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Product : Nise tablets 100 mg

[poayx®  : Haiiz®, tabnerku 100 Mr

Batch No / : V2101639 Batch Quantity / : 25,00.000 tablets /
Cepust N2 Obbem cepiin 25,00,000 TadneTok
Analytic 2l Report No / : 890001552638 Date of Analysis / 1 26.10.2021
AHAIUTHYeCKHIT oTueT No JlaTa anaamsa

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

JlaTa npOMzBoacTBA T'ogen po (BKN)

Analysis performed according to ND / Ananus nposeaen no HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
uzm. No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test/Ilokasarenn | Result / PesyabTaThl | - Specification / Hopma

1 | Description / Onucanue Complies / CooTBercTBYyET Yellowish white round biconvex tablets with
smooth surface. / bBenble ¢ KenToBaThIM
OTTEHKOM KpPYrJible JBOSIKOBBIMYK/ble TAONETKH
¢ IaKoH MOBEPXHOCTBIO.

Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IHOHHHHHOCTB chromatogram of test solution should
| correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yaepK1BaHHs OCHOBHOIO
NMKa HAa  XpOMArorpaMMe  HMCHBITYEMOTO
pacTBopa NOJDKHO COOTBETCTBOBATbL BPEMEHH
yIOePKUBaHUS OCHOBHOTO HKa Ha
XpomaTorpaMme — pacTBopa  CTaHAapTHOTO
obpazua HUMeCYTuaa (pazgen
«KonnyecTBeHHOE ONpeneneHHe»)

[ ‘

3 [Average weight and mass | 309.5 mg/309.5 Mr 1310 mg+5.0% /310 Mr£5,0%

::sz(:lr()m:)tyﬂ/offfi:';::acca Complies / CoorBeTcTBYET 18/20 tablets —NMT + 5 %/
AHOPOR 18/20 Tabnerok — He Gosiee £ 5 %

2/20 tablets — NMT £ 10 %/
2/20 Tabnetok — He Gonee £ 10 %

4 Dissolution / PacTBopenue 100 %, 99 %, 97 %, 99 %, 99 %, |Not less than 75 % (Q) of labeled amount of
100 % C13H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbsHoro coxepxanus Ci3H|2N->OsS
(aumecynun) yepes 45 MUH.

5 | Water/ Boaa 3.2 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3axmwouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Hogrmoanerfo: IIpoBepeHo: Onobpeno: Menemxkep / PykoBopuTens
Kajal © |} Pardeep Kumar Vi Manoj Kumar -~

VP e (ol

e

Print Date / Print Date / Print Date /
Hara: 26.10.2021 Hara: 26.10.2021 Hara; 26.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4530 2900, Fax: +91 40 4800 2699, Email: mail@arreddys.com
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www.drreddys.com
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Product Nise tablets 100 mg
Tpoayk® Hai3®, tabnerku 100 mr
Batch No / : V2101639 Batch Quantity / : 25,00,000 tablets /
Cepnst N2 O6bem cepun 25,00,000 Tabnerox
AnalyticalReport No / : 890001552638 Date of Analysis / : 26.10.2021
AHaIMTHY%CKHIi oTyeT No Jara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa npOW3BOACTBA Foren g0 (BK)
Analysis performed according to ND / Auanus nposenen no HJ: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 or 10.08.2020)

CNe |

" Test/ IokazaTen |

Result / PesyabTaTbl

Specification / Hopma

6 |Related substances / PoncTBeHHBIe npumecH

OAHOPOAHOCTH T03UPOBAHUS |

I'I_mpurity A/ Ilpumecs A 0 01%_ NMT 0.20 % / He 6ounee 0,20 %
Impurity B/ ITpumecs 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 / Ilpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / TTpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tlpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunuunas .

HenneHTUbHIKpyemMas
[IpUMECh
Total impurities / Cymma 0.02 % NMT 1.5 % / He 6onee 1,5 %
npumecei |
7 | Uniformity of dosage units / | 2.6 Acceptance value (AV) should be not more

than 15.0 / [lokazarens npuemiemoctu (AV)
JoykeH 6Tk He Gonee 15,0 |

8 | Microbial limits / Muxpo6uosornieckas 44cToTa

a) Total aerobic microbial
count / Obmee yucno
a3pOBHBIX MUKPOOPTraHH3MOB

rpu6os

'b) Total combined yeasts and
mould count / Obuiee uncno
IPOMOKEBEIX U TNIECHEBBIX

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/T

¢) E. coli

Absentin 1g/
OtcytcrByer B 1r

Shall be absent in 1g/
JIOJKHBI OTCYTCTBOBaTE B 1 T

Remarks : The Product conforms to ND /
Ipumeuanne: Ipoaykr coorsercTByeT Tpedosanusm HII

Conclusion : APPROVED /
3axaouenne: OJIOGPEHO

Prepared by /
IlogroroBneHo:

Kajal Mg\ok&

Checked by /
IIpoBepeHo:
Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxkep / PykoBoauTens

Manoj Kumar ;

Print Date /
Jara: 26.10.2021

Print Date /

Hara: 26.10.2021

Print Date /
Jara: 26.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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Product : Nise tablets 100 mg
Mpoayx®  : Halis®, tabnerku 100 mr
Batch No/ : V2101639 Batch Quantity. / : 25,00,000 tablets /
Cepusa N2 O6Bem cepuu 25,00,000 TabneTok
AnalyticalReport No / : 890001552638 Date of Analysis / 1 26.10.2021
AHaguTHY%eckuii oTuer Ne HJaTta ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2024
JlaTa npO3BOACTBA Tomen o (BK.)
Analysis performed according to ND / Ananu3s nposeaen no HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
w3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | ~ Test/ IoxasaTeb ~ Result/ Pe3ysibTaThl Specification / Hopma_
9 | Assay / KonrnuecTBenHoe 99.5 mg/99.5 Mr Not less than 90.0 mg and not more than
onpeaesieHne 110.0 mg C3H;2N>0sS Nimesulide in tablet /

Or 90,0mr gmo 110,0mMr Ci3Hi2N2OsS
(uumecynun) B TabneTke

10 |Package / YnakoBka 10 tablets in PV C/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. / TTo 10 Tabnerok B|carton. / Ilo 10 Tabnetox B IIBX /
[IBX/amomunuer oM Giuctepe. To 3 | anromunnerom 6nucrepe. Ilo 1, 2, 3 wiu 10
faucTepa BMECTE C MHCTpYKLMEH 10 | 6IMCTEpOB  BMECTE € MHCTpYKLuMeH o
NPUMEHEHHIO B Na4Ky KapTOHHYIO. | TPUMEHEHHIO B MA4Ky KapTOHHYIO.

11 LZIEng/MapKupOBKa Complies as prescribed / According to ND /
CooteercTBYeT TpeOOBaHUAM B coorsercteuu ¢ H]
12 Storage conditions / Store protected from light below 25°C / B 3alMILEHHOM OT CBETa MecTe MpH
XpaHenue Temmeparype He Boiule 25°C

13 | Shelf life / Cpox roasoctu 3 years/ 3 ropa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooteTcTBYeT TpeboBanusm H/L 3axiawuenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarotoBmnexo: ﬂ IIpoepeno: > Onobpeno: Menemxep / PykoBoautens
Kajal 0, Pardeep Kumar (\l; Manoj Kumar

N\ ~— gl
Print Date / Print Date / Print Date /
Hata: 26.10.2021 Hara: 26.10.2021 Jlata: 26.10.2021
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