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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJTN3A
Page1of3/ Crp. 1133

Product : Nise tablets 100 mg
IpoayKT :  Haiia®, Tabnerku 100 mr
Batch No / 1 V2200496 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06beM cepuH 25,00,000 tabnerok
Analytical Report No / : 890001581437 Date of Analysis / : 29.03.2022
AHasuTHuecKuii oTyeT No JaTa ananusa
Date of Manufacture / : MAR.2022 Date of Expiry-/ : FEB.2025
JlaTa npou3BoOACTBA Topen go (BK)
Analysis performed according to ND / Ananus nposegen mo HJI: 11 NO012824/03-140119 (amend Ne 1 from 08.06.2020 /
]£3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3am. Ne 2 ot 10.08.2020)

[NQ Test / Iloxazaresb Result / PesyanTaThbi Specification / Hopma

| 1 |Description/Onucanue Complies / CooTBETCTBYET Yellowish white round biconvex tablets with
smooth surface. / bensle ¢ KEITOBATBEIM
OTTEHKOM KpYTJible ABOSKOBBIITYKIIbIE TabIICTKHU
C IIAJIKOW MOBEPXHOCTBIO.

2 |Identification / Complies / CooTBETCTBYET The retention time of principal peak in the
TogHHHOCTSH chromatogram  of  test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpema ynepKuBaHHs OCHOBHOTO
MMKa Ha XpOMAToOrpamMMe  HCIBITYEMOTO
pacTBopa JOJDKHO COOTBETCTBOBaTh BPEMCHH
yAepKUBaHHUA OCHOBHOTO nuKa Ha
XpoMarorpaMme  pacTeopa  CTaHIapTHOTO
obpasua HIMECYTiAa (pasmen
«KOMMuecTBEHHOE ONpelieneHHe)

3 | Average weight and mass 309.3 mg/309.3 Mr 310 mg+5.0% /310 mr+5,0%

Elgf?{r;n:)tyéofﬁfﬁatixacca Complies / CooTBETCTBYET 18/20 tablets — NMT + 5 %/
AHOPOA 18/20 Tabnetok — He Gonee £ 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnetox — He 6onee = 10 %

4 | Dissolution / PacTBopeHHe 95 %, 93 %, 95%, 96%, 96%, 93 % | Not less than 75 % (Q) of labeled amount of
C3H12N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
nomunansHoro cogepxanns CryHpN20sS
(HuMecyTina) 4epes 45 MUH.

5 |Water/Boaa 34 % Not more than 6.0 % w/w / He Gonee 6,0 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ipumeuanne: [IpOIyKT COOTBETCTBYET tpeGosanuam HJL 3akmouenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TToAroTOBJIEHO: ITposepeno: Himesh Kumar Opobpeno: Menexep / PXKDBO}IHTEH[}
Ankit . Pavan Kumar Sharma ©
Print Date / Register=d Dl?‘l_‘intSD’ate / B 0.3, Banj Hills, Hyd Prirllt Pate 4 H Ind

ad|Office: 8-2-33 A . 3, Banjara Hills, Hydarabad - | 124, Kelaagana, India
'B‘aTa: 29032022 T@Tﬁwii 401 -1nJ-1qnn 2004 £ .—l“[an! %ng:ﬂ?i :b;"&n‘?‘il
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Jlata npoH3BOACTEA

Tonen g0 (BKa)

CEPTH®HKAT AHAINU3A
Page 2 of 3/ Ctp. 2 m33

Product Nise tablets 100 mg
IMponyxkt Haiiz®, Tabnerxy 100 Mr
Batch No / : V2200496 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6Lem cepuH 25,00,000 TabneTok
Analytical Report No / : 890001581437 Date of Analysis / : 29.03.2022
AHAJINTHYECKHMH OTUET Ne JlaTa aHaiu3a
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Analysis performed according to ND / AHaniu3 npoBeaeH Mo
sam. Ne 1 o 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 o1 10.08.2020)

HA: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /

N Test / lloxazaTenn | Result / PezyapTaThbl | ~ Specification / Hopma ]
6 |Related substances / PoacTsenHpie npuMecH -
Impurity A / ITpumecs A Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / TIpumecs B 0.01% NMT 0.20 % / He Gonee 0,20 %
Impurity C / ITpumecs C Not Detected NMT 0.20 % / He 6osee 0,20 %
Impurity D / TIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tipumecs E Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity F / TIpumece F oiPEEeted NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EqnunyHas
HeugeHTuduIMpyemas
npuMech
Total impurities / Cymma 0.01% NMT 1.5 % / He Goxee 1,5 %
npumMece
7 | Uniformity of dosage units / 22 Acceptance value (AV) should be not more
OxHOPOAHOCTH A03UPOBAHHUA than 15.0 / [TokazaTens npueMuieMocTu (AV)
| |JZ[OII)K6H 6biTh He 6oree 15,0
8 |Microbial limits / MuxpoGuosornuecias 1ucrora - ]
a) Total aerobic microbial Less than 10 CFU/g/ [Not more than 1000 CFU/g/
count / Ob1ee Y1ciIo Memnee 10 KOE/r He 6onee 1000 KOE/r
aspo6HBIX MUKPOOPTaH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O61mee Ynucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOYOKEBBIX W IUIECHEBBIX [
rpubos
¢) E. coli Absent / Shall be absent in 1g/
| OtcyTcTByeT JIOMXHBI OTCYTCTBOBATE B 1 T B

Remarks : The Product conforms to ND /

Ipumeuanue: [poayKT COOTBETCTBYCET rpebosannsam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

IToarOTOBJIEHO: ITposepeno: Himesh Kumar Ono6peno: Meremxkep / PXKOBO,D,I-iTEJ‘]b

Ankit y — Pavan Kumar Sharma |} =5
((/_] Q:,X/—/ e S

Print Date / Print Date / Print Date /

Jlama: 20.03.2022 _ Regstered it ponate. > Saniere il Hydeyalpd 203G pEana, 1o
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CERTIFICATE OF ANALYSIS
CEPTUHOHUKAT AHAJIM3A

Page3 of3/Crp.3m33

Product Nise tablets 100 mg

Ilpoayxr Haiiz®, tabnetxu 100 Mr

Batch No / : V2200496 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001581437 Date of Analysis / : 29.03.2022
AHanHTHYeCKHii oTYeT No JlaTta ananusa

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

Jlata npoH3BoACTBA Tonen po (BXuI)

Analysis performed according to ND / Ana/in3 npoBefed no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020. amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

[ N Test / [loka3aTeanb Result / Pe3yibTaThl | Specification / Hopma '
9 | Assay/ Koju4ecTBeHHOE 99.0 mg/ 99.0 mr [Not less than 90.0 mg and not more than
onpeaenenne 110.0 mg Ci3H2N>OsS Nimesulide in tablet /
Or 90,0mr go 110,0wMr C13H2N-0OsS
(numecynin) B Tabnetke
10 |Package/ Ynaxkoska 110 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / [lo 10 Tabnerox B|carton. / Ilo 10 Tabnerox B TIBX /
[IBX/anomunnes om 6nmctepe. ITo 3 | amomnuuesom Gmucrepe. Ilo 1, 2, 3 wm 10
GnucTepa BMecTe ¢ MHCTpYKIHeH no | Gimcrepos  BMeCTe € UHCTpYKUMed 1o
MPUMEHEHHUIO B NIA4Ky KAPTOHHYIO. | IPUMCHEHUIO B Ma4Ky KapTOHHYIO.
11 | Labeling / MapxupoBKka Complies as prescribed / According to ND /
CooTeeTcTBYeT TpeboBaHHUAM | B cootserctud ¢ HJI
S —— | |
12 |Storage conditions / Store protected from light below 25°C / B 3aillMlieHHOM OT CBETa MECTC IpH
Xpanenue Temreparype He Bblme 25°C
13 | Shelf life / Cpok rogHocTd |3 years / 3 rona
|

Conclusion : APPROVED /
3akmouenue: OJOGPEHO

Remarks : The Product conforms to ND /
IIpumeuanue: [[pOAYKT COOTBETCTBYET rpeboBannam HJT

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBnieHO: ITposepeno: Himesh Kumar Opnobpeno: Menemxep / PXE{CIBO,D,HTGIIb
Ankit Pavan Kumar Sharma R
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