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

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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Page 1 of 5/ Crp. 1 u3 5

Product Nise tablets 100 mg
ITpoaykr Haii3z®, Tabaerku 100 Mr
Batch No / 1 V2401017 Batch Quantity / + 5,000,000 tablets /
Cepuna No O6nem cepun 5,000,000 Tabnerok
Analytical Report No / : 890001745360 Date of Analysis / : 25.06.2024
AHasnTHYeckuii oTueT Ne Jara anannsa
Date of Manufacture / : 05/2024 Date of Expiry / ¢ 04/2027
Jlara npou3BoJaCTBa T'ogen go (BKII)
Analysis performed according to ND / Ananu3s nposeaen no H/I: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. 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 / uzm. Ne 3 ot
28.09.2022)

Ne Specification / Hopma |

1 Yellowish white round biconvex tablets with
smooth surface. / Besble ¢ %KeNTOBATEIM OTTEHKOM
KPYTJIble [BOSIKOBBITYKIIbIE TAONETKH C riamkoi

| TMOBEPXHOCTHIO.

Result / PesyabTaThbl
Complies / CooTBeTCTBYET

Test / ITokazaTeb
Description / Onucanue

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 /
Bpemsi ynmep)kvMBaHMA OCHOBHOTO IIMKa Ha
XpOMaTOrpaMMe KUCIIBITYEMOrO pacTBopa J0JIKHO
COOTBETCTBOBATh BpEMEHH yAepKUBAHHA
OCHOBHOTO [IHKa Ha XpOMarorpaMMe pacTBOpa
| craumaprHoro ofpasua HuMmecynupma (pasgpen
| «KonuuecTBeHHOE OnpeneneHre»)

[310mg £5.0% /310 mr+ 5,0 %

2 |Identification / Complies / CoOTBETCTBYET

| HloanMHHOCTHL

3 | Average weight and mass

uniformity / Cpeansia Macca

OAHOPOAHOCTHL MACChI

310.8 mg/310.8 mr

Complies / CooTBeTcTBYET

18/20 tablets —-NMT =5 %/

18/20 Tabnetox — He Gonee = 5 %

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

Not less than 75 % (Q) of labeled amount of
C3H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHAJILHOTO
coaepxanus Ci3H;pN2OsS (HUMecynua) uepes
| 45 MuH.

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
Approved by: Manager / Executive /
Opnobpeno: Menemxep / Pykoroaurens
Manoj Kumar

1793%, 96 %, 96 %, 98 %, 94 %,
92 %,

4 |Dissolution / PaCTB_O[ElHe

Remarks : The Product conforms to ND /

IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJI
Prepared by / Checked by /
ITonrorosnedo: Ankit ITposepeno: Santosh Kumar

/| _~Maurya @

Reprint Date /
Hara: 25.06.2024

Reprint Date /
JHara: 25.06.2024

Reprint Date /
Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2929, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drrecdys.com



Dr.Reddy’s €3

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page2 of S/ Crp. 2u3 5

Product Nise tablets 100 mg
IpoaykT Haii3®, Tabnerku 100 mr
Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 tabnerok
Analytical Report No / : 890001745360 Date of Analysis / ¢ 25.06.2024
AHaauTn4eckuii oTyer No HaTa ananu3za
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npousBoacTBA I'onen po (Bxa)

Analysis performed according to ND / Anasnus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / IlokazaTesb Result / Pe3yabTathi ) Specification / Hopra
5 | Water/Boaa 35% Not more than 6.0 % w/w / He 6onee 6,0 %
6 | Related substances / PoacTBeRHblE npu_M_?cn_ -
Impurity A / Ilpumecs A 0.02% ‘NMT 0.20 % / He 6onee 0,20 %

Impurity B / Ilpumecs B

Below LOQ (LOQ = 0.0084 %) / |[NMT 0.20 % / He 6oxnee 0,20 %
Huxe npezena KoJIM4eCTBEHHOTO |
onpenenenus (ITKO = 0.0084 %)

(TIO = 0.0045 %)

Any unknown individual

[ Impurity C / TTpumecs C Not detected / He obHapy)xeHa
Impurity D / Tlpumecs D Not detected / ne obHapyxeHa
Impurity E / Ilpumecs E Not detected / He obHapyxeHa
Impurity F / Ilpumecs F

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6osee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

Below LOD (LOD = 0.0045 %) / |NMT 0.20 % / He 6onee 0,20 %
Hinke npenena obHapy eHuUs

NMT 0.20 % / He Gonee 0,20 %

npumecen

. . 0.02%

impurity / Eaunudnas

HeuzeHTUdHLHpYyeMas IpHMeCh

Total impurities / Cymma 0.04% NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
IIpumeuanue: [IponykT coorBeTcTBYeT TpeboBaHusiM HJJ

Conclusion : APPROVED /
3akatouenue: OJOBPEHO

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

IToarorosieno: Ankit /) ITpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoautens
r] | Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jata: 25.06.2024 Hara: 25.06.2024 Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN. L85195AP1934PLC004507
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, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

7 | Uniformity of dosage units /
| OAHOPOAHOCTE 103HPOBAHMS

33

CEPTUDUKAT AHAJIU3A
Page3 of 5/ Crp.3 u3 5
Product Nise tablets 100 mg
IpoaykT Haiiz®, Tabnerku 100 mr
Batch No / : V2401017 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O0nem cepun 5,000,000 TabneTok
Analytical Report No / : 890001745360 Date of Analysis / 1 25.06.2024
Anaantuyeckuii oTyeT Ne JlaTa ananusa
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
Jarta npoussBojacrsa I'open po (BK)
Analysis performed according to ND / Anaxns nposeaes no HJI: TT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. 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 / u3m. Ne 3 ot
28.09.2022)
Ne |_ Test / Ilokasarens Result / PesyabTaThbl Specification / Hopma .

-Acceptance value (AV) should be not more than
15.0 / Ioka3zarens npremnemMocti (AV) nomkeH
ObITh He Gonee 15,0

8 | Microbial limits* / MukpoGuoaoruueckas yucrora*

MHUKpPOOPraHH3MOB

_a) Total aerobic microbial count
/ Obl1iee YKCI0 a3poGHBIX

NA

rpubos

'b) Total combined yeasts and
mould count / O6uee yucyio
IPOKKEBBIX U MIECHEBBIX

[ Not more than 1000 CFU/g /
He 6osiee 1000 KOE/r

| Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) E. coli

NA

Shall be absent in 1g/
JIOJDKHBI OTCYTCTBOBATH B 1 T

onpejaejgeHue

9 |Assay/ KonuuecTsenuoe

99.2 mg/99.2 Mr

Not less than 90.0 mg and not more than 110.0 mg
Ci3H|pN>O5S  Nimesulide in tablet /
Or 90,0mr pmo 110,0mMr  Ci3HpNoOsS
(uuMecynun) B Tabnetke

Remarks : The Product conforms to ND /
IIpumeuanne: IIpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Harta: 25.06.2024

Prepared by / Checked by / Approved by: Manager / Executive /
T[oxrorosneHo: Ankit /) ITporepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoautens
/4'/'\ _|-Maurya Manoj Kumar
ol I
P
> —
Reprint Date / Reprint Date / Reprint Date /

Hata: 25.06.2024

JHara: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN; L85195AP1984PLCNN4RQT7
wwwy.drreddys.com




Dr.Reddy’s ',‘:‘

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

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

CERTIFICATE OF ANALYSIS

blister. 3 blisters and patient
information leaflet in a carton. /

CEPTUOUKAT AHAJIU3A
Page4 of 5/ Crp. 4m3 5

Product Nise tablets 100 mg
IIpoayxT Haiiz®, Tabnerku 100 mr
Batch No / : V2401017 Batch Quantity / + 5,000,000 tablets /
Cepus Ne O6bem cepun 5,000,000 Tabneroxk
Analytical Report No / : 890001745360 Date of Analysis / : 25.06.2024
AHasiuTHYecKHii oTyeT No JlaTa ananu3a
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JaTta npou3BoacTBa I'oren po (BK)
Analysis performed according to ND / Ananus nposeaen o HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / u3sm. Ne 3 ot
28.09.2022)

No _ Test / llokasaTenan Result / PesyabTaThi Specification / Hopma

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

blisters and patient information leaflet in a carton.
/ Tlo 10 Ttabneroxk B IIBX / amomuHHeBOM

ITo 10 TabneTok B | 6mmcrepe. ITo 1, 2, 3 unu 10 6ancrepor BMmecTe ¢
[MIBX/anoMHHHEBOM  GrUCTEpE. | MHCTPYKLUMENH 1O NPUMEHEHHUIO B MauKy
Ilo 3 ©Onucrepa BMecTe C|KapTOHHYIO.
WHCTPYKLHEH MO MpUMEHEHHIO B
NayKy KapTOHHYIO.

11 |Labeling / MapkupoBka _'Complies as prescribed / According?) ND/
CooTBeTcTBYET TpebOBaHUAM B cooteercTBuu ¢ HJJ

12 | Storage conditions / Xpaunenne | Store protected from light belov;' 25°C / B 3alldIueHHOM OT CBETa MECTE MpH
Temmeparype He Bblile 25°C

13 | Shelf life / Cpok rognoctn 3 years /3 roma - o

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

Remarks : The Product conforms to ND /
IIpumeyanmne: [IpoaykT cooTBeTCcTBYET TpeboBanuam H]J

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[oaroroneHo: Ankit J,_," ITpoBepeHo: Santosh Kumar
/ L,-/Maurya

-

Approved by: Manager / Executive /
Opnobperno: Menemxep / Py:(oao,uumﬂﬁ

Manoj Kumar (
e

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



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

@ e
Dr, Reddy’s q.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
PageSof S/ Crp.5mn35

Product : Nise tablets 100 mg
Npoayxr  : Haiiz®, tabnerku 100 mr
Batch No / 1 V2401017 Batch Quantity / : 5,000,000 tablets /
Cepus Ne O6nem cepun 5,000,000 TabneTox
Analytical Report No / : 890001745360 Date of Analysis / : 25.06.2024
AHaauTHueckMii oTdeT No JaTa ananuza
Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2027
JaTta npounsBoacTBa I'oaen po (BKII)
Analysis performed according to ND / Ananus nposeaen no HJI: IT 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 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

year). The test can be absent in the Certificate of Analysis.
* AHanuz no mnokazaremo «Mukpobuonoruueckass 4UCTOTa» MPOBOAMTCA MPOW3BOLMTENIEM NPH BBHIYCKE NEPHOANYECKU
(c uHTEpBaNOM OAHO UcIbITaHKUe Ha 20 cepuit MK He MeHee 1 pasa B roa). [Toka3zarens MoxeT ObITh He BiIIIOUEH B CepTHduKar

aHayu3a QIpMsL,

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS-1A-243013, NMS-1A-243014

Homep cepuu npoussoaurtens APC:

FP Manufacturer API Batch number / FERA00232, FERA00233

Homep cepun cyGeranunu npoussoautess I'JID:

API Manufactured by & country / Mangalam Drugs and Organics Ltd, India /

IIpouszsoaurenn APC, cTpana: Mamnranam Jlpar3 sug Oprannkc JIta, Manus

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Hpumeuanne: IIponykt coorsercTBYeT TpeboBaHuaM HJ| 3axmouenue: OJIOGPEHO

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

[oxrotosneso: Ankit /) [Tporepeno: Santosh Kumar Onobpeno: Menemxep / Pykoronurens
"’LL _{-Maurya @\ Manoj Kumar h i z L] ,

Reprint Date / Reprint Date / Reprint Date /

Hata: 25.06.2024 Hara: 25.06.2024 Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCO04507
www.drreddys.com



