Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A
Page 1 of S/ Crp. 1 u3 5
Product Nise tablets 100 mg
HpoAykT Haiiz®, tabnetku 100 mr
BatchNo / 1 V2302184 Batch Quantity / : 5000000 tablets /
Cepuisi Ne O6nem cepun 5000000 Tabnetok
Analytical Report No / : 890001697705 Date of Analysis / : 31.10.2023
AHaJINTHYeCKHI oTyeT Ne JlaTa ananu3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jarta npoussoacTea I'onen po (BKJT)
Analysis performed according to ND / Anaaus nposegen 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 / uam. Ne 3 ot
28.09.2022)
Ne | Test / IloxazaTesnb Result / PeyabstaThi Specification / Hopma

1 |Description/ Onucanue

Complies / CoorBeTcTByET

Yellowish white round biconvex tablets with
smooth surface. / DBenble ¢ KeaTOBATHIM
OTTEHKOM KPYTJIble ABOSIKOBbIMYKIIbIE TabIEeTKH
C INIafiKoi MOBEPXHOCTHIO.

2 Identification /
IMoaJHHHOCTDL

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 / BpeMms yznepxuBaHHs OCHOBHOTO

MMKa Ha XpPOMATOrpamMMe  HCIBITYEMOTO
pacTBOpa HOJDKHO COOTBETCTBOBAaTH BPEMEHHM
yaepKUBaHUs OCHOBHOT'O MHKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHOApTHOIO
obpaszua HHUMeCYJIHIa (pa3nen

«KonuyecTBeHHOE onpeneneﬂue»)

3 | Average weight and mass
uniformity / Cpeausisi Mmacca
U OJHOPOJHOCTH MAaCChI

3104 mg/ 3104 mr

Complies / CooTBETCTBYET

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

18/20 tablets —-NMT £+ 5 %/
18/20 TabneTok — He Gonee = 5 %

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

Remarks : The Product conforms to ND

IIpameganue: [IpoaykT cooTBeTcTByeT Tpeboranusm HJJ

/ Conclusion : APPROVED /

3aknouenne: QJJOBPEHO

Jara: 31.10.2023

Hara: 31.10.2023

Prepared by / @7\, Checked by / Approved by: Manager / Executive /
ITogroroBneHo: >~ | IIpoBepeno: Himesh Kumar Onobpeno: Menemxep / PyxoBoanTens
Santosh Kumar Maurya — —. | Abhishek Chauhan&d \

Reprint Date / Reprint Date / Reprint Date /

Harta: 31.10.2023

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Page2of S /Crp.2m3 5

Product : Nise tablets 100 mg
Mpoaykr  : Haifa®, Tabaerku 100 Mr
BatchNo / : V2302184 Batch Quantity / : 5000000 tablets /
Cepua No O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001697705 Date of Analysis / : 31.10.2023
AHaJINTHYeCKHii oTyeT No Jara anaausa
Date of Manufacture / 1 10/2023 Date of Expiry / : 09/2026
Jdara nponsBoacrea I'open go (Bra)
Analysis performed according to ND / Ananus nposesen 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 / usm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / usm. Ne 3 o
28.09.2022)

4 |Dissolution / PacrBopenne 93%, 96%, 94%, 95%, 95%,96%, | Not less than 75 % (Q) of labeled amount of |
C13H2N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMmuHaNIBEHOTro coaepxanus Ci3H2N-OsS
(Humecynun) yepes 45 MuH.

5 Water / Boaa 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %

6 Related substances / PoacTBennble npumMecu

Impurity A / Ilpumecs A Below LOD (LOD =0.0019 %) / Hixe | NMT 0.20 % / He 6osnee 0,20 %
nipeaena obHapyxenus (I10
=0.0019 %)
Impurity B / Ilpumecs B Below LOQ (LOQ = 0.0084 %) / NMT 0.20 % / He 6onee 0,20 %

Hmxe npepena konu4ecTBeHHOro
onpenenenus (ITKO = 0.0084 %)

Impurity C / Ilpumecs C Not detected / e o6HapysxeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / llpumecs D NMT 0.20 % / He 6onee 0,20 %
Not detected / He o6Hapyxena
Impurity E / Ilpumecs E Below LOD (LOD =0.0062 %) / Hike | NMT 0.20 % / He 6oxee 0,20 %
npeaena obHapyxenus (IO
=0.0062 %)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanme: [1poaykT cooTBeTCTBYET TpeboBanusam HJT 3axsouenne: OJJOBPEHO
Prepared by / @\d Checked by / Approved by: Manager / Executive /
IloaroroBnexo: 2 | Ilposepeno: Himesh Kumar OnobpeHo: Menemxkep / PykoBoputens
Santosh Kumar Maurya ' J ~ | Abhishek Chauha?l& )\
~N
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.10.2023 Hara: 31.10.2023 Harta: 31.10.2023

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
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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®HUKAT AHAJIM3A

Page3of S/ Crp.3u35

Product Nise tablets 100 mg

Ilpoaykr Haiiz®, Tabaerku 100 mr

Batch No / 1 V2302184 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepun 5000000 Tabnetok
Analytical Report No / : 890001697705 Date of Analysis / : 31.10.2023
AHaUTHYeCKHIT oTUeT No JlaTa anHanu3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

JaTta npousBoacrea

T'ogen po (BxuI)

Analysis performed according to ND / Auanus nposeaen no HJI: 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot

28.09.2022)

Impurity ¥ / 1 lpumecs ¥

Any unknown individual

Not detected / ne obrapyxeHa

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

impurity / Equnanunas 0.02%
HeuaeHTHhULHpyemast
OpUMECH
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumeceit
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more

O[lHOpO[lHOCTb AO3HPOBaAHHA

than 15.0 / Iokazarens npuemneMoctu (AV)
noJKeH ObITh He 6onee 15,0

8 Microbial limits* / MukpoOuojgornueckas 4ucTtora*

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O611ee YHUCIo He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obee uucio He 6onee 100 KOE/r
JPOMOKEBBIX U TUIECHEBBIX

rpuboB

¢) E. coli NA Shall be absent in 1g /

JIOJDKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product conforms to ND /
IIpumeyanue: IIponyKT cooTBETCTBYET Tpebobarusam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / (El Checked by / Approved by: Manager / Executive /
[Toarorosnexo: — ITpoBepeHo: §limesh Kumar Onobpeno: Menemiep / PykoBoaurens
Santosh Kumar Maurya ; _———| Abhishek Chauhan |

y 3 . | - A\
Reprint Date / Reprint Date / Reprint Date /

Jara: 31.10.2023 JHata: 31.10.2023

Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page4 of S/ Crp.4u3 5

Product Nise tablets 100 mg

Hpoayxkr Haiiz®, tabnerku 100 mMr

Batch No / : V2302184 Batch Quantity / : 5000000 tablets /
Cepus No O6nem cepun 5000000 TabneTox
Analytical Report No / : 890001697705 Date of Analysis / : 31.10.2023
AHaJuTHYECKHi oTUeT Ne Jarta ananusa

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

JlaTta npou3BoACTBA I'ogen o (BxJI)

Analysis performed according to ND / Ananu3s nposeaen no HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. 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)

Not less than 90.0 mg and not more than
110.0 mg C3H2N>OsS Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr Ci3Hj2N2OsS
(unmecynun) B Tabnerke

9 | Assay/ KonnyecTBenHoe 99.1 mg/99.1 mr

onpeaesieHue

10 tablets in PVC/aluminum blister. 3 |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 Ttabnerok B|carton. / Ilo 10 Tabnerok B IIBX /
[IBX/amomunueBom Onuctepe. Ilo 3 |amomunuesom 6nucrepe. ITo 1, 2, 3 umm 10
GmUcTepa BMECTE C MHCTPYKLHMEH MO |GIUCTEpOB BMECTe C  HHCTpyKLmed 1o
NIPUMEHEHHIO B MaYKy KapTOHHYIO. NPUMEHEHHIO B MAYKy KAPTOHHYIO.

10 |Package/ Ynakoska

XpaHenue

Temnepatype He Beile 25°C

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYeT TpeOOBaHUAM B cooteercruu ¢ HJT
12 | Storage conditions / Store protected from light below 25°C / B 3amuineHHoM OT CBETa MecTe MpH

13

Shelf life / Cpok rogHoctH

3 years /3 roma

*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.

* AHamu3 MO TokazaTesiio «MHKpPOGHONOruueckas 4YUCTOTa» IMPOBOJMTCA MPOU3BOAMTENEM MPHU BBINYCKE MNEPHOAUYECKH
(c MHTepBanOM OJHO UCTIbITaHUE Ha 20 cepuii WK He MeHee 1 pasa B rog). [Tokasatens MOXKET ObITh HE BKIIIOUCH B CepTtudukar
aHamu3a QUPMBI.

Conclusion : APPROVED /
Zaknwuenue: OJJOBPEHO

Remarks : The Product conforms to ND /
Ipumeuanue: [TpoaykT coorBeTcTBYET Tpeboranusm HJT
Prepared by / %\ Checked by / Approved by: Manager / Executive /
INoarorornexo: [Mposepeno: Himesh Kumar Opnobpeno: Menemxep / Pykosonutens
Santosh Kumar Maurya ~ — | Abhishek Chauhan \

i Y

Reprint Date /
Jarta: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Iara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, 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

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

CEPTUOUKAT AHAJIM3A
PageSof S/ Crp.5u3 5

Product Nise tablets 100 mg
Ilpoaykr Haiiz®, tabnaetku 100 Mr
Batch No / 1 V2302184 Batch Quantity / : 5000000 tablets /
Cepusn Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001697705 Date of Analysis / : 31.10.2023
AHaJIUTHYECKHIT oTueT Ne JlaTa aHaau3za
Date of Manufacture / : 10/2023 Date of Expiry / ¢ 09/2026
Jara npon3BoacTBa I'ogen po (BKJ)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no 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 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot

API name (INN) / A®C (MHH):

Nimesulide / Humecynun,

API manufacturer batch number /
Homep cepuu npoussoautesist ADOC:

NMS-1A-233006, NMS-1A-233008

FP Manufacturer API Batch number /
HomMep cepun cyocTanuum npouspoautes I'JID:

FEQA00504, FEQA00506

API Manufactured by & country /
IIpoussonurens APC, crpana:

Mangalam Drugs and Organics Ltd, India /
Manranam Jlpars sup Opranuke Jita, Uaaus

Remarks : The Product conforms to ND /

IIpumeuanne: [Iponykt coorBercTByeT TpeboBanusaM HJI

Conclusion
3aKkI04eHH

: APPROVED /
e: OJJOBPEHO

Prepared by / Checked by /
IToxprorosneHo:

Santosh Kumar Maurya

Approved by: Manager / Executive /
Opnobpeno: Menenxep\/ PykospanTens
Abhishek Chauhan (

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Hara: 31.10.2023

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




