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Product : Nise tablets 100 mg

IpoayxTt . Haiis®, tabnerku 100 mr

Batch No / : V2101636 Batch Quantity / + 25,00,000 tablets /
Cepusa Ne T O6bem cepun 25,00,000 tabneTok
Analytical Report No / : 890001549916 Date of Analysis / : 13.10.2021
AHaauTHYecKHi oTyeT No Jara ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

JaTa npou3BoACTBA Togen po (BKI)

Analysis performed according to ND / Anaauns nposeaen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Test / IToxazaTean Result/ PesyapTaTer | Specification / Hopma

1 |Description/ Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ >xenroBaTbiM
OTTEHKOM KPYTJIble ABOSKOBBITTYKIbIE TabIeTKN
C INIAAKOH IOBEPXHOCTHIO.

2 |Identification / Complies / CooTBeTCTBYET | The retention time of principal peak in the
IMoanuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>XUBaHHS OCHOBHOTO
n¥Ka Ha  XpOMATOrpaMMe  HCTIBITYeMOro
pacTBOpa MOKHO COOTBETCTBOBATH BpPEMEHH

yIep)KUBaHUs OCHOBHOI'O TyKa HA
XpoMarorpaMMme  pacTBopa  CTaHIapTHOTO
obpaszua HUMecynuia (pazmen

(fKOJTH‘{eCTBeHHOC onpeneneﬂne»)

3 | Average weialt and mass 308.9 mg/308.9 mr 310mg+5.0%/310 Mr+ 5,0 %

Elef(:;)m:)tyﬂ/o(cjf:lllv:lasls;:lacca Complies / CooteetctByer | 18/20 tablets —-NMT £ 5 %/
AHOPOA 18/20 Tabnerox — He 6onee = 5 %

2/20 tablets — NMT % 10 % /
2/20 tabnetok — He 6osee = 10 %

4 |Dissolution / PacTBopenue 97 %, 98 %, 98 %, 97 %, 98 %, Not less than 75 % (Q) of labeled amount of
95 % C13H12N>0s5S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
noMuHansHoro cogepxanus CisHipN2OsS
(HuMecyunm) yepes 45 MUH.

5 | Water / Boaa B 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Tpoaykt coorseTcTBYET TpeboBanusm HJJ 3axmogyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToAroTOBJIEHO: [IposepeHo: Onobpeno: Menemep / Pykopoaurenb
Pardeep Kumar ./ Himesh Kumar Ajay Sharma @L
Print Date / Print Date / Print Date /

Hata: 13.10.2021 Hata: 13.10.2021 Jarta: 13.10.2021
R Ce: 8-Z~ E 5, - oUUUSE, Telangana, inaia

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Nise tablets 100 mg

Mpoaykr : Haiiz®, tabnerku 100 Mr

Batch No / : V2101636 Batch Quantity / : 25,00,000 tablets /
Cepus No . ! O6bem cepuu 25,00,000 tabneTtok
Analytical Report No / : 890001549916 Date of Analysis / : 13.10.2021
AHagnTH4YecKHi oTuer No JlaTa ananu3za

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024

JaTa npou3BOACTBA T'ogen go (BK)

Analysis performed according to ND / Auanus nposeaen mo 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 ot 10.08.2020)

N Test / llokazaTean | Result / PesyabTaThl | Specification / Hopma ]
6 | Related substances / PogcTeennbie npumecn |
0, 0,
| Impurity A / lpumech A Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / TIpumMecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
| Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
i Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas
HengeHTHHUMpYyeMas
MIPHMEChH
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecen
7 | Uniformity of dosage units / 2.1 Acceptance value (AV) should be not more
OaHOpPOAHOCTD J03HPOBAHMS than 15.0 / [Tokasarens mpuemyieMocT (AV)
JnosokeH 6eiTh He Honee 15,0
8 |Microbial limits / MnKDoﬁnonom:eacas_l umcrora
a) Total aerobic microbial 15 CFU/g/ Not more than 1000 CFU/g/
count / O6mee 4McI0 15 KOE/r He 6onee 1000 KOE/r
a3pobHBIX MUKPOOPTaHHM3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obmee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TUIECHEBBIX
rpubos
¢) E. coli Absentin 1g/ Shall be absent in 1g /
OrcyrcrByer B It JomxHel oTcyTcTBOBaTE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [1ponykt cooTBeTcTBYET TpeboBanusM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotosneHo: IIpogepeHo: Onobpeno: Menenep / PykoBoAUTENb
Pardeep Kumar ‘t Himesh K&/’,’D Ajay Sharma
o —
Print Date / Print Date / Print Date /
Hata: 13.10.2021 Ilarta: 13.10.2021 Jlarta: 13.10.2021
REpisIared Ulice: 6-2-337, Road 10, 3, sanjara His, Hyderanad - 500034, 1elangana, maia
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Product : Nise tablets 100 mg

MpoaykT :  Haiiz®, tabnetky 100 mMr

Batch No / : V2101636 |Batch Quantity / 1 25,00,000 tablets /
Cepusi Ne : ) O6bem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001549916 Date of Analysis / : 13.10.2021
AHaanTHYeckuil oTueT Ne JlaTa aHaau3a

Date of Manufacture / : Sep.2021 Date of Expiry / ¢ Aug.2024

JaTa npoH3BOACTBA F'omen no (BKJI)

Analysis performed according to ND / Ananus nposesen mo HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)

N | Test / Hokasatens Result / Pe3yapTathl Specification / Hopma |
9 | Assay/ Koauuecreennoe 99.7 mg/99.7 mr Not less than 90.0 mg and not more than
onpejeieHHe 110.0 mg Ci3H;>N20sS Nimesulide in tablet /

Or 90,0mr mo 110,0mMr C;3H;2N->OsS

(uuMecynun) B Tabnerke
L

10 |Package / YmakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Tlo 10 Tabnerok B carton. / Ilo 10 Tabnetok B IIBX /

IBX/anromMunneB om 6nuctepe. Ilo 3 | amomunnesom 6nucrepe. Ilo 1, 2, 3 wm 10
6nucTepa BMECTE C MHCTPYKLHMEH Mo | ONIHMCTEpOB  BMecTe €  MHCTPYKLIHEW TO
NPHUMEHEHHIO B YKy KapTOHHYK. | IPUMEHEHHUIO B MaUKy KAPTOHHYIO.
11 |Labeling / MapkupoBka | Complies as prescribed / According to ND / B
CooTBeTcTBYET TpeOOBaHUAM B cootBercTeun ¢ HJ]
12 |Storage conditions / Store protected from light below 25°C / B 3AIMIIEHHOM OT CBETA MECTE TNpH
XpaHeHue TeMmeparype He Boiuie 25°C

13 |Shelf life / Cpox rogHocTu 3 years /3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: IIpogykr cooreTcTBYET TpeboBanusM HJI 3axawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[ToproToBneHo: IIpoBepeHo: Onobpeno: Menemxep / Pykosogurens
Pardeep Kumar { Himesh %—/’/ﬁ Ajay Sharma

Print Date / Print Date / Print Date /

Jara: 13.10.2021 Jara: 13.10.2021 Jata: 13.10.2021
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