Dr.Reddy’s ":'.

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

CEPTU®UKAT AHAJIM3A
Page 1 of S/ Crp.1u35
Product : Nise tablets 100 mg
IIpoayxTr : Ha#is®, Tabnerku 100 mr
Batch No / 1 V2301050 Batch Quantity / : 5000000 tablets /
Cepusa Ne Oo6bem cepuu 5000000 rabnetok
Analytical Report No / : 890001675006 Date of Analysis / : 20.07.2023
AHaJInTH4YECKHi oTUeT Ne Jlara aHanu3a
Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026
JlaTa npou3BoacTBa T'onen no (BKu1)
Analysis performed according to ND / Ananus nposeaen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 ot
28.09.2022)
Ne Test / Iloxazarenn Result / PesyabTaTsl Specification / Hopma _
1  [Description / Onucanne Complies / CoorBetcrByeT Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ xenToBaThiM
OTTEHKOM KpYTJIbIE NIBOSIKOBBINYKJIbIE TaOIETKH
C IMaAKOM MOBEPXHOCTHIO.
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MognuuHoOCTHL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepKUBaHHA OCHOBHOIO
NMKa Ha XpOMaTOrpamMMeé  MCIBITYEMOTO
pacTBOpa HO/DKHO COOTBETCTBOBATH BPEMEHH
YAEPXKUBAHHS OCHOBHOT'O 1Ka Ha
XpOMaTorpaMMe  pacTBOpa  CTaHIApTHOTO
obpasia HUMECYIHIa (pazmen
«KonuyecTBeHHOE OnpeneeHue»)
3 [Average weight and mass 309.6 mg /309.6 mr 310 mg+5.0% /310 Mr£5,0 %
::I::f(:;)m:)ty / Cpeansist macea Complies / CoorercTByeT 18/20 tablets —-NMT £ 5 %/
AHOPORHOCTE MACCHI 18/20 Tabnerok — He Gonee + 5 %
2/20 tablets - NMT + 10 % /
2/20 tabnerok — He Gonee + 10 %
4 | Dissolution / PacTBopenue 98 %, 99 %, 99 %, 98 %, 98 %, Not less than 75 % (Q) of labeled amount of
t 98 %, C13H2N>OsS nimesulide is dissolved in 45

Remarks : The Product conforms to ND /
ITpumeyanue: IpoaykT coorBeTcTByeT TpeGoBanusam HJT

Conclusion : APPROVED /
3aknawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Ioarorosnexo: ﬂ IIposepeno: Pardeep Kumar Onobpeno: MeHemkep / Pykosogurens
Ankit Amit Kumar -

Reprint Date / Reprint Date / Reprint Date / J

Hara: 20.07.2023 Hara: 20.07.2023 Hara: 20.07.2023

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: L85155AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page2 of S/ Crp.2u3 5

JlaTa npou3BoacTBa

Product Nise tablets 100 mg

IpoaykT Haii3®, tabaerku 100 mr

Batch No / : V2301050 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 TabneTok
Analytical Report No / : 890001675006 Date of Analysis / : 20.07.2023
AHaJHTHYeCKH# oTueT Ne JlaTta aHanu3a

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

I'ogen go (BKJT)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. 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

Ne Test / Iloka3zaTenan

Result / Pe3yabTaThl

Specification / Hopma

minutes / He menee 75 % (Q) ot
HomuHansHoro copepxanus C3H|2N»>OsS
(Humecynun) yepes 45 MUH.

5 Water / Boga 3.4%

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

6 |Related substances / PoacrBenHbIe npuMecH

Impurity A / Ilpumecs A

Below LOQ (LOQ = 0.0057%) /
Huxe npepena KonuueCTBEHHOTO
onpenenenus (ITKO = 0.0057%)

Impurity B / ITpumecs B

0.02%

Impurity C/ Ilpumecs C

Not detected / He o6HapykeHa

Impurity D / ITpumecs D

Below LOD (LOD = 0.0049 %) /
Hwxe npepena obHapyxenus (I1O =
0.0049 %

Impurity E / IIpumecs E

Not detected / He ob6HapyxeHa

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 / Conclusion : APPROVED /

IIpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanusaM HJT 3akmiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

HO,E[I‘OTOBJ'[CHO ITposepeno: Pardeep Kumar Opobpeno: Menemxep / PykoBonutens
/ f i Amit Kumar /IIE . \:‘:_/// =

Reprint Date / Reprint Date / Reprint Date/ '

Jlarta: 20.07.2023 Hara: 20.07.2023 JHata: 20.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 4U 490U 290U, Fax: +9'1 4U 4500 2999, Ematl: mall@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Page3 of S/ Crp.3u3z5

Product Nise tablets 100 mg
Ilpoaykr Hait3®, tabnerku 100 mr
Batch No / 1 V2301050 Batch Quantity / : 5000000 tablets /
Cepns Ne O6bem cepun 5000000 Tabnerox
Analytical Report No / : 890001675006 Date of Analysis / : 20.07.2023
AHaanTHYecKHii oTyeT Ne JlaTa aHaJjiu3a
Date of Manufacture / ¢ Jun-2023 Date of Expiry / : May-2026
Hara npon3BoacTea I'ogen no (Bka)

28.09.2022)

Analysis performed according to ND / Auanus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / mam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3M. Ne 3 ot

Ne Test / IloxazaTens

Result / PesyabTaThl

Specification / Hopma

Impurity ¥ / ITpumecs F

Any unknown individual
impurity / Eapuauunas
HeuAeHTHOuLMpyemast
npumecs

Not detected / He obHapykeHa

Below LOQ (LOQ = 0.0143%) /

Huxe npeacia KOJTHYECTBEHHOI O

onpenenenns (ITKO = 0.0143%)

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

OﬂHOPOlIHOCTb AO3HPpOBaAHUA

8 |Microbial limits* / MukpoGuoornyeckasi YuCTOTa*

Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMeceit
7 | Uniformity of dosage units / 2.5 Acceptance value (AV) should be not more

than 15.0 / [Tokazarens npuemiemoctu (AV)
JoJoKeH ObITh He 6onee 15,0

a) Total aerobic microbial
count / Obee yucio
a3pO6HBIX MHKPOOPTaHU3MOB

Less than 10 CFU/g /
Meuee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obinee uncio
JIPOMOKEBBIX M TIECHEBBIX
rpuboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND /
IIpnmeuanne: ITponykr cootBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
HOJ:[FOTOBJ'ICHO ITposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBonutens
Amit Kumar I NSNN—
/ Clt—-—,— / -:’/,
Reprint Date / Reprint Date / Reprint Date /
Hata: 20.07.2023 Hara: 20.07.2023 Hara: 20.07.2023

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




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

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

Paged of S/ Crp.4u35

[Product Nise tablets 100 mg

IIpoaykr Ha#iz®, Tabaerku 100 mr

Batch No / : V2301050 Batch Quantity / : 5000000 tablets /
Cepus Ne O61em cepun 5000000 TabneTok
Analytical Report No / : 890001675006 Date of Analysis / : 20.07.2023
AHanuTH4YecKHul oTueT Ne Jlara aHaau3za

Date of Manufacture / : Jun-2023 Date of Expiry / : May-2026

JlaTa npoH3BOACTBa I'ogen no (BxJI)

28.09.2022)

Analysis performed according to ND / Auaaus nposenen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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

Ne Test / IloxkazaTenan

Result / Pe3yabTaTsl

Specification / Hopma

¢) E. coli

Absentin 1g/
OrcyrcrByer B IT

Shall be absent in 1g/
JIO/DKHBI OTCYTCTBOBATh B 1 T

9 |[Assay/ KoanyecTBeHHoe
onpejeenue

98.4 mg/98.4 mr

Not less than 90.0 mg and not more than
110.0 mg C;3H2N-20sS Nimesulide in tablet /
Or 90,0mMr mo 110,0mr C;3HpN-OsS
(auMecynun) B TabneTke

10 |Package/ YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / ITo 10 tabnerok B|carton. / Ilo 10 Tabnerox B [IBX /
IIBX/antoMmunneBom Gnucrepe. IMo 3 | antomunuesoM 6nucrepe. Ilo 1, 2, 3 wmu 10
6McTepa BMECTE ¢ WHCTPYKLMEH MO |GJMCTEpOB  BMECTe €  HHCTPYKUMeH o
NPHMEHEHHIO B Ma4Ky KaPTOHHYIO. | MPUMEHEHHIO B MaUKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /

CootsetcTBYeT TpeOOBAaHUAM B cooTBetcTBuu ¢ H]
12 | Storage conditions / | Store protected from light below 25°C / B 3auIMeHHOM OT CBETa MecTe NpH
XpaHenue TeMIieparype He Boiuie 25°C
13 | Shelf life / Cpox roaHocTu 3 years/ 3 roga

*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.
* AHanuMsz 1o mnoxasare)iro «MHKpOGHOJIOrMYECKast YHUCTOTa» IPOBOAWTCS NPOU3BOAMTENEM [IPH BBIMYCKE MEPHOJUYECKH
(c unrepBasnioM omHo ucnbiTaHue Ha 20 cepuit win He Mexee 1 pasa B ron). [Tokasatens Moxer ObITh He BKIodeH B CepTHdHKAT

aHanu3a GUpPMBI.

Remarks : The Product conforms to ND /

ITpumeuanue: [IpoaykT cootseTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3aximwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

IToaroTosneHo: A IIpoeepeno: Pardeep Kumar Onobpero: Menemkep / PykoBoaurens

Ankit ' E Amit Kumar g -
/ — J/X(m /

Reprint Date / Reprint Date / Reprint Date / L

Hata: 20.07.2023 Hata: 20.07.2023 Hara: 20.07.2023

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




‘... Dr. Reddy's Laboratories Ltd.

L/ e ; Formulation Unit-6

Dr. Reddy S We Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
PageSof S/ Crp.5u3 5

Product 1 Nise tablets 100 mg
Mpoaykr  : Haiiz®, Tabnerku 100 mr
Batch No / : V2301050 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6bem cepuu 5000000 rabaeTok
Analytical Report No / : 890001675006 Date of Analysis / ¢ 20.07.2023
AnanuTudyeckmii oruer Ne JlaTa aHanusa
Date of Manufacture / ¢ Jun-2023 Date of Expiry / : May-2026
JlaTa npou3BOACTBA I'ogen po (BK)
Analysis performed according to ND / Auanus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / uam. No 3 ot
28.09.2022)

API name (INN) / A®C (MHH): Nimesulide / Humecynuna
API manufacturer batch number / NMS/13040378

Howmep cepuu nponssoautenss A®C:
FP Manufacturer API Batch number /

Homep cepun cy6cTanuuun npoussoaures I'JId: FEQrA0224
API Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussoaurear ADPC, crpana: Aaptu lpar3s JIta., Unnus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJT 3akiarwyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[TonroroBneHo: ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBonuTENb
Ankit Amit Kumar «

for Aw =
Reprint Date / Reprint Date / Reprint Date / !
Hata: 20.07.2023 Hata: 20.07.2023 Hara: 20.07.2023

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: L85135AP1984PLC004507
www.drreddys.com




