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CERTIFICATE OF ANALYSIS
CEPTH®IIKAT AHAJIM3A

Page L of4/ Crp. 1 n3d

—— ——

Product : Nisc tablets 100 mg

HNponyxr  : Haila®, Tabreticn 100 mr o o L

{Batch No / : V2300904 :Batch Quantity / + 5000000 tablets /

Cepun Ne iOfrem cepiH - §OOOOOO’£36}1@WT_0K |
Analytical Report No / : 040001841013 ‘Date of Analysis / 1 25.05.2023 ]
AHAJHTHYECKHH oT4eT No _ ) ) Hata ananusa S

i Date of Manufacture / : Apr.2023 :Date of Expiry / 1 Mar.2026 |
Hara npOH3BOACTBA I"oneu oo ( BK‘..J‘I) J
Analysis performed accordmu to ND / Ananus npoBefen no HJ_I T1 NO12824/03-140119 (amf:ud Ne 1 from 08.06.2020 / ’
usm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020/ wam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / wam. Ne 3 oT |
28.09.2022)

Ne  Test/Ioxasarens Result / PesvabraTel Specification / Hinpua
1 Description / Onucanne Complies / CootserciByer Yellowish white round biconvex tablets with
smooth surface. / Benpie ¢ XeNTOBATEIM OTTEHKOM
KpPYT7ble JBOSKOBLITYKIBIE Tablerku c raaaxoii

RIOBEPXHOCTHIO.
2 Identification/ Complies / Coorsercrsyer  The retention time of principal peak in the
TlopnuuHOCTD chromatogram of test solution should correspond

to retention time of principal peak in Nimesulide

standard solution chromatogram under Assay /

Bpems ygmepxuBaHMsA OCHOBHOTO IMKa Ha

XPOMATOrPaMME HCTIBITYEMOrO PACTBOPA HOJDICHO

COOTBETCTROBaTh  BPEMEHH  YAEpKUBaHUA

OCHOBHOTO IHKa Ha XPOMATOrpamMMe pacTsopa
! craHOapTHoro ofpasna Humecyauaa (paspen
i «KonuvecTBeHHOE Onpesenenuen)

3 Average weight and mass 308.4 mg/308.4 mr 310 mg+50%/310Mr+50%

tfocatily £ CHemMRE HaRcH Complies / CooTsercrsyer  18/20 tablets —NMT £ 5 % /
M ORHOPOREOCTE Mattol 18/20 Tabnerok — te Gonee + 5 %

2/20 tablets —-NMT £ 10 % /
2/20 Tabnetoxk — ne Gonee = 10 %

4  Dissolution/ PacTeopenue 97 %, 97 %, 95 %, 97 %, 98 %,  Not less than 75 % (Q) of labeled amount of

98 %, Ci3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) or HoMuHanbsHoro
copepxanna CisHiaN2OsS (Humecynun) uepes

45 MuH.
| Remarks : The Product conforms to ND / o | Conclusion : APPROVED / i
Hpumeuanire: [IpogyKT COOTBETCTBYET Tpeﬁosam_agrti__ HJT 3axauenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloproTosneHo: Ankii - [Tposepero. Himesh Kumar Opobpeno: Menemwxep / Pykoraiiiciib
A —~ ] R Manoj Kumar v
| Reprint Date / Reprint Date / Reprint Date / o
| Mara: 25.05.2023 Jara: 25.05.2023 | Mara: 25.05.2023
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Product  : Nisc tablets 100 n;g S - - o
Opoayxr @ Haiis®, rabrerxy 100 mr _ ) o R
Batch No / : V2300904 Batch Quantity / + 5000000 tablets /
iCepus Mo O6bem cepun 5000000Ttabnerox
!Analytlcal Report No / : 040001841013 " Date of Analysis / : 25.05.2023
iAHasHTHYecKu it oTueT Ne Hara anasusa _
Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026
HJata nponzsoicTsa B roneﬂ Do (BrJI) |

Analysis performed accordmg to ND / Asanus nposenen no HJI; 1 NO12824/03-140119 {amend Ne 1 from 08. 06.2020/ !
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020, amend Me 3 from 28.09.2022 / nam. Ne 3 ot

28.09.2022)

Ne Test / Iloxazaress T Resulthégy;lft.}:g_[gg_‘_ S Spgglﬁcatwn/ﬂopma )

5  Water/Boaa i 33% Not more than 6.0 % w/w / He 6onee 6,0 %

i
§
i
i
i
i

6 'Related substances / Pomcraentinie HEHMECH o _
[ Impurity A / Tpumecs A Below LOQ (LOQ = 0.0057 %)/ NMT 0.20 % / He Gonee 0,20 %
Huke npenena KOJIHYECTBEHHOTO
onpenenenns (ITKO = 0.0057 %) |
i Impurity B / [Tpumecs B 0.03% NMT 0.20 % / He Gonee 0,20 %

Impurity C / [Ipumecs C Not detected / He ofHapyxena NMT 0.20 % / He Gonee 0,20 %
: Impurity D / Mpumecs D Below LOD (LOD = 0.0049 %)/  NMT 0.20 % / He Gonee 0,20 %
| Husxe npenena obnapyskenns (10 = |
0.0049 %) g
Impurity E / ITpumecs E . Not detected / He oGHapyxeHa 'NMT 0.20 % / He Gonee 0,20 %
Impurity F / I'lpumecs F l Below LOD (LOD = 0.0045 %)/ NMT 0.20 % / He 6onee 0,20 %
' Hwxe npenena obnapyxenns (110 =
i | 0.0045 %)
. Any unknown individual Below LOQ (LOQ = 0.0143 %)/ NMT 0.20 % / He 6onee 0,20 %
| Himpurity / Exusimanas Huxe rnipefiena KOJHYECTBEHHOTO
i Hememucbuuupyemaﬂ onpenenerus (ITKO = 0.0143 %)
' ipuMecs .
 Total impurities / Cynmma 0.03 % NMT 1.5 % / He 6oznee 1,5 %
nprmMecei
[Remarks : The Product conforms to ND / Conclusion : APPROVED / o
Ipumeyanne: IIponykr coorsercTaveT Tpebopannam HJ 3axmoueane: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Tloaroroeneno: Ankit [Tposepeny: Himesh Kumar Ono6peno: Menemxep / Pykosouiie 211
. Manoj Kumar v )
i v vy
Reprint Date / T "| Reprint Date / ‘Reprint Date / T
Hara: 25.05.2023 Hara: 25.05.2023 . Jata: 25.05.2023 .
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CERTIiFICATE OF 3MALYSIS
CIPTHOUKAT AH A HI3A

Page3of 4/ Crp. 3 34

Product . Nise tablets 100 r;é i
Mpoavsy ¢ i TabneTkn 100 mr o L L

| Batch No / 1 V2300904 ‘Batch Quantity / . 5000000 tablets /
Cepa No — e o Ofnem cepun - ﬂOOOO_()TﬁieTEE B _J
Analytical Report No/ : 040001841013 Date of Analysis/ 1 25.05.2023 i
J}Hangﬂt_qecxuii oryeT Ne I Jlara aHaqvza L j
'Date of Manufacture / : Apr.2023 Date of Expiry / : Mar.2026 |

JEuia gponssogersa N o |YoneHno(mwa) it
| Analysis performed according to ND / Ananus nposenes no HA: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020/
!HSM, Ne 1 oT 08.06.2020, amend Ne 2 from 10.08.2020 / uam. N 2 ot 10.08.2020, amend No 3 from 28.09.2022 / u3m. Ne 3 ot

128.002027)

N S S == R SR S -

Ne Test / [ToxasaTens " Result/ PesynpTaTh! ) Spgciﬂ«_:iition / Hopma
7 Uniformity of dosage units / 32 ! Acceptance value (AV) should be not more than
i OoHOPOAHOCTE XO3MPOBAHHH 15.0 / Noxasarens npuemiemoct (AV) nonxKer

6bITh He Goaee 15,0

8  Microbial limits* / Myspoii1000rHueckas YHeToTa™

-a) Total aerobic microbial NA Not more than 1000 CFU/g/ I
i count / OBuee wucno He donee 1000 KOE/r i
a3poBHBIX MHKPOOPraHH3IMOB

b) Total combined yeastsand T NA Not more than 100 CFU/g / ‘

‘ ,mould count / Obwee uncno .He Gonee 100 KOE/r |
3 | IPOMGKEBBIX H TLIECHEBBIX j
‘ rpubor i !

¢)E.coli o ' h T NA Shall be absent in 1g / - S - i

i HomiHel OTCYTCTBOBaTE B 1 1
i 9 Késay / KonuuecTBeHHOE 1 995 mgf 99.8 mMr ™ Notlessthan 90.0 mg and not more than 110.0 mé
| onpeaenenne C;3H2N:0sS  Nimesulide in tablet /

(Ot 90,0mr  mo  110,0mr  Ci3H;pN20sS:
(uumecynun) e Tabnerke :

10 Package/ Ynakoska 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet blisters and patient information leaflet in a carton.
in a carton. / ITo 10 tabnetox B / Ilo 10 Tabnerox B IIBX / amoMHHHEBOM

TIBX/amomunueBoM Gnucrepe. ITo 2 6ancrepe. [lo 1, 2, 3 unu 10 Givctepos Bmecte ¢
 Gaucrepa BMecte ¢ HHCTpYKUHEH 110 WHCTPYKUMEH 10 [pHUMEHEHHIO B  MAYKY
| NPUMEHEHHEO B 1AYKY KADTOHHYIO.  KApTOHHYIO.

i Remarks The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanne: [IpoaveT cooTaercTYCT THCOUBAHNAM HOI 3aknwuenne: O/I0OLPFHO N
Prepared by / Checked by / Approved by: Manager / Executive /
[Toprorosneno: Ankit ) IMposepeno: Himesh Kumar Onobpeno: Menempxep / Pygosomrmenb
/ 5 ‘_ Manoj Kumar I
Reprint Date / Reprint Date / T Reprint Date /
Hara: 25.05.2023 Hara: 25.05.2023 Aara: 25.05.2023 -
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CERTIFICATE OF ANALYSIS
CEPTU®1ix \T AHAJIM3A

Paged of 4/ Crp. 4 us 4

E’gdu_g T i Nisetablets 100mg ' ) ) T
Hpoayxr @ Hais®, rabnerkn 100mr e . . B

Batch No / : V2300904 Batch Quantity / 1 5000000 tablets /

Cepus Ne O6bem cepun 5000000tabnerok
Analytical Report No/  : 040001841013 "~ Date of Analysis / : 25.05.2023 B
AvanuTuuecknii oryer No . },Ila}*a aganmuza N :
‘Date of Manufacture / T Apr.2023 Date of Expiry / : Mar.2026 B
Hara nponseogcrea L ITonen o (sia)

! Analysis performed according to ND / AI-I-‘:;;HS};‘[)OBGRQH no HJ: TTN012824/03-140119 {amend Ne 1 from 08.06.2020 /
naM. 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
128.09.2022)

11 Labéling / MapkupoBxa Complies as prcécn‘lﬁéd P According to ND /
, Cootaerctryer TpeSoranuam . B cootrercraun ¢ HJ
. 12 ;Storagémbanditionsi B " Store protected from light below 25°C / B sawmmenHom OT cBeTa Mecte npH
i | Xpanenne . Temreparype se Boilte 25°C

13 ' Shelf life / Cpox rognoct (3 years / 3 roga

*The manufacturer performs the “Microbiological Limits” test at release periodicaliy (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.

*  Aunanuz o MOKa3zaTeno ((MHK]JO6HOJ’IOI‘H‘IEC!(&R HUCTOTAa» TIPOBOUMTCH NPOU3IBOOUTENEM NpH  BbIMTYyCKE NEepHoIHYECKH
(c nuTepBanom onHo wcniTanue Ha 20 cepuit unu He Menee | pa3a B roz). ITokasarent MOXeET ObiTh HE BKIIOYEH B Ceprudukar
AHATHM32 MBIl

 APIname (INN)/ A®C (MIOH):

"l N_i_gef;u}ide / HHMeéy_ﬁﬁng L

API manufacturer batch number / NMS/13030249, NMS/13030250
Homep cepun nponssoxurens APC: T L .

' FP Manufacturer API Batch number / | FEQA00137, FEQA00138

_Homep cepun cv6eTanmuu npoussomurens [IM: o o R o

Aarti Drugs Ltd., India /

| API Manufactured by & country / Aaptu [pars Jtn,, Hanus
Hpounssopurens ADPC, crpana:
[ Remarks : The Product conforms to ND / Conclusion : APPROVED / ;

Hpumedanue: poaykr cootBercrByeT Tpebosanusam HJT 3axmouenne: OJIOBPEHO |

! Prepared by / Checked by / Approved by: Manager / Executive / i
i TloxroroBneHo: Ankit IIporepeno; Himesh Kumar Onobpero: Menemkep / Pykosotiriens

A ‘ ! Manoj Kumar v o .

Tivm¥

i -

Reprint Date / T Reprint Date/ Reprint Date /
MHara: 25.05.2023 | Jlara: 25.05.2023 Jara: 25.05.2023
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