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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Pagelof4/ Crp.1uz 4

Product Nise tablets 100 mg
IpodykT Hait3®, tabnerkn 100 mr
BatchNo / 1 V2402527 Batch Quantity / : 5000000 tablets /
Ceprs Ne O0nem cepnn 5000000 Tabnerok
Analytical Report No / : 890001777495, 890001778989 | Date of Analysis / : 30.11.2024
AnasIiTHYeCKHIT oTueT No JlaTa aHaau3a
Date of Manufacture / 1 11/2024 Date of Expiry / 1 10/2027
JlaTa npou3BoACTBa I'ogen g0 (BK.J1)

28.09.2022)

Analysis performed according to ND / Auanns nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. 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 / u3am. Ne 3 oT

Ne | Test / [lokazaTens
1 |Description / Onucanue

Result / Pe;lebTaTbl
Complies / CooTBeTcTBYyET

2 |Identification /
HopnuHHOCTE

Complies / CooTsetcTBYET

Specification / Hopma
Yellowish white round biconvex tablets with
smooth surface. / Benwie ¢ xenroBarbiM
OTTEHKOM Kpyrible  ABOSKOBBIMYKJIbIE
TabNeTKH ¢ MIafKo MOBEPXHOCTHIO.

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 / Bpewmsa
YOCP)KMBAHHMS ~ OCHOBHOrO  IHKa  Ha
XpOMarorpaMMe HCTBITYEMOro  pacTBopa
JODKHO COOTBETCTBOBATh BpEMEHH
yOepXKHMBaHHS ~ OCHOBHOTO  MHKa  Ha
XpoMarorpaMMe pacTtBopa CTaHAAPTHOTO
obpa3ua HUMECYNHAa (pazmen
«KonnuecTBeHHOE OTIpeeNICHUE )

3 Average weig_ht and mass

H OJHOPOAHOCTH MACChl

uniformity / Cpeansiss macca

309.6 mg /309.6 Mr

Complies / CooTBETCTBYET

310mg+5.0%/310mMr£5,0% o

18/20 tablets — NMT & 5 % /
18/20 Tabnerok — He 6osiee £ 5 %

2/20 tablets — NMT £ 10 % /

2/20 tabneTok — He 6onee £ 10 %

4 | Dissolution / PacTBopenue

100 %, 102%, 98%, 99%, 99%, 100%,

{Not less than 75 % (Q) of labeled amount of

C13H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot

HoMuHanbHOro conepxanus Ci3sH;»NaOsS

Remarks : The Product conforms to ND /

INpumeuanune: [IpogykT cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO

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

[Tomrororneno: Pardeep ITpoBepeno: Pawan Kumar Onobpeno: Meneaxkep / PykoBoauTesb

Kumar , ( Pavan Kumar Sharma o s
1= 2_,, W il

Reprint Date / Reprint Date / Reprint Date /

Hara: 05.12.2024 Hara: 05.12.2024 Hara: 05.12.2024
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Dr.Reddy’s Q:.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Page2of 4/ Crp.2u3 4

Prod uct : Nise tablets 100 mg
Hpogykt  : Ha#s®, Tabaerxn 100 mr
BatchNo / 1 V2402527 Batch Quantity / : 5000000 tablets /
Cepu Ne Ob6bem cepuu 5000000 Tabrnerox
Analytical Report No / : 890001777495, 890001778989 |Date of Analysis / : 30.11.2024
AHasInTuyeckuii oTyeT Ne JlaTta ananau3sa
Date of Manufacture / : 1172024 Date of Expiry / 1 10/2027
JlaTa npoussoacTBa I'open go (BKJT)
Analysis performed according to ND / Ananus nposeaen no HJI: T1 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 / n3m. Ne 3 ot
28.09.2022)

No i_ Test / ITokasarean Result / Pesyabrarst ' Specification / Hopma
' (uumecynun) uyepes 45 MUH.

5 _:_Water / Boaa 2.8% Not more than 6.0 % w/w / He 6otee @ % |

6 | Related substances / PogcTBeHHbIe IPHMeCH

Impurity A / [Ipumecs A Below LOD (LOD = 0.0019 %) / Huxe NMT 0.20 % / He 6onee 0,20 %
npeaena odrapyxenns (110 = 0.0019 %)

Impurity B / ITpumecs B 0.03% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not detected / he oGHapyskeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tipumecs D Below LOD (LOD = 0.0049 %) / Hiwke | \MT .20 % / He Gonee 0,20 %

npenena o6Hapysxkenus (I1O = 0.0049 %)

|
Below LOD (LOD = 0.0062 %) / Huxke | NMT 0.20 % / He 6omee 0,20 %

Impurity E / Ilpumecs E
npenena obHapyxenus (ITO = 0.0062 %)

Below LOD (LOD = 0.0045 %) / Huxe NMT 0.20 % / He 6osiee 0’20 9%,

npenena obHapyxenus (ITO = 0.0045%)

Any unknown individual NMT 0.20 % / He Gonee 0,20 %

impurity / ExusuuHas Below LOQ (LOQ = 0.0143 %) / Huxe

HeunenTHOHIMPYEMas (pEAENa KONMUECTBEHHOTO ONpPEASNeHUA
(1IKU = 0.U143%)

Impurty F / ITpumecs F

MIPUMECH
|

Total impurities / Cymma | 0.03% INMT 1.5 % / He 6onee 1,5 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: [Iponyxt coorseTcTBYeT TpeboBanusm HJL 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITogrorosneno: Pardeep [Tpoeepeno: Pawan Kumar Opnobpeno: Menemxep / PykosoauTteis
Kumar Pavan Kumar Sharma |, — .
Reprint Date / Reprint Date / Reprint Date /
Hara: 05.12.2024 Jata: 05.12.2024 Hara: 05.12.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A
Page 3 of4/ Crp.3 n3 4
Prod uct Nise tablets 100 mg
Hpomyxt Haiiz®, tabnerkn 100 Mr
BatchNo / 1 V2402527 Batch Quantity / : 5000000 tablets /
Cepu s Ne O6BeM cepuu 5000000 Tabaerok
Analytical Report No / : 890001777495, 890001778989 |Date of Analysis / : 30.11.2024
AHaJsHTHYecKHii oTyeT No JlaTa aHanm3a
Date of Manufacture / : 11/2024 Date of Expiry / ¢ 10/2027
JlaTa Npou3poacTBa ‘Foueﬂ Ao (BKa)
Analysis performed according to ND / Auanns nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mn3m. Ne1 o1 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 or
28.09.2022)
i Ne | Test / [lokazaTens Result / Pe3yabTaTsl ' _ Specification / I ngyl;t
| mpuMecei ‘
7 Uniformity of dosage units / 3.2 . Acceptance value (AV) should be not more |
OaHOpOAHOCTL JO3HPOBAHHR than 15.0 / TlokazaTens npueMaeMOCTH
(AV) nomxeHn 6bITh He Gonee 15,0
8 |Microbial limits* / MukpoGuooruveckas 1ucrora* B i ) - B
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
| count / Obuiee uncno [ Meunee 10 KOE/r | He 6onee 1000 KOE/r
a3poBHBIX MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O6wmee uncno Menee 10 KOE/r | He 6onee 100 KOE/r
OPOMOKEBBIX U TUIECHEBBIX
rpuboB
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OrtcytctBYeT B 1T JloJKHBI OTCYTCTBOBATL B 1 T
9 |Assay/KoanuecrBeHHoe 99.6 mg/ 99.6 mr Not less than 90.0 mg and not more than
onpegeneHHe 110.0 mg Ci3H2N>OsS Nimesulide in tablet
/
Or 90,0mr mo 110,0mr C;3H;2N-OsS
(Humecymnun) B TabneTke

Remarks : The Product conforms to ND /
ITpumeuanue: ITpoaykT cooTBETCTBYET TpeboBanuamM HJI

Conclusion : APPROVED /
3akarouyenne: OJOBPEHO

Prepared by /
IToarotosneno: Pardeep

Checked by /
ITporepeno: Pawan Kumar

Approved by: Manager / Executive /
Onobpeno: Menemkep / PyrkoBoauTens
Pavan Kumar Sharma
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Kumar C
Reprint Date /

Jara: 05.12.2024

Reprint Date /
Jara: 05.12.2024

Reprint Date /
Hara: 05.12.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Page4 of 4/ Crp.4u3 4

Froduct Nise tablets 100 mg
IpoAykT Haiiz®, tabaetku 100 mr
BatchNo / 1 V2402527 Batch Quantity / : 5000000 tablets /
Cepus Ne O6bem cepun 5000000 Tabnerok
Analytical Report No / : 890001777495, 890001778989  |Date of Analysis / : 30.11.2024
AnaJiiTuyeckuii oTuer Ne JlaTa aHanusa
Date of Manufacture / : 1172024 Date of Expiry / : 10/2027
JlaTa npou3BoacTBa I'ogen a0 (Bku)
Analysis performed according to ND / Auanus nposenen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

_ Specification / Hopma o
10 tablets in PVC/aluminum blister. 1,2, 3 or
10 blisters and patient information leaflet in
a carton. / Tlo 10 Tabnetoxk B [IBX /
amoMuHdeBoM onuctepe. [o 1, 2, 3 wnu 10
OJIMCTEPOB BMECTe C MHCTPYKLeH o
NPUMEHEHUIO B MaUKy KapTOHHYHO.

Complies as prescribed / According to ND /
CooteercTBYeT TpeOOBaHHUAM B cooteercTrHM ¢ HJL

Result / PesynabTaTh!
10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in
a carton. / Ilo 10 Tabnerox B
TBX/amomunnerom Oaucrepe. [lo 3
6aucTepa BMeCTe ¢ MHCTpyKUMell Mo
NPUMEHEHHIO B TTaYKy KapTOHHYIO.

Test / Ilokazarenn
Package / YnakoBka

No
10

11 |Labeling / MapxkupoBka

Store protected from light below 25°C / B 3alUMUICHHOM OT CBETA MECTe MNpH
Temieparype He Boliue 25°C

12 |Storage conditions /

XpaHeHue

13 | Shelf life / Cpok roanocrn 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.

* Auanuz no mnokazareno «MukpoOUONOruYecKas YHCTOTa» [POBOAUTCA MPOHM3BOAMTENEM INPH BBIMYCKE NEPHOIHYECKH
(c unTepBanom oaHo ucnsiTanre Ha 20 cepuil MK He MeHee 1 pasa B rox). [Tokasartesns MoxeT ObITh He BKMoueH B CepTudukar

aHaJIM3a (hupMel.

API name (INN) / A®C (MHH):

API manufacturer batch number /

Howmep cepun nponspoautensi AQC:

FP Manufacturer API Batch number /

Homep cepun cydcTtanuun npoussoautens I'JID:
API Manufactured by & country /
IIpoussogureanr APC, crpana:

Nimesulide / Humecynupg

NMS/14090594, NMS/14090600

FERAO00592, FERA00593

Aarti Drugs Ltd., India/ R
Aaptu dpars JIta., Uanus

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Remarks : The Product conforms to ND /
IMpumeyanme: [TpogykT cooTBeTCTBYET TpeboBanusaM HJI

Prepared by /
Iloarorosneno: Pardeep

Kumar [

Checked by /
ITposepeno: Pawan Kumar

e

Approved by: Manager / Executive /
Onobpeno: MeHenxep / PykoBoauTens
Pavan Kumar Sharma |

|

Reprint Date /
Jara: 05.12.2024

Reprint Date /
Hata: 05.12.2024

Reprint Date /
Jarta: 05.12.2024




