Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Page 1 of3/Crp.1mu33

Product : Nise tablets 100 mg
Hpoaykr  : Haiiz®, tabnerku 100 Mr
Batch No / : V2101069 Batch Quantity / + 25,00,000 tablets /
Cepus Ne Ob6bem cepuu 25,00,000 tabnerokx
Analytical Report No / : 890001530353 Date of Analysis / 1 24.06.2021
AHaJHTHYECKHI oTUeT N2 Jara ananusza
Date of Manufacture / ¢ Jun. 2021 Date of Expiry / : May. 2024
JaTa npouspoacrpa TI'oaen go (BKY)
Analysis perfunmed accvrding tv ND / Ananus upusepen no HJL: TT11N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

| Ne Test / Ilokazatenn Result / PesynbTaThl Specification / Hopma

| 1 |Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Bemble ¢ kenToBaThiM
OTTEHKOM KPYTJIble JBOSKOBBINYKJIbIE TAGNETKH
C MIaAKOH MOBEPXHOCTHIO.

2 |Identification / Complies / CooTeercTBYET The retention time of principal peak in the
HomnuHHOCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepXHBaHHS OCHOBHOIO
nuva WA YPOMATOTPAMME  HCTILITYSMOIQ
NARTRANA  TINTHN CANTRETATRARATR  RNPMAHT

yIAEPIKUBAHUS OCHOBHOTO nHKa Ha
XpoMaToTpaMMe  pPacTBOpa  CTAHAAPTHOrO
obpazua HUMeCYHAa (pazpmen

«KonnuecTBeHHOE OTIPEIETICHHEY)

3 | Average weight and mass 312.7mg/312.7 mr 310 mg+5.0%/310mMr£5,0%

zlz)lf(;rom(l)tyﬂlo(cff:i::as:;::acca Complies / CooTBercrByer 18/20 tablets ~NMT £ 5 %/
AHOPOL 18/20 Tabnerok — e Gonee £ 5 %

2/20 tablets ~NMT £ 10 %/
2/20 Tabnerok — He Gosee = 10 %

4 | Dissolution / PacrBopenue 90 %, 91 %, 91 %, 91 %, 94 %, Not less than 75 % (Q) of labeled amount of
99 % Ci13H12N20s58 nimesulide is dissolved in 45
minntes / He Menee 75 % (Q) ot
HomuHasnsHOro conepxkanus Ci3HjaN>OsS
(anmMecynum) yepes 45 MHH.

5 Water / Boga 28% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Tponykr coorBeTcTBYET Tpedosanusam HJ| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[HoarorosneHo: IIporepeHo: Onobpeno: Menemxep / PykoBoauTens
Pardeep Kumar Himesh W Amit Kumar /\

E) = f
- . ‘, /
Print Date / Print Date / Print Date /
Hata: 24.06.2021 Rooigiaral @@23222419539“241% 2_Daopigea Lille u,ﬁ&qa’l;gl: %Z{*nQ@zQ%ITﬂA;,
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Page2of3/Crp.2 u3 3

Product : Nise tablets 100 mg
IpoayxT :  Haiiz®, tabnetku 100 mr
Batch No / : V2101069 Batch Quantity / ¢ 25,00,000 tablets /
Cepusi Ne Oo6Bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001530353 Date of Analysis / 1 24.06.2021 '
AHAJINTHYECKHI oTUYeT Ne JlaTa ananusa
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
JlaTa npousBoacTBa T'omen mo (BK)
Analysis performed according to ND / Ananns nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020)

Ne Test / IloxazaTenn | Result / PesyabTaThl | Specification / Hopma ]
6 | Related substances / PoacTeenHble npumecn

Impurity A / Ilpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %

Impurity B / 1ipimoor 13 0.02% NMT 0.20 % / 1le Guaee 0,20 Y6

Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6osee 0,20 %

Impurity D / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %

Impurity E / TIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %

Topnoily T Tlwmeee T MNut Duliadual ML 02U Yo /' HE BONBO U,.LU Yo

Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %

impurity / ExsHuuHas
HeUJIRHTU M Mpy e Mas

pUMech
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 1.9 Acceptance value (AV) should be not more
OaHopOAHOCTE 103HPOBAHHS than 15 00/ Tokazarens npuemneMoctd (AV)

JlomkeH OuiTh He Goee 15,0

8 | Microbial limits / Muxpotuoaornueckas YMCTOTa

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

count / Ob1ee uyucso Menee 10 KOE/r He 6onee 1000 KOE/r

a3pOOHbBIX MUKPOOPIraHU3MOB

F) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /

mould count / O6iee yucso Menee 10 KOE/r He 6osee 100 KOE/r

IPONOKEBBIX H MIIECHEBBIX

rpubos

'c) E. coli Absentin 1g/ Shall be absent in 1g/ ]

OrcyTcTByeT B Ir JomxHel oTcyTcTBOBaTH B 1 T

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITpoaykr coorBercTByeT TpeOboBanusm HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
INoarorosnexo: IIpoeepeno: Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar (L Himesh Kumar ! ~ Amit Kumar /\/”\
Print Date / Print Date / Print Date /
HaTa: 24062021 DRoaictors ("gg'la.ﬁ?z'ﬂ-iqgngzAl\Tn 2 Daoniasa LIl I-I: 1@?1:‘1;%‘ 2(%1’\0)67'2Q271Tw4;n
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 3 of 3/ Crp.3 n3 3

Product Nise tablets 100 mg
Ipoayxr Haiiz®, tabnerku 100 mr
Batch No / : V2101069 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O0nem cepun 25,00,000 TabneTox
Analytical Report No / : 890001530353 Date of Analysis / : 24.06.2021
AHanuTHYecKHUil oTyeT Ne JaTta aHanu3a
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2024
Jata nponsBoacrea T'ogen o (BK)
Analysis performed according to ND / Anasnus nposegen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08. 2020)

[ N Test / IlokazaTean Result / PesyanTathbi Specification / Hopma
9 |Assay/KonunuectsenHoe 100.3 mg/ 100.3 mr Not less than 90.0 mg and not more than
omnpeje/ieHne 110.0 mg C,3H;>2N>0sS Nimesulide in tablet /
Or 90,0mMr o 110,0Mr Cp3HjnN2OsS
(HuMecynun) B TabneTke
10 |Package/ Ynakobka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
hlisters and patient information leaflet | blisters and patient information leaflct in a
in a carton. / ITo 10 rtabnerox B|carton. / Ilo 10 Tabnerok B IIBX /
IBX/amomunuer oM Gnucrepe. Io 3 | amoMUHHEBOM 6nuctepe. Ilo 1, 2, 3 umu 10
GaKcTepa RMECTe € HIIGTRYKTIHRH Nin | ATMCTCPOR  BMCCTC € MHCTPYELMei  no
NPUMEHEHUIO B NNAYKy KAPTOHHYI0. | IPUMEHEHHIO B [1aUKy KAPTOHHY!O.
11 |Labeling / Mapxupogka Complies as prescribed / According to ND /
Cootsercteyet TpeboBaHHAM B coorrercTRIn ¢ HJT
12 | Sturage cunditivns / Store protected from light below 25°C / B sammuwenHoM oT cBeTa Mecte npw
Xpanenue TeMIeparype He Bolie 25°C
13 | Shelf life / Cpok rogaocTn 3 years /3 ronma

Remarks : The Product conforms to ND /

Ipumeuanne: [IpoaykT cootBeTcTBYET TpeboBaHMsIM HJT

Conclusion : APPROVED /
3axiaouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Iloaroroenexo: IIpoBepeHo: OnobpeHo: Menemxep,/ PykoBonuTens
Pardeep Kumar ﬁ Himesh Kumar l —~. | Amit Kumar ‘ﬁj

Print Date / Print Date / Print Date /

Jlara: 24.06.2021 | Jerai 24062020 o | Tlar 24060001
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