks : The Product conforms to ND /
ITpumeuanue: ITpoxykt cooTBeTcTBYET TpeGopanusM HJI

Conclusion : APPROVED /
3axnwyenne: OJOBPEHO

Prepared by / @
INoarorosneHo: Tanuja

Maurya

Checked by /
IIpoBepeno: Santosh Kumar

Approved by: Manager / Executive /

Onobpeno: Menemxgp / Pyxosonurtens
> Abhishek Chauhan

L

Reprint Date / Reprint
Jata: 09.11.2023

Iara: 09.11.2023

Date / Reprint Date /

Jarta: 09.11.2023

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: L85135AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Page2o0f4/Crp.2 3 4

Product Nise tablets 100 mg

IpoaykT Haiiz®, tabaerku 100 mMr

Batch No / : V2301501 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / : 040002081791 Date of Analysis / : 29.08.2023
AHaJuTHYeCKHH oTueT Ne Jata anasuza

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTa npou3BoACTBA T'ogen go (BK)

28.09.2022)

Analysis performed according to ND / Anaau3s nposexen mo HJI;: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. 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 / Iloka3zaTean
5 Water / Boaa

Result / ITe3y.ru>Tszl
2.7%

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

6 |Related substances / PoacTBeHHble IpHMeCH

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B
Impurity C / ITpumecs C
Impurity D / TIpumecs D

Impurity E / ITpumecs E
Impurity F / ITpumecs F

Any unknown individual
impurity / EquHnyHas
HEUACHTHQUIMPYEMas
MPUMECH

Total impurities / Cymma
rpumeceii

Below LOQ (LOQ = 0.0057%) /
Hwke nmpenena KoMN4eCTBEHHOTO
onpeneneHus (ITKO = 0.0057%)

0.02%
Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Not detected / He 0OHapyxeHa

Not detected / He o6Hapy>xeHa

0.02%

0.03%

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 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6oaee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He Gonee 1,5 %

Remarks : The Product conforms to ND /
ITpumeyanmne: [Ipoaykr cootBercTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3axaouenne: OJJOGPEHO

Prepared by / [0
IToarorosnexo: Tanuja

Checked by /
Ilposepeno: Santosh Kumar

Maurya -

Approved by: Manager / Executive /

Onobpeno: Menenxgp / Pykosoantens
Abhishek ChauhanL\

Reprint Date /
Hara: 09.11.2023

Reprint Date /
Harta: 09.11.2023

Reprint Date / i
Hara: 09.11.2023

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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

‘ 11 |Labeling/MapKnpOBKa

Complies as prescribed /

CEPTU®UKAT AHAJINU3A
Page30f4/Crp.3mu3 4
Product Nise tablets 100 mg
IIpoaykr Haii3®, tabnetku 100 Mr
Batch No / : V2301501 Batch Quantity / : 5000000 tablets /
Cepus Ne O6beM cepuu 5000000tabnerok
Analytical Report No / 1 040002081791 Date of Analysis / : 29.08.2023
AHajquTHyecKuii oTuer Ne Jara anannza
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BoJcTBa T'onen go (BK.T)
Analysis performed according to ND / Anasu3s nposeaen mo HJI: T1N012824/03-140119 (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 / IlokazaTens Result / PesynbTatsi Specification / Hopma
7 | Uniformity of dosage units / 34 Acceptance value (AV) should be not more than
OaHOpPOAHOCTH I03UPOBAHMS 15.0 / Hokasatens npuemiieMocty (AV) nomkeH
65ITb He Gostee 15,0
8 |Microbial limits* / MuxpoGuoioruyeckas 4ncToTa* o 3
| a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Obiree YyUCIO He 6osee 1000 KOE/r
a3p06HBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g / ]
mould count / O6wee uncio He 6osee 100 KOE/r
JIPOMOKEBBIX U IIECHEBBIX
rpubor
c)E. coli NA Shall be absent in 1g /
JloJDKHBI OTCYTCTBOBATE B 1 T
9 | Assay/ KounyecrBeHHoe 979 mg/97.9 mr Not less than 90.0 mg and not more than 110.0 mg
onpejaenenne C13H12N20sS  Nimesulide in tablet /
Or 900mMr gmo 110,0mMr Ci3H|2N2OsS
(uumecyaun) B TabneTke
10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton.
in a carton. / ITo 10 Tabnerok B|/ Ilo 10 Tabnetrox B IIBX / anmiomuHHeBOM
IIBX/anromunueBom Gucrepe. Io 2 | 6nucrepe. ITo 1, 2, 3 unu 10 6nucrepor BMecTe €
6/MCTEpPa BMECTE C MHCTPYKLIHEH [0 | MHCTpYKUMeH 10 HPHMEHEHHIO B  [a4Ky
MPUMEHEHHUIO B MUKy KAPTOHHYIO. | KAPTOHHYIO.
| According to ND /

Remarks : The Product conforms to ND /

IIpumeuannme: IIponykr cooTsercTBYeT TpeboBanusaM HIT

Conclusion : APPROVED /
3axmouenue: QJIOBPEHO

Hara: 09.11.2023

Hata: 09.11.2023

Prepared by/ < Checked by / Approved by: Manager / Executive /
[ToaroroBneno: Tanuja IIposepeno: Santosh Kumar Opnobpeno: Meue;m{w'a, HTENb

Maurya S Abhishek Chauhan \™~ I\
Reprint Date / Reprint Date / Reprint Date /

JHara: 09.11.2023

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: L85155AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Lid.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

28.09.2022)

Analysis performed according to ND / Anaau3s nposeaen mo HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

CEPTUDPUKAT AHAJIM3A
Page4of4/Crp. 4 u3 4

Product : Nise tablets 100 mg
Ipoaykr :  Haiis®, Tabaerku 100 mr
Batch No / : V2301501 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepuu 5000000Tabnerok
Analytical Report No / : 040002081791 Date of Analysis / ¢ 29.08.2023
AHajuTHYeCKHii oTyeT No ' Jara anann3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npousBoAcTBa Togen po (BKJI)

CooTBeTcTBYET TpeGOBaHUIM B cootBetcTBuM ¢ HI

12 | Storage conditions /
Xpaunenue

13 | Shelf life

/ épox TOAHOCTH 3 years /3 roga -

Store protected from light below 25°C / B 3amuiueHHOM OT CBETa MECTe MpHU
TeMmepatype He Bbite 25°C

*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.
* Anamuz mo rmnokazatenio «MukpoOuonorydeckas YHCTOTa» NPOBOAUTCS TIPOM3BOAMTENEM IIPU BBINYCKE TEPHOANYECKH
(c uHTEpBaJIOM OJHO McMBITaHUe Ha 20 cepwuii uny He meHee 1 pasa B ron). ITokazarens MoxkeT ObITE He BKIIOYEH B CepTHRHKAT

aHann3a hupMbl.

Homep cepuu cyGcTannuu npousBoautesist I'JID:

API name (INN) / A®C (MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/13060590

Homep cepun npounssonutens APC:

FP Manufacturer API Batch number / FEQA00352

API Manufactured by & country /
ITIpouseoaurens A®C, crpana:

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

Remarks : The Product conforms to ND /
ITpumeuanne: IIpoaykr cootBeTcTBYET TpeboBanusiM HJT 3akmwuenne: OJOGPEHO

Conclusion : APPROVED /

Prepared by /

IToarorosneHo: Tanuja

g Checked by / Approved by: Manager / Executive /

Maurya

IIposepeHno: Santo(%umar OpnoGpeno: MeHeﬂmeprmBom‘I\Teﬂb

Abhishek Chauhan

Reprint Date /
Jarta: 09.11.2023

Reprint Date / Reprint Date /
Hara: 09.11.2023 Jata: 09.11.2023

\

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
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