Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Page 1 of4/ Crp. 1 uz 4

Product : Nise tablets 100 mg
Tpoaykr : Ha#s®, Tabnerku 100 mr
Batch No / 1 V2402140 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6Lem cepuu 5000000 TabneTok
Analytical Report No / : 040002699253 Date of Analysis / : 18.10.2024
AHamuTHUYeCKHH oTyeT N JlaTa ananu3a
Date of Manufacture / 1 09/2024 Date of Expiry / 1 08/2027
JlaTta npousBogcTBa F(lugu a0 (BKJT)

Analysis performed according to ND / Ananus nposeaen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
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 / uzm. Ne 3 or
28.09.2022)

Ne Test / Ioka3aTens Result / PesyasTaThl Specification/ Hopma |
1 Description / Onucauue Complies / CooreercTByeT Yellowish white round biconvex tablets with
smooth surface. / Befble ¢ )X€NTOBATBIM OTTEHKOM
KpyrJibie ABOSKOBBITYKJIbIE TabJIEeTKH ¢ TJaaKoit

NOBEPXHOCTBIO.
2 [Identification / Complies / CooTBeTcTBYyET | The retention time of principal peak in the
Hoanunnocrs chromatogram of test solution should correspond to

retention time of principal peak in Nimesulide
standard solution chromatogram under Assay /
Bpems  yaepuBaHHS OCHOBHOrO [MHKa Ha |
XpOMATOrpamMMe HCIIBITYEMOTr0 PacTBOpa AOSDKHO
COOTBETCTBOBATh BpEMEHH YIASPIKUBAHHS |
OCHOBHOIO MHKa Ha XpOMaTorpamme pacteopa
cTaHOapTHoro obpasua HUMecynuzaa (pasgen
| «KonuyecTBeHHOE ONpeaeneHue»)

3 | Average weight and mass 310.7mg/3107mr  |310mg+5.0%/310mMr+5,0%
:lzlcfg::lzy}/mcl; ez::;:b Complies / CooTBeTcTBYET 18/20 tablets —~NMT £ 5 %/
AHopoa 18/20 Tabnetok — He Gonee + 5 %

Macchbl

2/20 tablets —-NMT = 10 %/
| 2/20 tabnetok — He 6onee + 10 %

4 Dissolution / PacTBopenue 98 %, 98 %, 97 %, 98 %, 101 %, |Not less than 75 % (Q) of labeled amount of

101 % | C13H2N=05S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) 0T HOMHHAILHOTO
comepxannsa C3H2N>OsS (Humecynun) uepes 45

MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: HpogykT coorseTcTBYET TpeboBanusm HJI 3axmodyenue: OJOBPEHO
Prepared by /Ilogrorgeneno: | Checked by / IIposepeno: Approved by: Manager / Executive /

Pravesh Rana Santosh Kumar Maurya g if Onobpeno: Menemxep / PykoBoautenn

- N v
- Amit Kumar F<> L

Reprint Date / Reprint Date / Reprint Date /
Jara: 18.10.2024 Hara: 18.10.2024 Hara: 18.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4
Product : Nisetablets 100 mg
Mpoayxr : Haiiz®, tabnerku 100 mr
Batch No / 1 V2402140 Batch Quantity / : 5000000 tablets /
| Cepua N O6bem cepun 5000000 rabnerox
Analytical Report No / : 040002699253 Date of Analysis / : 18.10.2024
AHAUTHTHYECKHH oTUeT Ne JlaTa aHaau3a
Date of Manufacture / £ 09/2024 Date of Expiry / ¢ 08/2027
JaTa npousBoacTBa I'ogen g0 (BKI) |
Analysis performed according to ND / Ananus nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 / u3m.
Ne 10T108.06.2020, 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)
| N | Test/Toxasarean | Result / PesyabraThl . ___Specification / Hopma_ )
.5 Water / Boaa | 3.4% Not more than 6.0 % w/w / He 6onee 6,0 %

6 _ﬁelated substances / PogcTBeHHbIe MPHMECH

Impurity A/ Tlpumecs A | Below LOQ (LOQ = 0.0057 %) / [NMT 0.20 % / He 6onee 0,20 %
Hwxe nipenena KolH4ecTBEHHOTO '
onpeaeneHus (ITKO = 0.0057 %)
Impurity B / IIpumecs B 0.02% |NMT 0.20 % / He 6onee 0,20 %
Impurity Cc/ Hpnmecs C Not detected / e 06Hapy)KeHa NMT 0.20 % / He 6onee 0,20 %
Impurity D / ITpumecs D Below LOD (LOD = 0.0049 %) / NMT 0.20 % / He 6onee 0,20 %
Hmxe npenena obHapysxenus (IO =
1 0.0049 %)
I it { NMT 0.20 % / He 6 0,20 ¢
inparity EYAHIpAMERE E [Not detected / ne o6Hapyxena 0:20%i/ Hielooneei0;20's
ity F/I1 NMT 0.20 %/ He 6 0,209
fmpurity puseck F Not detected / He obHapyskeHa U e 00
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
: . 0.02%
impurity / EnuHuunas
HeuaeHTHULIMpYeMast
MpUMeECh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMccei
7 Uniformity of dosage units ': 2.6 Acceptance value (AV) should be not more than
/ OaHopoaHOCTL 15.0 / Tlokazatens npuemnemoct (AV) nomkeH
JI03HPOBaHNA ObITH He Oosiee 15,0
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeyanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJ| 3akmouenue: OJOBPEHO
Prepared by /IToarotosneno: | Checked by / ITposepeHo: Approved by: Manager / Executive /
Pravesh Rana ¥ Santosh Kumar Maurya Onobpeno: Menemkep / PykoBoauTens
/ Amit Kumar e
2 /&/ \/,./
Reprint Date / Reprint Date / Reprint Date / i
Jlara: 18.10.2024 Hara: 18.10.2024 Hara: 18.10.2024




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Page3of4/ Crp.3uz 4

Product : Nise tablets 100 mg '
Ipoaykr : Haiiz®, Tabnerku 100 mMr
Batch No / 1 V2402140 Batch Quantity / : 5000000 tablets /
Cepus Ne Ob6bem cepun 5000000 TabneTox
Analytical Report No / : 040002699253 Date of Analysis / : 18.10.2024
Ananuruueckuii oTyer No JlaTta ananu3za
Date of Manufacture / 1 09/2024 Date of Expiry / : 08/2027
JaTa npoussoacTBa I'ogeH ao (BkuI)

Analysis performed according to ND / Ananus nposegen mo H: TI N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
No 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 / usm. Ne 3 ot

28.09.2022)

e | Test / Mokazatenn

B [ Result/ PesynbraThl

8 | Microbial limits* / Mukpo6uo/10ruyecKas 4uucToTa*

| Specification / Hopma_

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / Ob1uee yuca0 He Gonee 1000 KOE/r
a3po6HBIX
MHKPOOPraHU3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
|and mould count / Obwee He 6ostee 100 KOE/r
| YHCIIO APOHOKEBBIX H
IUIECHEBbLIX TPUOOB
) E. coli NA Shall be absent in 1g/ o
Jonxnsl oTcyTCTBOBaTE B 1 T
9 Assay / KonnyecTBeHHoe 99.3 mg/99.3 mr Not less than 90.0 mg and not more than 110.0 mg
onpegejieHue Ci3Hi2N205S  Nimesulide in  tablet /
0190,0 mr o 110,0 mr Cy3H;2N205sS (Humecynun)
B TabneTke

10 |Package/ Ynakoska

11 |Labeling / MapkupoBka

10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a carton. /
in a carton. / flo 10 tabnerok B|Ilo 10 tabnerok B [IBX /amomuHueBom Saucrepe.
[MBX/amomuuunesom daucrepe. [To 2 |[ITo 1, 2, 3 wumu 10 OaucrepoB BmecTe cC
6a1cTepa BMeCTe C MHCTPYKLHME(l MO | KHCTPYKLHEH [0  MPUMEHEHHIO B TaykKy
NPUMEHEHHIO B TAYKY KapTOHHYIO. | KAPTOHHYIO.

Complies as prescribed /
CootsercTByeT TpeOOBaHHAM

According to ND /
B cooTrsercTBuM ¢ H]]

Remarks : The Product conforms to ND /
IIpamedanne: IIpoaykT cooTBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
3akawuyenue: OJOBPEHO

Prepared by /IToarorosneno: | Checked by / IIpoepeHo: Approved by: Manager / Executive /
Pravesh Rana Santosh Kumar Maurya Onobpeno: Menemxep / Pykosonurens
=j @_ Amit Kumar Sl
b /5( i
Reprint Date / Reprint Date / Reprint Date / !

Jarta: 18.10.2024

Jara: 18.10.2024

Jlarta: 18.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Page 4 of 4 / Crp. 4 u3 4

Product : Nise tablets 100 mg
(Mpoagykr : Haiiz®, tabnetku 100 mr
Batch No / 1 V2402140 Batch Quantity / : 5000000 tablets /
Cepusa Ne O6bem cepuu 5000000 TabneTok
Analytical Report No / : 040002699253 Date of Analysis / . 18.10.2024
AHaguTHYecKHi oTueT Ne JlaTa ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2027
JaTa npousBoacraa TI'ogeH a0 (BkJ)

Analysis performed according to ND / Auanus nposegen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 / uzm.
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 or
28.09.2022)

Ne Test/Moxasaren, | Result/Pesyapraret | Specification/Hopma
12 | Storage conditions / Store protected from light below 25°C / B 3amuiieHHOM OT CBETa MECTE MPU TEMIEpaType
XpaHeHue He Brile 25°C

13 ‘_Shelf life / Cpox roaHoOCTH I3 years / 3 rozma

*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.
* AHanuz mo mokazaremo «MHKpOGHOIOrHYecKass YMCTOTa» MPOBOAUTCS IPOM3BOJHMTENEM TPH BBITYCKE MEPUOIMYECKH
(c UHTepBaIOM OHO HCIBITAHHE Ha 20 cepwii win He MeHee 1 paza B rox). [TokazaTens MoxeT OBITh He BKIOUEH B CepTHduKar
aHaaM3a (PUpMBbIL.

API name (INN) / A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14080510, NMS/14080511

Homep cepuu npouspoauteas A®C:

FP Manufacturer API Batch number /

Homep cepun cydcTanuuu npoussoanTtess I'JIMD:

FERAO00485, FERA00486

API Manufactured by & country / Aarti Drugs Ltd., India /

Iponzsoaurens APC, cTpaHa: Aaptu Hdpars JIta., Maaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [TponykT coorBeTCTBYET TpeboBanmsam HJI 3akmoyenne: OJOBPEHO
Prepared by /Iloarorogieno: | Checked by / IIposepero: Approved by: Manager / Executive /
Pravesh Rana ' Santosh Kumar Maurya @& Onobpeno: Meremxep / PykoBoaurenb

;i N
o Amit Kumar F(, LT

Reprint Date / Reprint Date / Reprint Date / v
Hata: 18.10.2024 Mara: 18.10.2024 Hara: 18.10.2024

Hyderabad - 500G24, Telangana, Indin
) 1, Email: mail@drreddys,com
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