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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

1 |Description / Onucanue

Complies / CooTBercTByeT

CEPTUDUKAT AHAJIM3A
Page 1 of 4/ Crp. 1 n3 4
Product : Nise tablets 100 mg
Ipoaykr : Haiiz®, Tadnerku 100 mr
Batch No / 1 V2300510 Batch Quantity / : 2500000 tablets /
Cepus Ne Ob6nem cepun 2500000 Tadnerok
Analytical Report No / : 040001796745 Date of Analysis / : 28.03.2023
Ananurnyeckuid oTuer No JlaTa anaJjau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JdaTa npou3BoACTBA I'ogen no (BKII)
Analysis performed according to ND / Ananu3 nposeaen mo HJ/L: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. 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)
Ne Test / IlokasaTen Result / PesyabTaThbl _ Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / DBesble ¢ KeaToBaThIM
OTTEHKOM Kpyribie JIBOSIKOBBIIYKJIbIE
TabJIETKH C TIaJKOM MOBEPXHOCTHIO.

2 Identification /
IMoanuHHOCTL

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 / Bpewmsa
yAEp)KUBAHUS OCHOBHOT'O nvKa Ha
XpOMaTorpaMMe  HMCOBITYEMOTO  pacTBopa
JIOJIXKHO COOTBETCTBOBATH BpEeMEHH
yAepKHBaHUs OCHOBHOTO MHKa Ha
XpoMaTorpaMMe  pacTBopa  CTaHJapTHOIO
obpasua HUMECYNUAA (paznen

«KonuyecrsenHoe ONpencICHUE )))

3 | Average weight and mass

H OAHOPOAHOCTHL MACCHI

uniformity / Cpegnsas macca

308.5 mg /308.5 mr

310mg+5.0% /310 Mr=5,0 %

18/20 tablets —-NMT £ 5 % /
18/20 Tabnerok — He bonee = 5 %

2/20 tablets = NMT + 10 % /
2/20 tabnerox — He 6onee = 10 %

4 ! Dissolution / PacTBopenne

99 %, 99 %, 99 %, 100 %, 99 %,

Not less than 75 % (Q) of labeled amount of

99 %, C13H2N20s5S nimesulide is dissolved in 45
I minutes / He menee 75 % (Q) ot
Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumevanue: [IpogykT cooTBeTCTBYET TpeboBanusaM HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToxroroeneHo: IIposepeHo: d Onobpeno: Menemxep / PykoBoautenb
Ankaj Verma L s Naresh Kumar (/@ Ajay Sharma @(/
-
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.03.2023 Hara: 28.03.2023 JHata: 28.03.2023

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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Formulation Unit-6
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CERTIFICATE OF ANALYSIS

5 Water / Boga

CEPTU®OUKAT AHAJIM3A
Page 2 0of 4/ Crp. 2 n3 4
Product Nise tablets 100 mg
IpoayxT Haiiz®, tabnetku 100 mr
Batch No / : V2300510 Batch Quantity / : 2500000 tablets /
Cepusa Ne O06nem cepuu 2500000 Tabnetok
Analytical Report No / 1 040001796745 Date of Analysis / : 28.03.2023
AHanuTHYecKHuii oTyer Ne JarTa aHanusza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npon3BOACTBA Ioxen go (BKT)
Analysis performed according to ND / Ananus nposeaen mo H/I: 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)
No Test / IloxazaTenn ' Result / PesyabTaTs! _ Specification / Hopma

HomuHansHoro cogepxanua Ci3HiaN>OsS

(HuMecynun) yepes 45 MUH.

2.8% w/w

Not more than 6.0 % w/w / He Goniee 6,0 % |

6 | Related substances / PoacTBeHnble npumMecu

Impurity A / ITpumeck A

Below LOD (LOD = 0.0019%) / Huxe
npeaena obHapyxenus (I10 = 0.0019)

Impurity B / ITpumecs B

0.03%

Impurity C / ITpumecs C

Not detected / ne obHapyxeHa

Impurity D / Ilpumecs D

Below LOD (LOD = 0.0049%) /
Hwxe npeaena obHapyxenus (I10 =

Impurity E / TIpumecs E

0.0049%)

Impurity F / Ilpumecs F

Not detected / He obnapyxeHa

Below LOD (LOD = 0.0045%) /
Hwxe npenena o6uapyxenus (I10 =

Any unknown individual
impurity / Equnnynas
HeHaeHTUHLIHpYeMast
NpUMECh

0.0045%)

0.02%

NMT 0.20 % / He 6osnee 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 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /
ITpumeuanue: ITponyxt coorBeTcTBYET TpeboBanusm HJT

Conclusion: APPROVED /
Zakmoyenue: OJJOBPEHO

Jlata: 28.03.2023

Jara: 28.03.2023

Prepared by / Checked by / : Approved by: Manager / Executive /
IToaroToBneHo: /A—:‘ ITposepeno: Onobpeno: Menegsiep / PykoBonutenb
Ankaj Verma é ,‘,/ Naresh Kumar — Ajay Sharma @

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.03.2023

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- 1 R81954P19R4PI CNNASNT

www.drreddys.ccm
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page3 of4/ Crp.3u3z 4
Product Nise tablets 100 mg '
Ipoaykt Haii3®, Tadnetku 100 mMr
Batch No / : V2300510 Batch Quantity / : 2500000 tablets /
Cepus Ne O6bem cepun 2500000 TabrneTok
Analytical Report No / + 040001796745 Date of Analysis / : 28.03.2023
AHaNUTHYECKH# oTuer No Jlara ananu3za
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JaTa npousBoacTBa ['ogen po (BKJI)
Analysis performed according to ND / Ananus nposeaen mo HJ/I: I1 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 / Iloxazarenn Result / PesyabTaThl Specification / Hopma

I.Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 % |
| mpumecei | |
B |
7 | Uniformity of dosage units / 14 | Acceptance value (AV) should be not more
OaHopoaHOCTHL 103HPOBAHHUS than 15.0 / ITokazaTens npuemaemoctH (AV)
| nomkeH ObTh He 6oJee 15,0
'8 |Microbial limits* / MukpoGuosoruyeckas uucrora* |
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6wee yucao He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTAaHH3MOB
b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / Obuiee uncno He 6onee 100 KOE/r
IOPOMOKEBBIX M IIECHEBBIX
rpubos
¢) E. coli Not Applicable Shall be absent in 1g/
JIO/MKHBL OTCYTCTBOBATE B 1 T
9 | Assay / KonnuecTBeHHOe 98.4 mg/98.4 mr Not less than 90.0 mg and not more than
onpegeneHue 110.0 mg C3H12N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mMr Ci3HjaN2OsS |
(Humecynua) B TabneTke i

Remarks: The Product conforms to ND /

Conclusion: APPROVED /

Ipumeuanue: [poaykt coorseTcTByeT TpeboBanusM HJ|

3axawuenue: OJJOBPEHO

Prepared by / Checked by / ; Approved by: Manager / Executive /
[ToarorosyieHo: % IIpoeepeHo: (,g/( Onobpeno: Mengipkep / PykoBonurtens
Ankaj Verma Naresh Kumar - Ajay Sharma @/

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 28.03.2023

Jara: 28.03.2023

JlaTta: 28.03.2023

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.ccm
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CERTIFICATE OF ANALYXSIS

CEPTU®UKAT AHAJIU3A
Page 4 of 4 / Crp. 4 u3z 4
Product Nise tablets 100 mg
Hpoaykr Haii3®, tabnerku 100 mr
Batch No / 1 V2300510 Batch Quantity / : 2500000 tablets /
Cepust Ne Oo6bem cepun 2500000 Tabnerok
Analytical Report No / 1 040001796745 Date of Analysis / : 28.03.2023
AHaJIRTHYEeCKHH oTUeT Ne JlaTa anaausa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2026
JlaTa npoussoacTea I'oaen ao (BKJI)
Analysis performed according to ND / Auanns 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 / uam. Ne 3 ot
28.09.2022)
Ne Test / IToxaszaTenn Result / Pesyaptarel ) _ Specification / H?F;_M; ]
10 |Package/ Ynaxoska 10 tablets in PVC/aluminum blister. 2| 10 tablets in PVC/aluminum blister. 1, 2, 3 or
blisters and patient information leaflet | 10 blisters and patient information leaflet in a
in a carton. / Ilo 10 Tabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[MIBX/amomuHueBom Onuctepe. Ilo 2 |anomuuueBom 6aucrepe. ITo 1, 2, 3 unu 10
Osvcrepa BMecTe ¢ MHCTpyKLMeH Mo |OJMCTEpOB BMECTE € MHCTPYKLHEH o
MPUMEHEHHIO B NaYKy KapTOHHYIO. NPUMEHEHHIO B Ma4yKy KapTOHHYIO.
|
11 |'Labeling / Mapkunpoeka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBAHHAM B cootercTBUM ¢ H]]
12 |Storage conditions / Store protected from light below 25°C / B 3awyiueHHOM OT CBETa MeCTe MNpPH
Xpanenue Temmneparype He Beiwe 25°C
13 | Shelf life 7Cﬁ< FOHOCTH 3 years / 3 ropa

*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.
* AHanuz no nokazaremo «MHKpoGHonoruveckass UYUCTOTa» MPOBOLMTCH TNPOU3BOAMTENIEM [MPH BBITYCKE INEPUOAUYECKH
(c uHTEpBaNnOM ONHO HcnbiTaHue Ha 20 cepuii UM He MeHee 1 pasza B ron). ITokazaTens MoxeT ObITh He BKIIIOYEH B CepTHdukaT
aHanuza GUpPMBL

Remarks: The Product conforms to ND /
Ilpumeuanue: IlpoaykT coorBeTcTBYeT TpeboBaHusM HJL

Conclusion: APPROVED /
3akmaouenne: OJJOBPEHO

Hara: 28.03.2023

Hara: 28.03.2023

Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotosneHo: ;P IIpoBepeno: . Onobpeno: Menemkep / PykoBonuTens
Ankaj Verma / Naresh Kumar «;(/ Ajay Sharma

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.03.2023

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




