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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Page 10f4/ Crp.1n3 4

Product Nise tablets 100 mg
[poaykr Haiiz®, tTabnetku 100 mr
Batch No / : V2300608 Batch Quantity /- - : 5000000 tablets /
Cepusi No O6bem cepunt’’ =~ 5000000Tabnerox
Analytical Report No / : 890001658973 Date of Analysis / :.25.04.2023
AHAJIUTHYECKHI 0TYeT Ne JlaTa anann3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Jata npon3BoacTaa I'ogen o (BxUI1)

28.09.2022)

Analysis performed according to ND / Anann3 nposenen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

Ne |  Test/IloxazaTenn
1 |Description/ Onucanue

Result / PesyabTaThbl
Complies / CooTBeTcTBYET

- Specification / Hopma

Yellowish white round biconvex tablets with
smooth surface. / Benpie ¢ IKENTOBATHIM
| OTTEHKOM KPYIJIBIE JBOSKOBBIIYKIIbIE TabIETKH
[ C IJ1afKO# NOBEPXHOCTHIO.

2 Identification /
IMognuHHOCTE

Complies / CooTBeTcTBYET

| The retention time of principal peak in the
|chr0matogram of test solution should
[ correspond to retention time of principal peak in
’Nimesulide standard solution chromatogram
under Assay / BpeMms ynep>KUBaHUs OCHOBHOTO

MUMKa Ha  XpOMaTorpaMMe  HCHBITYEMOro
pacTBOpa JOJDKHO COOTBETCTBOBATH BPEMEHH |
yIepXKUBaHUS OCHOBHOTO MUKa Ha |
XpoMmaTorpaMMe  pacTBOpa  CTaHOApPTHOTO
obpasua HAMECYJIUTA (paznen

«KonuuecTBeHHOE onpeueneﬂpxe»)

3 | Average weight and mass
uniformity / Cpeausas macca
H OXHOPOIHOCTH MACCHI

308.9 mg/308.9 mr

Complies / CooTBeTcTBYET

310 mg£5.0% /310 Mr+ 5,0 %

18/20 tablets —-NMT + 5 %/
18/20 Ttabnerok — He Gonee + 5 %

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

4 |Dissolution / PaETBO[;eHHe

98 %, 99 %, 97 %, 97 %, 99 %,
98 %,

Not less than 75 % (Q) of labeled amount of
C13H12N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHansHOTO comepxanus Ci3Hi2N2OsS
(Humecynun) yepes 45 MUH.

Remarks : The Product conforms to ND /
ITpumeuanue: [Tponyxt cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by /
IMoarortosneno: Ramakant

el

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PyKOBOANUTEIL
Manoj Kumar fﬂ

Ingucee!

Reprint Date /25.04.2023

Hara: Hara:

Reprint Date /25.04.2023

Reprint Date /25.04.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIM: L85195AP1981PLCO01507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Page 2 of 4/ Crp. 2 u3 4
Product : Nise tablets 100 mg
Ilpoayxr  : Haii3®, Tabnerxu 100 Mr
Batch No/ + V2300608 Batch Quantity / : 5000000 tablets /
[Cepusi Ne J O6nem cepun ) * 5000000Tabnerok
Analytical Report No /. : 890001658973 Date of Analysis / . . ¢ 25.04.2023
AHaJuTHyeckuii oryer Ne Jara ananusa
Date of Manufacture / + Apr-2023 Date of Expiry / : Mar-2026
IlaTa npousBoacTBa I'omen ao (BKa)
Analysis performed according to ND / Anaaus nposeaen o HJI: I1N012824/03-140119 (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 / uzm. Ne 3 ot
28.09.2022)

Hoxa3sa Result / PesyabTaThbl Specification / Hopma

Ne Test / Hokxa3saTenn | _
5 |Water/ Boaa \ 2.2% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PogcTBeHHbIe NpUMecH

Impurlty Al an/lMeCB A | Below LOD (LOD — 00019%) / NMT 0.20 % / He Gonee 0,20 %
Huxe npenena obHapyxenus (I10 = "
) 0.0019) |
Impurity B / IIpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 % |
Impurity C / ITpumecs C Not detected / e obHapysxkeHa NMT 0.20 % / He 6onee 0,20 % [
Impurity D / ITpumecs D Below LOD (LOD = 0.0049%) / NMT 0.20 % / He Gonee 0,20 %
Hwxe npenena o6Hapyxenus (I10 =
0.0049)
g 0, 0,
Impurity E / ITpumecs E Not detected / He oBHapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Below LOD (LOD =0.0045%) /| NMT 0.20 % / He 6onee 0,20 %
Huxe npenena o6uapyxenus (IO = |
0.0045) ’
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EquHu4Has .
HeuaeHTH(QULpYeMast 0.02% '
NpUMECH
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 TJniformity of dosage units / 2.6 Acceptance value (AV) should be not more
Rem"arks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Ipogykt coorBeTcTBYET Tpedosannam HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ilonrorosneno: Ramakant [Tpoepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTelb
Manoj Kumar X
Reprint Date /25.04.2023 Reprint Date /25.04.2023 Reprint Date /25.04.2023
Hara: Jlara: Jara:
Registered Difice: 2-2-3237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: I R5195AP19R84PLCO04507
www.drreddys.com
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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

6£lH0p0IlHOCTI> AO3HPOBaAHHUA

| than 15.0 / Tloka3saTens npHeMIeMOCTH (AV)

CEPTHUOUKAT AHAJIM3A
Page 3 of 4 / Crp.3 uz 4
Product Nise tablets 100 mg
Ipoaykr Haii3®, Tabnerku 100 mr
Batch No / : V2300608 Batch Quantity / - + 5000000 tablets / -
Cepus N\e ' O6nem cepuu 5000000TabneTok
Analytical Report No / .2 890001658973 Date of Analysis / . : 25.04.2023
AHanuTHYecKnii oTyer Ne JlaTa aHanun3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JaTa npoM3BoacTBa T'ogen po (BKJT)
Analysis performed according to ND / Auanu3s nposeaed mo HJI: T 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)
Ne | Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma

JIOKeH ObITh He G6onee 15,0

8 |Microbial limits* / Mukpo6uonoruyeckas yucTora*

a) Total aerobic microbial NA | Not more than 1000 CFU/g /
} count / O61uee 4UcaIo He 6onee 1000 KOE/r
i a3pO6HBIX MUKPOOPTaHH3MOB
| b) Total combined yeasts and NA Not more than 100 CFU/g /
‘ mould count / Obuiee yucno He 6onee 100 KOE/r
IPOMOKEBBIX W MIECHEBBIX
rpuboB
c) E. coli NA Shall be absent in 1g /

JIOJDKHBI OTCYTCTBOBAaTh B 1 T

9 | Assay/ KoanuecTBeHHoe
onpeaejieHHe

99.2 mg/99.2 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H2N>OsS Nimesulide in tablet /
Or 900mr mo 110,0mr C 3H;2N2OsS
(aumecynun) B TabneTke

10 tablets in PVC/aluminum blister. 1, 2,3 or 10

10 | Package/ YmakoBka 10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 Tabnerok B carton. / Ilo 10 Tabnerox B IIBX /
" | IBX/antomuuanesom 6iucrepe. [o 3 | amromunneBoM 6nuctepe. Ilo 1, 2, 3 unu 10
BnucTepa BMECTE C MHCTPYKLMEH Mo | GJIMCTEpOB  BMECTE C  WHCTPYKUHMEH 110
NpPUMEHEHHIO B MaYKy KapTOHHYIO. [npumeHeHmo B YKy KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

CootsercTByeT TpeGoBaHHAM

B cootBercTBuu ¢ HJ

Remarks : The Product conforms to ND /
T pumeuanue: [Ipoaykr cootsercTByeT TpeGoBannsm HJT -

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[Toproroeneno: Ramakant

kot

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoziren
Manoj Kumar ﬁ

fgpeet

Reprint Date /25.04.2023
Jara:

Reprint Date /25.04.2023
Hara:

Reprint Date /25.04.2023
JaTa:

Hegistered O

ce: B-Z-337, Road No. 3, Banjara Hills, Hyderabad

SOD034, T=langanz, In

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s @

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page4of4/ Crp.4u3z 4
Prodict Nise tablets 100 mg
IIpoAykT Haii3®, Tabnerku 100 mr
BatchNo / 1 V2300608 Batch Quantity / : 5000000 tablets /
| Cepmin Ne ) O6bem cepun’ 5000000tabneTok
Analytical Report No / : 890001658973 Date of Analysis / 1 25.04.2023
AHAJHTHYECKHH oTyeT N2 Jlara aHaau3za
Date of Manufacture / ¢ Apr-2023 Date of Expiry / : Mar-2026
JlaTA 1pOU3BOACTBA Topen go (BxJI)
Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Mo 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)

12 Storage conditions /
Xpanenue

Store protected from light below 25°C / B 3ALMIEHHOM OT CBETAa MeECTE MpH
Temneparype He Bbile 25°C

13 | Shelf life / Cpok rognocTH 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 Mo MoKasaTeNio «Mukpobuonoruyeckas YHCTOTa» MNPOBOAWUTCA TMPOM3BOLUTENEM IIPH BBIMYCKE MNEPHOTHUYECKH
(c uHTepBAOM OXHO UcTBITaHKe Ha 20 cepuit unu He MeHee 1 pasa B rox). ITokasaTens MoxeT 6bITH He BKIOYeH B CepTH(uKaT

aHanu3a GUPMBI.

Remarks : The Product conforms to ND /
IIpumeuanne: [TpoaykT coorBercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3axurouenne: OJJOBPEHO

Prepared by / Checked by /
Toarororneno: Ramakant INposepeno: Pardeep Kumar

Qulorth -

Approved by: Manager / Executive /
Onobpeno: Menemxkep / Pyxoao,aurejj?

Manoj Kumar L@/

Reprint Date /25.04.2023 Reprint Date /25.04.2023 Reprint Date /25.04.2023
JHarta: Hara: Hara:
Registerad Ofiice: B-2-337, Road Nop. 2, Banjara Hills, Hyderahiad - 500034, Telangana, Ingll

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP13984PLCO04507
www.drreddys.com



