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CERTIFICATE OF ANALYSIS

CEPTHO®MKAT AHAJIM3A
Pagel of4/Crp. 1 y3 4

Product : Nise tablets 100 mg
(Mpoaykr : Haita®, rabnerkn 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets / =
Cepusi Ne Ofbem cepun 5000000 TabneTok |
Analytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
AHAINTHHECKHT 0THeT Ne Jara ananu3sa
Date of Manufacture / + 09/2024 Date of Expiry / + 08/2027
JlaTta npoH3BoAcTBA Tonen o (BK)

128.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 / uawm.
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 / m3m. Ne 3 ot

1 Description / Onucanue

N Test / llokasaTean

Complies / CoorseTcTyeT

Result / PesyasTats!

. _ Specification / Hopma |
Yellowish white round biconvex tablets with|
smooth surface. / Benpie ¢ )XENTOBATHIM OTTEHKOM
Kpyrisle ABOAKOBBIMYKIble TabneTku c ryamkoit

| TOBEPXHOCTBIO. |

2 |Identification /
Moanunnuocts

Complies / CooTBeTcTBYyeT

3 Average weight and mass
uniformity / Cpeguss
Macca i OAHOPOAHOCTDL
MacChl

311.5mg/311.5 mr

Complies / CooTsercryer

| The retention time of principal peak in the
| chromatogram of Lest solutivu should cuitespuud (o |
retention time of principal peak 1 Nimesulide
[standard solution chromatogram under Assay /|
Bpemss  yoepKMBaHHA OCHOBHOTO [MKAa Ha
XpOMaTorpaMMe HCTBITYEMOro pacTBOPa MOJDKHO
COOTBETCTBOBATH BPEMEHH YIep>KHBaHUA
OCHOBHOTO TIHKA Ha XPOMaTOrpaMME pacTBopa
cTaHnapTHOro ofpasua HuMecynuuma (paszen
«KonuyecTBeHHOE ONPENENEHHE)

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

18/20 tablets —-NMT + 5 % /
18/20 tabnerok — He Honee £ 5 %

2/20 tablets —-NMT £ 10 % /
2/20 Tabnerok -- He Gonee + 10 %

4 | Dissolution / PacTBopeune

b |

Remarks : The Product conforms to ND /
Tlpumeuanne: [Mpojykr cooTBeTcTByeT Tpeforanuam HJI

97 %, 96 %, 97 %, 97 %, 98 %, 98 % | Not less than 75 % (Q) of labeled amount of

C)3H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) OT HOMHHaILHOTO
copeprcanua Cr3HiaN-OsS (uumecyun) uepes 45
MHUH.

Conclusion : APPROVED /
3axmogenne: OHOBPEHO

Prepared by / Checked by / Approved by: Managgr / Executive /
IMoaroTosneno: 5 ITpoBepeno: Pawan Kumar Onobpeno: Menemxep / PykopoanTteis
Pardeep Kumar .| — ” Abhishek Chauhan 70
Reprint Date / Reprint Date / Reprint Date / s

Jara: 23.09.2024 Jara: 23.09.2024 Hara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300C 2900, Fax: +91 40 4500 2959, Email: maii@drreddys.coin
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Formulaticn Unit-6

@
, . HU
Dl'. Reddy s ‘ .. Vili. Kho!, Nalagarh Road, Baddi,
» Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Page20f4/Crp. 2 y3 4
Product : Nise tablets 100 mg
Hpoaysr : Haiis®, tabnerkn 100 mr
Batch No / 1 V2401918 Batch Quantity / : 5000000 tablets /
Cepus Ne O06bem cepun 5000000 TabneTok
Analytical Report No / : 040002663692 Date of Analysis / : 23.09.2024
AuangTnveckuii oryer No llaTa anaian3a - _
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JlaTa npoH3BOACTBA Toaen ao (Brur)
Analysis performed according to ND / Anaaus nposegen no HJ: TI N012824/03-140119 (amend Na 1 from 08.06.2020 / vam.
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
28.05.2022)
D Test / MoxazaTesrs ' Result / Pesyabtats! [ - ,_ Specification / Hupﬁ o /
5 |Water/ Boaa 3.3% ' Not more than 6.0 % w/w / He 6onee 6,0 %
6 Related substances / @CJ'S_IEHHBIC n]il_l-mecu_ = = = s -
Impurity A / Tlpumecs A Below LOQ (LOQ = 0.0057%) / NMT 0.20 % / He 6onee 0,20 %
Huxe npepena KOIMYECTBERHOIO
| onpegenexus (ITKQ = 0.0057 %)
Impurity B / IIpumecs B NMT 0.20 % / He Gonee 0,20 %
0.02% ‘
\Impurity C / Tlpumecs ¢ | ot detected / ne obnapyxxena NMT 0.20 % / He Gonee 0,20 %
Impurity D / IIpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He Gonee 0,20 %
Huxe npenena o6uapyxenns (I10 =
| 0.0049 %)
| Impurity E / IIpumecs E Not detected / He obHapy>xeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not detected / He o6HapyeHa NMT 0.20 % / He 6onee 0,20 %
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EnyHHuHAS 0.02%
HedpeHTHULMpyeMan I'
MpUMECE
Total impurities / Cymma 0.03% NMT 1.5 % / He Gonee 1,5 %
npHMecedt
7 Uniformity of d_os;ge units | 26 Acceptance value (AV) should be not more than
|/ Oanoponuoctu 15.0 / Tlokazatens npsemaemoctd (AV) nomken
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [IpoayxT coorBercTBYET TpeboBanmaM HJJ 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager { Executive /
TloaroToBneHo: ITpoBepedro: Pawan Kumar Onobpeno: Menemxep | Pyrxospiauteis
Pardeep Kurmnar ;J// ﬁ Abhishek Chauhan }J
Reprint Date / Reprint Date / ; Reprint Date /
Jlara: 23.09.2024 Jara: 23.09.2024 Jata: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500334, Telangana, India
Tel: +G1 40 4903 2900, Fax: +91 <10 450C 2999, Ernail: Waii@drreddys.comn
CIN: 1.85195AP1984PLCDN4507
www.drreddys,.com




Dr.Reddy’s “:‘o

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

Vilt. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A
Page3 of4/Crp. 3m34

Product : Nisc tablets 100 mg
Hpogykr : Haiia®, Tabnetku 100 mr
Batch No/ + V2401918 Batch Quantity / + 5000000 tablets /
Cepust No Ob6bem cepun 5000000 TabneTok
Analytical Report No / 1 040002663692 Date of Analysis / : 23.09.2024
AnanaTHYecKiil oTYeT No Jarta auannsa
Date of Manufacture / + 09/2024 Date of Expiry / : 08/2027 0
JlaTa npon3soacTea Tonen 1o (BKi)

|28.09.2022)

Analysis performed according to ND / Ananus nposenen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
Ne 1 ot 08.06.2020, amend Ne 2 from 10,08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uzm. Ne 3 or

- —

*]

Test / Moxazatens,
| RO3HPOBAHHS

—Result/PesyuTatsl

Spec_iﬁcation/_l-lo_p;a
6e1Th He 6onee 15,0

8 |Microbial limits* / MuipoGuonornueckas unerora*

AANNAHRIY

¢) E. coli

'a) Total aerobic microbial
count / Obuiee uncno

MERPUUPL AHUIMUB |

b) Total combined yeasts
and mould count / O6ee
YHCNIO APOXKEBBIX U
TIIECHEBLIX TpUboB

NA

NA

NA

"|'Shall be absent in 1g/

Not more than 1000 CFU/g /
He 60nee 1000 KOE/r

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

JosnkHB! 0TCYTCTBOBATE B 1 T

9 [Assay/ KoanuecTnennoe
onpeneieHie

99.7 mg/99.7 mr

10 tablets in PVC/aluminum blister. 2

Not less than 90.0 mg and not more than 110.0 mg
Ci3H12N2OsS  Nimesulide in tablet [
Ot 90,0 Mr g0 110,0 mr C3H12N205S (iiumecymin)
B TaOneTrke

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

10 | Package / YnakoBka
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton, / Mo 10 Ta6nerox o|ITo 10 raGneror o [IBX / amomuiHerom GaicTepe,
l IBX/amompruesom Enucrepe. [To 2|Tlo 1, 2, 3 wm 10 Gauctepor BMecTe C
[ 61McTepa BMECTE C HHCTPYKUMEIl 110 | MHCTpYKUMEH 1O  NPUMEHEHHIO B [Ta4Ky
NIPUMEHEHHIO B MAYKy KAPTOHHYIO. | KAPTOHHYIO.
11 |Labeling / Mapxupoeka | Complies as prescribed / According to ND /

Remarks : The Product conforms to ND /
IIpnmenanne: [Iponykr cootsercTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
Saxniouenue: OJOBPEHO

Prepared by /
TToxgroroBneno:
Pardeep Kumar

T

Checked by /
[TposepeHo: Pawan Kumar

gy S—

Approved by: Manager | Executive /
Onobpeno: Menewep) Pykdsopirens
Abhishek Chauhan 7

-

Reprint Date /
Hara: 23.09.2024

Reprint Date / .
Jara: 23.09.2024

Reprint Date /
Hara: 23.09.2024

Regisiered Cifice: 8-2-337, Road No. 3, Banjara Hillz, Hyderabad - 500034, Telangana, India
Tel: +81 30 4500 2960, Fax: +91 30 4300 2959, Email: maii@drreddys.coin

CIN: L85195AP1284PLCTQ4507
www.drreddys.com




Dr.Reddy’s !E‘

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Pagedof4/ Crp. 4 y3 4
Product Nise tablets 100 mg
ITpoayxT Haiia®, Tabnerkn 100 mMr
Batch No / : V2401918 Batch Quantity / : 5000000 tablets /
Cepusi N2 O6bem cepnn 5000000 Tabnerok
Analytical Report No / : 040002663692 Date of Analysis / : 23.09.2024 |
Apanuridecicni oryer Ne Jlara anaan3a
Date of Manufacture / : 09/2024 Date of Expiry / 1 08/2027
|/laTa npoH3BOACTBA Tonen go (Bxa)
Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 / usm.
No 1 or 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)
_.N'e—: Test / IlokazaTeqab i{esulv_t’/. Peqx.l_Ing_T; SFec'iﬁ_éati_on/ Hopma =

CooTBeTCTBYeT TpebOBaHHAM

B coorsercTud ¢ HI

'"_l-i__S?orage_coniitions/ e

Xpanetnne He BoIte 25°C

Store protected from light below 25°C / B 3al(MILEHHOM OT CBETa MECTE NIPH TEMIIEpaType

13 | Shelf life / Cpox rogsocTn |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.

* AHamui no rnokasaremo «Mukpobuonordueckas YHCTOTa» TPOBOAKTCA TNPOWUIBOAUTEIEM NPY BBHIMTYCKE IIEPUOAHYECKH
(c HuTepBanoM ozHo HenbitanHe Ha 20 cepuii Wy He meHee 1 paza B rox). [TokasaTens MoxeT GuiTe He BkITOYeH B CepTiduxar

ananHaa (hHpMeL.

API name (INN) / A®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponspoaurenas ADC:

NMS/14060340, NMS/14060344, NMS/14070436

FP Manufacturer API Batch number /
Homep cepnH cy6cTanuuu nponssoantens I'JID:

FERA00369, FERA00370

API Manufactured by & country /
Npouzeomurear ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Ipars JITa., Muaus

Remarks : The Product conforms to ND /

Ipumeqanue: [IpoaykT cooTBetcTBYET TpeboBaHUAM H],

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

—

IIpoBepeno: Pawan Kumar

ITonrorosneHo:
Pardeep Kumar [ f

Abhishek Chauhan |

Approved by: Managey / Executive /
Onofpero: Mewemrep / Pyyacnmcns

—

Reprint Date /
Jlara: 23.09.2024

Reprint Date /
Jlara: 23.09.2024

Reprint Date /
Iara: 23.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@direddys.com
CIN: L85195AP1984PLCD04507
wiww Uireduys.com




