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CEPTHOUKAT AHAJIN3A
Page 1 0of4/ Ctp. 1 u3 4

Product Nise tablets 100 mg
Mpoaykr Haiiz®, Tabretku 100 mr
Batch No / 1 V2402520 Batch Quantity / : 5000000 tablets /
Cepua No Ob6nem cepun 5000000 TabaeTox
Analytical Report No / : 890001776768 Date of Analysis / : 30.11.2024
Anagaurniyeckuii ordyer Ne Jara ananusa
Date of Manufacture / : 1172024 Date of Expiry / ¢ 10/2027
Jara nponseojacrea ToneH g0 (BKA)
Analysis performed according to ND / Anaau3s npoeeges no HJ: I1 N012824/03-140119 (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
28.09.2022)

Ne Test / IlokasaTenb Result / PesyabTaThl B Speciﬁcnt_iun / Hopma [

1 | Description / Onucanne Complies / CooTBETCTBYET Yellowish white round biconvex tablets with

Complies / CootBeTcTBYET

smooth surface. / bBenele ¢ XenTOBaTLIM
OTTEHKOM  KpYyrjble  ABOSKOBBIMYKJIbIE
TaBNeTKH C MIAAKOH MOBEPXHOCTHIO.

The retention time of principal peak in theI
chromatogram of test solution should|
correspond to retention time of principal |
peak in Nimesulide standard solution
chromatogram  under Assay / Bpems
yNEpKUBAHMA  OCHOBHOrO  IMHKa  Ha
XpOMarorpaMme HUCOBITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATD BpeMEHH
yIOEP)KUBAHUS  OCHOBHOrO  IMHKa  Ha
XpOMaTorpamMMe pacTBopa CTaHAAPTHOTO
obpasua HUMeCYHIa (paznen
«KonuuecTBeHHOE onpeNie/IeHHUE )

310.9 mg /310.9 mr

Complies / CooTBeTCTBYET

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

18/20 tablets = NMT £ 5 % /
18/20 Tabnetok — He Gostee = 5 %

2/20 tablets = NMT £ 10 % /
2/20 Tabnetox — He Honee £ 10 %

99 %, 98%, 99%, 98%, 98%, 100%,

2 | Identification /
IMoaynHHOCTH
3 Average weight and mass
uniformity / Cpeansist macca
H OTHOPOAHOCTH MAacChl
|
4 | Dissolution / PacTBopenue

Not less than 75 % (Q) of labeled amount of
Ci13H;2N,2OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHasbHOro cogepxanus Ci3H2N.OsS

Remarks : The Product conforms to ND /
I pumeuanne: [Iponykt cooTseTcTBYeT Tpebosanuam H/

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[Toarorosineno: Pardeep

Kumar [
(:“,“-— -

Checked by /
[Tposepeno: Pawan K/gmar

Approved by: Manager / Executive /
Opobpeno: Menemxep / Pykosonutens
Botchu Anjali

®

Reprint Date /
Jata: 30.11.2024

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Hata: 30.11.2024

Kegisterad Uthice: 5-2-33/, Road No, 2, Banjara Hills, Hyderabad - 500034, Telanganag, India
Tel. #9143 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCDO4507
wanedrreddys.com




Dr. Reddy's Laboratories [td,
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel . +91 981566 56001-02
www.drreddys.com

Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page 2 o0f4/ Crp.2n3 4

Prod uct Nise tablets 100 mg
Hpogykr Haii3®, Tabnetku 100 Mr
Batch No / 1 V2402520 Batch Quantity / : 5000000 tablets /
Cepnfal No Obbem cepun 5000000 Tabnerok
Analytical Report No / : 890001776768 Date of Analysis / : 30.11.2024
AHaJZIMTHUYeCKMii oTueT No JlaTa aHanu3a
Date of Manufacture / 1 11/2024 Date of Expiry / : 10/2027
Jara Npon3BoAcTBa Fogen ao (BkT)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. 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)

N | Test / lokazaTean Result / Pesyanrars: -
' (Humecynaun) yepes 45 MuH.
|

___ Specification / Hopma

3.0% ' Not more than 6.0 % w/w / He 6onee6_,0 %

5 | Water/ Boaa

6 |Related substances / PoacTeennble mpumecH

NMT 0.20 % / He 6onee 0,20 %

Impurity A / IIpumecs A

Impurity B / ITpumece B
Impurity C / ITpumecs C
Impurity D / ITpumecs D

Impurity E / Ilpumecs E

Impurity F / ITIpumecs F

Any unknown individual
impurity / EnuauyHas
HeuaeHTHbULHpYyeMas
MpUMeCch

Total impurities / Cymma

| Below LOD (LOD = 0.0019 %)/ Huxe

| npeaena obHapysxeHus (I10 = 0.0019 %)
| 0.03%

Not detected / He 06HapyxeHa

Below LOD (LOD = 0.0049 %) / Hixe
npenena o6HapysxeHus (ITO = 0.0049 %)

Below LOD (LOD = 0.0062 %) / Huxe
npenena obHapyxenus (I1O = 0.0062 %)

Below LOD (LOD = 0.0045 %) / Huxe
npenena obuapyxenus (110 = 0.0045%)

Below LOQ (LOQ = 0.0143 %) / Hinxe
rpefena KOMH4YECTBEHHOTO ONpEAeNeHUs
(TTIKO = 0.0143%)

0.03%

NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gonee 0,20 %
NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %
‘NMT 0.20 % / He 6onee 0,20 %

NMT 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam H

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by /
IToarotosneHo: Pardeep [Tposepeno: Pawan Kumar

Kumar QL/ ;_%-/1__ |

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBogurtens

Botchu Anjali 3/

Reprint Date /
Hara: 30.11.2024

Reprint Date /
Jara: 30.11.2024

Reprint Date /
Jarta: 30.11.2024

Registered Oifice: 8-2-337, Road No. 3, Banjara Hills, kyderabad - 500034, Telangara, Indis

Tei. +91 40 4900 2960, Fax: +41 40 4900 2999,

Ernail: maii@drraeddys.com

CIN: L85195ARP1984PLCO04507
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Page3of4/ Crp.3 n3 4
Product : Nise tablets 100 mg
Npopykr  : Haiis®, tabnerku 100 mr
Batch No / 1 V2402520 Batch Quantity / : 5000000 tablets /
Cepua Ne O6bem cepun 5000000 tabneTok
Analytical Report No / : 890001776768 Date of Analysis / : 30.11.2024

AHasiuTHYecKU# oTueT No

JlaTa aHaausa

Date of Manufacture / 1 1172024
JaTa npon3BoacTBa

Date of Expiry / : 10/2027
I'open g0 (BKI)

Analysis performed according to ND / Ananus npoBeaen no HI: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nam. 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 / nam. Ne 3 ot

28.09.2022)
| N | Test/Mokasarenn ~ Result/PesyabTarel : Specification / Hopma _
npumeceit
|  Uniformity of dosage units / 1.8 'Acceptance value (AV) should be not more

OaHOpPOAHOCTH AO3HPOBAHUSA

than 15.0 / Tloka3zarens NpUEMIEMOCTH
(AV) nosmxeH 6wITh He 6onee 15,0

8 Microbial limits* / Mukpo6uooruyeckas 4ucrora*

a) Total aerobic microbial
count / Obiuee yucno
a3p0oOHBIX MUKPOOPraHH3MOB

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

'b) Total combined yeasts and
mould count / O6mee uncno
JPOMOKEBBIX U MIECHEBBIX

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

rprboB
¢) E. coli NA Shall be absent in 1g/
JomKHbL OTCYTCTBOBATh B 1 T
9 | Assay/ KonnuecTBeHHoe 100.5 mg/ 100.5 mr Not less than 90.0 mg and not more than |
onpeaeaeHne 110.0 mg C13H»N-0sS Nimesulide in tablet
/

Or 90,0mr gmo 110,0mr C;3H2N20sS
(aumecynun) B Tabnerke

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ilpumeuanue: [TpoyKT cooTBETCTBYET Tpebosanisam HJT 3akiarouenue: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloarotosieHo: Pardeep [Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonuTens

Kumar QL/

Botchu Anjali (p

Reprint Date / Reprint Date / Reprint Date /
Hata: 30.11.2024 Hara: 30.11.2024 Hara: 30.11.2024
Fegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangara, India
Tei, +91 40 4900 2960, Fax: +91 30 4900 2999, Ernail: maii@drreddyz.com

CIN: L85195AP1984PLTD04507
www.arreddys.com




Dr. Reddy's Laboratories [td.
Formulation Unit-6

& e
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product : Nise tablets 100 mg

Hpogykr  : Hait3®, tabaerku 100 Mr

Batch No / : V2402520 Batch Quantity / + 5000000 tablets /
Cepus Ne O6nmem cepun 5000000 Tabneroxk
Analytical Report No / : 890001776768 Date of Analysis / : 30.11.2024
AHanuTHYeCKHH oT4eT No JlaTta aHaau3a

Date of Manufacture / : 11/2024 Date of Expiry / + 10/2027

JlaTa npou3BOACTBA Tonen ao (BKA)

Analysis performed according to ND / Ananus nposeaen no HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 or 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 Test / IokazaTenn Result / PesyanTaThl _ Specification/ Hopma

10 |Package / YmakoBka 10 tablets in PVC/aluminum blister. 3|10 tabletsin PVC/aluminum blister. 1,2, 3 or
blisters and patient information leaflet in | 10 blisters and patient information leaflet in
a carton. / Ilo 10 Tabnetok B|a carton. / Ilo 10 Ttabnerox B I[IBX /
[IBX/antomunuesom 6nucrepe. Ilo 3| anroMuHueBom 6aucrepe. Io 1, 2, 3 wm 10|

6aMcTepa BMECTE C MHCTPYKLMEH IO |OJIMCTEPOB BMECTE C WHCTPYKLMEH 1o

MPHMEHEHHIO B IAYKY KapTOHHYIO. MPHUMEHEHHUIO B MAaUKy KapTOHHYIO.

11 _| Labeling / Mapkuposka } ”Complies as prescribed / According to ND / '
CooTBetcTByeT TpeOOBaHUAM B cooteercTBuu ¢ HJL |

12 __Storage conditions / Store protected from light below 25°C / B 3almieHHOM OT CBeTa mecTe l’lpl/li

‘ XpaHeHue Temrieparype He Bbilue 25°C |

‘ 13 | Shelf life / Cpok roanocTn 3 years/ 3 rona ‘

*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.

* Ananu3 no nokaszateno «MHMKpoGHONoruueckas 4HCTOTa» MPOBOAMTCA MPOU3BOAMTEEM MpPH BBINYCKE NEPHOJHYECKH
(c MHTepBanioM 0AHO KcTibITanke Ha 20 cepHil niu He MeHee 1 pasa B rox). [lokasaTens MOXeT ObITh HE BK/IOYEH B Ceprudmuxar

aHaIn3a PUpPMEL

API name (INN) / A®C (MHH): Nimesulide / Humecynug
API manufacturer batch number / NMS/14090587, NMS/14090594
Howmep cepun nponsoautenas ADC:
FP Manufacturer API Batch number /
2, FER. a2
Howmep cepun cyocranuuu npouspoxutenas IJId: FERAQ0552, FERA005
API Manufactured by & country / Aarti Drugs Ltd., India /
Ipoussoaurens ADPC, crpana: Aapru [lpars JIta., Mnaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeOoBankaM HJI 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Toarororneno: Pardeep Ipoepeno: Pawan Kumar Onob6peno: Menemxkep / PykoBogurens
Kumar OL" ? Botchu Anjali 9
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2024 JHata: 30.11.2024 Hara: 30.11.2024

« ~

Registered Ohice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax; =91 40 4900 2992, Email: moii@drreddys.com
CiN: L85195AP1984PLCOO4507
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