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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTU3A
Page1of 4 /Crp. 1 us 4
[Product : Nise tablets 100 mg
| Hpoayxr  : Haiis®, tabnerku 100 mr
Batch No / : V2300712 Batch Quantity / ¢ 5000000 tablets /
Cepus No O6bem cepuu 5000000 Tabnerox
Analytical Report No / : 890001658575 Date of Analysis / : 22.04.2023
AHaauTHYecKH 0T9eT Ne JlaTra aHaam3za |
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Mara nponssoncrea I'oaen no (Bxa)
Analysis performed according to ND / Auaans nposesen no H/I: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
H3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. No 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 ot
28.09.2022)

Result / PesyabTaTst _ Specification / Hopma

Ne Test/ Mokazarens | A
1 |Description / Onucanne Complies / CoorserctByer Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ >xenrosaTeiM
OTTE€HKOM KpYIJyibte IBOSIKOBBINYKJIbIE
TabJIETKHM C MIANKOIH OBEPXHOCTEIO.

2 |Identification / Complies / CootsercrByer The retention time of principal peak in the
Mopnmunocts ' chromatogram of test solution should
correspond to retention time of principal peak
n Nimesulide standard solution
chromatogram under Assay / Bpewms
YAEPXKUBAHHS OCHOBHOT'O MMKa  Ha
XpOMaTorpaMMe — MCHBITYEMOrO  pacTBopa
JOJDKHO COOTBETCTBOBATH BpPEMEHHU
YAEpKUBAHHUA OCHOBHOIO HKa Ha
XpOMaTorpaMMe  pacTBOpa  CTAHAApPTHOrO
obpasiia HUMECYITH A (pasmen
«KonniecTBeHHOE OlpeieNIeHHE)

3 | Average weight and mass 308.1 mg/308.1 mr 310mg+5.0%/310mMr+5,0%

:r:)lf(:;)m:)tyﬂ/of: :ﬂ::’;’;::acca Complies / CooTBetcTByer 18/20 tablets —NMT = 5 % /
AHOpoX 18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 % /
2/20 Tabnerok — He 6osiee = 10 %

-4 | Dissolution / Pacteopenue 98 %, 99 %, 99 %, 98 %, 98 %, 98%, | Not less than 75 % (Q) of labeled amount of
C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Hpameuanne: ITpoaykT cOOTBETCTRYET TpeboranuamM HJT 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: ( ‘,\ IIpoBepeno: Omnobpeno: Menenskep / Pykosoaurtens
Ramakant 8‘-“ '}L - | Pardeep Kumar c;t;:— Amit Kumar N—

.4 =
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.01.2023 Hara: 22.04.2023 | Mata: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CiN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOHUKAT AHAJIM3A
Page2of 4 / Crp. 2 u3 4

Product Nise tablets 100 mg
MpoaykT Haiia®, Tabnerxu 100 mr
Batch No / 1 V2300712 Batch Quantity / : 5000000 tablets /
Cepug Ne O6nem cepin 5000000 Tabnerox
Analytical Report No / : 890001658575 Date of Analysis / : 22.04.2023
AHaaMTHYECKHIT 0TYeT Ne JaTta ananu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JiaTa npousBoicTBa TI'onen po (Bxn)

28.09.2022)

Analysis performed according to ND / Anaaun3 nposeaen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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 / u3Mm. Ne 3 ot

Ne | Test/IlokazaTenan

Result / PesyfibTaTht

_ Specification / Hopma

HOMUHaNBHOTO cogepxkanus C13HjaN»OsS

(unMmecynun) uyepes 45 MuH.

5 |Water /Bopa

2.4 % wiw

Not more than 6.0 % w/w / He Gonee 60% |

6 |Related substances / Poacreenmnie npuMecH

Impurity A / ITpumecs A

elow LOD (LOD = 0.0019%) / Huxe
tipenena obHapyxenus (110 = 0.0019)

Impurity B / Tlpumecs B

0.02%

Impurity C/ ITpumecs C

Not detected / He obBapyxena

Impurity D / Tlpumecs D

Below LOD (LOD = 0.0049%) /
Husxe npenena obuapyxenus (I10 =
0.0049%)

Impurity E / Ilpumecs E

Not detected / e oGHapyxeHa

Impurity F / Ilpumecs F

elow LOD (LOD = 0.0045%) / Huxe
npenena obHapyxeuus (IO =
" 10.0045%)

Any unknown individual
impurity / Eqvnnunas

0.02%

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 %

NMT 0.20 % / He 6onee 0,20 %

Remarks: The Product conforms to ND /
Ipumeaanne: [TponykT cooTBeTCTBYET TpeHoBanusam HJJ

Conclusion: APPROVED /
3akmouenune: OIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ionrorosnero: &‘J‘L‘:@d\ IIposepeno: Onobpeno: Menemxkep / PykoBoxurens
Ramakant .| Pardeep Kumar 1 Amit Kumar N

e = %
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.04.2023 Hata: 22.04.2023 Hara: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4906 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page3 of 4 / Crp.3 usz 4

Product : Nise tablets 100 mg '
Mpoapyxr  : Haiis®, tabaerku 100 mr
Batch No / 1 V2300712 Batch Quantity / : 5000000 tablets /
Cepusi Ne Obbem cepuu 5000000 Tabmerok
Analytical Report No / : 890001658575 Date of Analysis / 1 22.04.2023
AHanHTH4YeCKHH oT4eT No Jara ananu3za
Date of Manufacture / : Apr-2023 Date of Expiry / ¢ Mar-2026
Jara npousBoacTBA Topen no (Bxa)
Analysis performed according to ND / Ananus nposeaen mo H/I: TI N012824/03-140119 (amend Ne 1 from 08.06 2020 /
m3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. No 3 ot
28.09.2022)

Ne Test / IToxasarens Result / PesyabTaTs! Specification / Hopma
HeWJeHTHOHLHMpYeMast
npyumech
Total impurities / Cymma 0.05 % NMT 1.5 %/ He 6onee 1,5 %
Tpumecei
7 Uniformity of dosage units / 32 Acceptance value (AV) should be not more
OaHOpoAHOCTH A03UPOBAHHS than 15.0 / ITokasarens npuemnemoctu (AV)

noJpkeH OBITH He Gosee 15,0

|
b —

8 | Microbial limits* / Mukpobuoiiornueckas 4ucToTa®

a) Total aerobic microbial NA [ Not more than 1000 CFU/g/
count / Obuee yucio : He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6uree uncno He 6oniee 100 KOE/r
JIPONOKEBBIX H TUIECHEBBIX
rpubor
¢) E. coli NA : Shall be absent in. 1g /
JIOIXHEL OTCYTCTBOBATH B 1 T
9 Assay / Kosimuecrsennoe 99.4 mg/ 99.4 mr Not less than 90.0 mg and not more than
onpeaesieHUe 110.0 mg C3H2N20sS Nimesulide in tablet /

Or 90,0mMr gmo 110,0mr C;3H]pN>OsS
(uumecynun) B Tabnetke

Remarks: The Product conforms to ND / Conclusion: APPROVED /
IIpumeuanue: [IpoxyKT cooTBeTCTBYET TpeboBanusaM HJJ 3axaouenre: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IloxrotoBneno: ITpogepeno: Onobpeno: Menemxkep / PykoBoautens
Ramakant Q&UW Pardeep Kumar f > Amitl Kumar ,\-\/.:’—/
Reprint Date / Reprint Date / Reprint Date /

JlaTta: 22.04.2023 Hata: 22.01.2023 Hata: 22.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Page4of 4 /Crp. 4 usz 4
Product : Nise tablets 100 mg
Mpoaykr :  Haiia®, tabnetku 100 mr
Batch No / : V2300712 Batch Quantity / : 5000000 tablets /
Cepun Ne Oo0bem cepun 5000000 tabaerox
Analytical Report No / : 890001658575 Date of Analysis / : 22.04.2023
ABajnuTHYeCKHH oT4eT No Jlara ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Hara nponssoacTea T'ozen o (Bka) )
Analysis performed according to ND / Ananns nposenen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 or 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. No 3 ot
28.09.2022)

Ne | Test / Ioxasarens Result / Pesysibrarst [ Specification/Hopma
10 |Package/ YmakoBka 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 Ttabnerox B|carton. / Ilo 10 Tabnerok B IIBX /
TIBX/amomuuueBom 6Gnuctepe. Io 2 | amoMHHHEBOM 6nucrepe. Ilo 1, 2, 3 unm 10

bscTepa BMecTe ¢ HHCTpYKUMEH IO |GAMCTEPOB BMECTE ¢ MHCTPYKLMEH ToO

NPUMEHEHHIO B A4YKy KapTOHHYIO. NPUMEHEHHIO B [TAYKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootercTBYeT TpeboBaHMAM B cooteercTBHi ¢ H|
12 | Storage conditions / Store protected from light below 25°C / B 3amumeHHOM OT CBETa MecTe MNpH
Xpaneune TeMneparype He Beiie 25°C

13 | Shelf life / Cpox rogaocTn 3 years / 3 rona

L
*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.

* Ananus no mokasatemo «MHKPOGHONOTHYECKas YHCTOTa» MPOBOIMTCA NPOM3BOAMTENEM [IPU BBIYCKE NEPHOAUYECKH
(c unTepBanoM OHO HCIbITaHHe Ha 20 cepuil MM He MeHee | pasa B rox). [lokasaTens MOXeT GbiTh He BKIIOUCH B Ceprudukar

aHanusza GUpMBIL.

Remarks: The Product conforms to ND / Conclusion: APPROVED /
Ipumeuanue: ITpoaykr coorBercTayer TpeGoBanusm HIT 3akaouenue: OTOBPEHO
Prepared by / Checked by / : Approved by: Manager / Executive /

Ioxrorosnexo: .r ITpoepeno: Onobpeno: Menemxep / Pykosonurens
Ramakant ot Pardee Kumarof/ Amit Kumar [\ \—

Reprint Date / Reprint Date / Reprint Date /

JlaTa: 22.04.2023 Harta: 22.04.2023 Hata: 22.04.2023

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: L85155AP1584PLC004507
www.drreddys.com



