Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
Page 1ofS/Crp.1u35
Product Nise tablets 100 mg
IIpopykT Haii3®, Tabnerku 100 Mr
Batch No / : V2400155 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepun 5000000 Tabnerok
Analytical Report No / : 040002427882 Date of Analysis / £ 22.02.2024
AHATHTHYCCKHIA oTHeT No Jara ananusa
Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2027
Jara npoH3BOACTBA I'ogen oo (Bka)
Analysis performed according to ND / Ananu3s nposexen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020, amend Ne 3 from 28,09.2022 / u3M. Ne 3 ot
28.09.2022)

Ne | Test/Ilokasarenn Result / Pesyabrarst - Specification / Hopma P

1 |Description / Onucauue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Beneie ¢ XeNTOBaTEIM OTTEHKOM
KpYTJIBie ABOSKOBBIMYKIbIE TAONETKHU C Tiankoi
TTIOBEPXHOCTBIO.

2 |Identification / Complies / CootBercTByeT The retention time of principal peak in the|

IMoanuHIOCTD chromatogram of test solution should correspond |
to retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems yZep)XWBaHMA OCHOBHOIO [IMK4 Ha
XpOMAaTOrpaMMe HCNBITYEMOrO PaCTBOPa AOSMKHO
COOTBETCTBOBATE BPEMEHH  YIEPXKHBaHUA
OCHOBHOrO IMHKa Ha XpoMaTorpaMme pacTBOpa
cranaapTHore ofpa3la HHMecynMzaa (pasaen
«Konu4ecTBeHHOE ONpeeIEHUE)

3 | Average weight and mass 309.2 mg /309.2 mr 310mg+5.0% /310 Mr+5,0% 1

:r:ﬁ(:{l;nl:)wl:o?:anﬂu i Complies / CooTBeTcTRYET 18/20 tablets —NMT £+ 5 %/

poa i 18/20 Tabnerok — He Gosee £ 5 %
2/20 tablets —NMT + 10 % /
2/20 Tabnerok — He 6onee £ 10 %

4 |Dissolution / PacTBopenue 95 %, 96 %, 95 %, 97 %, 95 %, 94 % | Not less than 75 % (Q) of labeled amount of
C13H12N-0sS nimesulide is dissolved in 45
minutes / He mexee 75 % (Q) ot HOMHHAJIEHOTO
comepxanust Ci3Hj2N>OsS (Humecynun) uepes
45 MuH.

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

Hpumeyanne: I[IpoayKT COOTBETCTRBYET TpeHoBarusM HJT 3akmouenune: OJIOBPEHO

Prepared by / Checked by 7/ Approved by: Manager / Executive /

[ToaroTos. :e_ﬂﬁ: Aii?h IIposepero: Rama Kant Ono6peno: Menemxep / Pyxolso,un‘rgns

Dhiman Ayt — ‘ W Manoj Kumar M _ﬁffE-/

Reprint Date / Reprint Date / Reprint Date /

Hara: 22.02.2024 Hara: 22.02.2024 Jlara: 22.02.2024

jara Hills, Hydarabad - 500034, Telangana, India
Va2 Email: mail@drreddys.com
WGO4507
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page 20f5/ CTp, 2135

Produect : Nise tablets 100 mg
Iponykr  : Haiis®, tabnerku 100 mr
Batch No/ 1 V2400155 Batch Quantity / : 5000000 tablets /
Cepna Ne Obnem cepun 5000000 Tabnerok
Analytical Report No / :+ 040002427882 Date of Analysis / 1 22.02.2024
AHaJHTHYCCKHH oTyeT No JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npoussoacrea Coaen ao (BKa)
Analysis performed according to ND / Ananus nposegen mo HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3Mm. 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 / uam. Ne 3 ot
28.09.2022)

Ne | Test/Ilokasarems Result / Pesynbrathi _ Specification /Hopwa
5 Water / Boaa 24 % Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / Poactaennnie npHMeCH =

Impurity A / TIpumecs A Below LOD (LOD =0.0019 %)/ |NMT 0.20 % / He Goxee 0,20 %
Hiwxe npenena obHapywenus (I10 =
0.0019%)
Impurity B / ITpumecs B Below LOQ (LOQ = 0.0084%) / |NMT 0.20 % / He 6onee 0,20 %

Hinxe npepena KoMuuecTBEHHOro
onpeaenexus (ITIKO = 0.0084%)

I 0, 0,
Impurity C / Ipumece C Not detected / ne oBuapyxkera NMT 0.20 % / He Gonee 0,20 %

Impurity D / TTpumecs D Not detected / He o6uapyxena NMT 0.20 % / He 6onee 0,20 %
Impurity E / ITpumecs E Not detected / He obHapyxena NMT 0.20 % / He 6onee 0,20 %
Below LOD (LOD = 0.0045 %) /
Impurity F / IIpumecs F Hinke npepena o6napyxenun (II0 = |NMT 0.20 % / He 6oaee 0,20 %
Any unknown individual GRILE3E0) NMT 0.20 % / He 6onee 0,20 %
impurity / Enuununas 0.02%
HeuaeHTuGuuUpyemas it
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Tpogykr cootBeTcTBYeT TpeGoranuam HJT 3axawyenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Moarorosnenp: Anjali IIposepeno: Rama Kant Onobpeno: Menemxep / PykoBognTesn
Dhiman -—Er .‘:_e,.-’ IR (‘;' Manoj Kumar f
Reprint Date / Reprint Date / Reprint Date /
Hara: 22.02.2024 Harta: 22.02.2024 Hara: 22.02.2024

yderabad - 500034, Teiangana, India
Email: mail@drreddys.com

Registered Office: 8-2-337, 8¢
Tel: +91 45 4900 2
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Page3 of S/ Crp.3u3 5
Product Nise tablets 100 mg
INpoaykr Hai3®, Tabnerkn 100 mr
Batch No / 1 V2400155 Batch Quantity / : 5000000 tablets /
Cepus Ne O6Bem cepHH 5000000 Tabnerox
Analytical Report No / 1 040002427882 Date of Analysis / 1 22.02.2024
AHaJMTHYECKHIT oTYCeT Ne JaTa anaan3a
Date of Manufacture / +02/2024 Date of Expiry / : 0172027
JlaTa npon3BOACTBA Tonen o (Bx:)
Analysis performed according to ND / Ananun3 nposeaen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
man. 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)
No Test / ITokaszaTens Result / PesyanTaTsl Specification / Hopma
NpHMeECh
| Total impurities / Cymma 0.06% NMT 1.5 % / He Gonee 1,5 %
npUMecer
7 | Uniformity of desage units / 23 Acceptance value (AV) should be not more than

OaHOpPOAHOCTL A03HPOBAHHMS

15.0 / Tloka3zaTens npuemnemMoct (AV) momkeH
61T He Gosee 15,0

8 |Microbial limits* / Mukpo6uoJorutieckas yncrora*

a) Total aerobic microbial
count / O6wee yrcno

NA

a3pO6HBIX MMKPOOPraHH3MOB

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

b) Total combined yeasts and
mould count / O6wee yucno
LIPOMOKEBBIX U IIECHEBBIX

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

rpubos

c) E. coli

NA

Shall be absent in 1g/
JIOJDKHBL OTCYTCTBOBAThL B 1 I

9 | Assay/KoanyecTBeHHOe

onpeaeneHHe

100.3 mg/100.3 mMr

Ci13H12N-OsS  Nimesulide in
Or 90,0mMr mo 110,0mr
(Humecynum) B TabneTke

Not less than 90.0 mg and not more than 110.0 mg

tablet

Ci3HiaN20sS

/

Remarks : The Product conforms to ND /
IIpumeuanue: Ilpoaykr cooTsercTayeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

Trepated Ly / Clictked Ly / Approved Ly: Manager / Bxecutive /
Honromn.ﬂx Ejali ITpoBepeno: Rama Kant Ono6peHo: Menemkep / Pykopojnresns
Dhiman . U1 QW\ {‘d* Manoj Kumar J‘
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.02.2024 Jara: 22.02.2024 Harta: 22.02.2024

Registered Office: 2-2-32
Tel: +21 40 39C0 2%

Hillz

, Hydarabad - 500034, Teiangana, India

4, Eniail: mail@drreddys.com
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Dr.Reddy’s ‘%

Dr. Reddy's Laboratories Ltq
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

CEPTUOHKAT AHAJIU3A
Paged4of S/ Crp.4u3 5

Product Nise tablets 100 mg
NpoayxT Haiiz®, Tabnerky 100 mr
Batch No/ 1 V2400155 Batch Quantity / + 5000000 tablets /
Cepus Ne Obnem cepun 5000000 Tabnetor
Analytical Report No / : 040002427882 Date of Analysis / : 22.02.2024
AHaTHTHYeCKHH oTyeT Ne Hara ananusa
Date of Manufacture / :+ 02/2024 Date of Expiry / : 0172027
Jata npoussoicTBa T'onen go (Bxn)
Analysis performed according to ND / Auaxus nposenen nmo HJ;: 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 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / n3m. Ne 3 ot
28.09.2022)

Ne Test / IlokazaTens | Result / Pesyastarbl 15 §pgq§ﬁggtiq;1 / Hopma

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

blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
IBX/amomunuesom 6nucrepe. Ilo 2

blisters and patient information leaflet in a carton.
/ Tlo 10 Tabnerox B IIBX / amoMHHHEBOM
6muctepe. [o 1, 2, 3 win 10 6nucTepos BMecTe ¢

6aucTepa BMCCTC C MHCTPYKLMEH MO | MHCTPYKLMEH MO TNPUMEHEHHIO B Tauky
NPUMEHEHUIO B 24Ky KADTOHHYIO. | KaPTOHHYIO.
11 |Labeling / Mapxuposxa Complies as prescribed / According to ND /
CooTsercrByeT TpeGOBAHUAM B cootBercTBHH ¢ HY,
12 | Storage conditions / Store protected from light below 25°C / B 3amMineHHOM OT CBETa MECTE n_p_u
XpaHeHHe Temneparype He Belie 25°C
13 |Shelf life / Cpox roanocTH 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.

* AHanMz no mokazaremo «MHKpOGHOIOrH4ecKas YHCTOTa» TMPOBOAMTCA MPOH3BOAWTENEM NPH BEINYCKE MNEPHOAMYECKH
(c muTepBanoM omHo McnsiTaHue Ha 20 cepHit M He menee 1 pasa B ron). [lokasaTtens MoxxeT GbITh He BKIOYeH B CepTUdHKAT

aHanu3a dpmel,

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussogurteiss ADC:

NMS-1A-233023, NMS-1A-233024

FP Manufacturer API Batch number /
Homep cepun cyberanmun npoussoautess I'JIdD:

FERA00058, FERA00059

API Manufactured by & country /

Mangalam Drugs and Organics Ltd, India /

Remarks : The Product conforms to ND /
IIpnmeuanne: ITponyxT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenne: OJJOGPEHO

Prepared by / Checked by /
IToprorosnenp: Anjali Iposepeno: Rama Kant

Dhiman |\ s M&}lﬁ-

Approved by: Manager / Executive /
Onobpeno: Meremxep / PykopoanTens

Manoj Kumar -~ /
s

Reprint Date /
Jara: 22.02.2024

Reprint Date /
Hata: 22.02.2024

Reprnt Date /
Hata: 22.02.2024

Regiztered Offic
Tel: #8140,

bad - 500034, Telangana, india

ril@drreddys.com




Dr. Reddy's Laboratories Lt
Formulation Unit-6

@
Dr. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 50fS/Crp. 5u35

Product + Nise tablets 100 mg
Ipoaykr : Haliz®, Tabnetku 100 mMr
BatchNo / 1 V2400155 Batch Quantity / : 5000000 tablets /
CepHa Ne O6vem cepuu 5000000 Tabirerok
Analytical Report No / : 040002427882 Date of Analysis / : 22.02.2024
AHAJHTHYeCKHIT oTueT No JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JlaTa npon3BOACTEBA Ilogen no (BKn)

‘| Analysis performed according to ND / Anaaus nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 o

28.09.2022)

Tpomeoanrens APC, cTpana: Manranawm [par3 3ug Oprauukce Jita, Uugus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: [pogykt cooteeTeTayeT Tpedopanuam HJT 3axmoyenne: OJJOBPEHO
Fivpaied Ly / Cliecked by / Apptuved Ly. Mauager / Cacoulive /
MMoaroropnenp: Anjali ITposepeno: Rama Kant Onobpeno: Menenxep / PykoBogutens
Dhiman M’/ U-’g;' Manoj Kumar ﬂ

Ei;ld“ :
Jo
Reprint Date / Reprint Date / Reprint Date /
Iara: 22.02.2024 Hata: 22.02.2024 Jara: 22.02.2024

wabad < 500034, Telangana, India
mail@drreddys.com

Registared Difico:
Tol; #21 4G -




