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Product : Nise tablets 100 mg
IMpoaykr  : Haiis®, Tabnetkn 100 mr
Batch No / 1 V2300470 Batch Quantity / : 5000000 tablets /
Cepusa No O61em cepun 5000000Tabnerok
Analytical Report No / : 890001652131 Date of Analysis / : 23.03.2023
AHAJHTHYECKHIi oTyeT No JlaTa ananusza
Date of Manufacture / : Feb-2023 Date of Expiry / ¢ Jan-2026
JlaTa npousBojcrea I'ozen no (Bka)
Analysis performed according to ND / Ananus nposeaen mo HJI: I1 NO12824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

| N | Test / Tlokasarens Result / PesyabTaTbs Specification / Hopma i

1 | Description / Onucanue Complies / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ kenroBaThim
OTTEHKOM KPYTJIblE ABOSIKOBBIIYK/IbIE TaONETKU
C I1aZIKOH MOBEPXHOCTHIO,

2 |Identification / Complies / CooTBercTBYET The retention time of principal peak in the|
' Hoanuunocts chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yznepskHBaHHs OCHOBHOTO
OMKa Ha  XpPOMaTorpaMme  HCIBITYEMOrO
pacTBopa JO/KHO COOTBETCTBOBATH BPEMEHH

yIepXKUBaHUs OCHOBHOTO n1Ka Ha
XpomMarorpaMMeé  pacTBOpa  CTaHJapTHOTO
obpasua HUMECYTH1a (pazmen
«KonuyecTBeHHOE onpeneneHme»)
3 | Average weight and mass 3122 mg/312.2 mr 310mg+5.0% /310 Mr+5,0%
uniformity / Cpeausin macca 18/20 tablets — NMT % 5 % /

H OJHOPOXHOCThL MACChI ~
P 18/20 Tabnerok — He Gonee + 5 %

2/20 tablets — NMT + 10 %/
2/20 TabneTok — He 6osee + 10 %

4 |Dissolution / PacTBopenne 100 %, 101 %, 101 %, 99 %, 100 %, |Not less than 75 % (Q) of labeled amount of
100 %, Ci3H2N>OsS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMUHaJbHOTrO coaepxanus C3H;2N-OsS
(HuMecynun) uepes 45 mMuH.

[ |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: [IpoaykT coorsereTByeT Tpeboanism HJJ 3akmouenune: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloarorosneHo: Ankit [Tposepernio: Ramakantr Onobpeno: Menemxep / Py-mq\aomnens

' [ Kusum Lata e )
.LL “‘—_:‘-——-’xg‘ -
/ z\/ {L}(\L ; -
Reprint Date /23.03.2023 Reprint Date /23.03.2023 Reprint Date /23.03.2023
Hara: Hara: Hara:
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CEPTHOHUKAT AHAJII3A

Page 2 of 4 / Ctp. 2 uz 4

ﬂaTa HNPOU3BOACTBA

Product Nise tablets 100 mg

Ipoaykr Haiiz®, tadnerku 100 mr

Batch No / 1 V2300470 Batch Quantity / : 5000000 tablets /
Cepna Ne Obnem cepuu 5000000Tadnerox
Analytical Report No / : 890001652131 Date of Analysis / 1 23.03.2023
AHaanTHYeCKUH oTyeT No JlaTa ananusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026

I'ogen no (BkJT)

28.09.2022)

Analysis performed according to ND / Anaans nposeaen no HJ/: I1 N012824/03-140119 (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, amend Ne 3 from 28.09.2022 / u3m. No 3 or

Ne Test / NokazaTenn

5 Water / Bona 2.7%

|'

6 | Related substances / PoacTBeHnble npumecu

Result / Pe3ya bTATBI

Specification / H opma
Not more than 6.0 % w/w / He 6onee 6,0 % |

Impurity A / Ilpumecs A

0 NNS70/Y

V.UV /0y

Impurity B / [1pumecs B 0.04%

Any unknown individual

Less than LOQ (LOQ = 0.0057%) / |NMT 0.20 % / He 6onee 0,20 %
Hwxe nipenena obuapyskenus (IO =

Impurity C/ Tpuwmecs C Not detected / He oOHapyxeHa
Impurity D / Ipumecs D Not detected / He oOHapy»xeHa
Less than LOQ (LOQ = 0.0186%) /
Impurity E / Ilpumecs E Hwxe npenena obHapyxenus (I10 =
0.0186%)
Impurity F / Ilpumecs F

Below BDL (BDL=0.0045 %)/ Huxe
nopora peructpauuH (ITP =0.0045 %)

NMT 0.20 % / He Gonee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0,20 %

NMT 0.20 % / He 6onee 0.20 %

NMT 0.20 % / He 6onee 0,20 %

OHHOpOIlHOCTb AO03HPOBaAHHA

. . 20
impurity / EnuHnuHas 0.02%
HeupentuduLMpyemas
npUMECh
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npumeceii
7 | Uniformity of dosage units / 22 Acceptance value (AV) should be not more

than 15.0 / TToka3arens npremiaemoctu (AV)

Remarks : The Product conforms to ND /
Ipumeyanue: IIponykT coorBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by /
[ToarotoeneHo: Ankit IIpoBepeHo: Ramakant

Jido

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykosonnTess
Kusum Lata N Ny

\‘___..'

Reprint Date /23.03.2023
Hara:

Reprint Date /23.03.2023
JHara:

Reprint Date /23.03.2023
Hara:
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CEPTHOHUKAT AHAJIM3A
Page 30f4/Crp.3 3 4

Product : Nise tablets 100 mg
MNpoaykr :  Haiiz®, Tabnerkn 100 mr
Batch No / 1 V2300470 Batch Quantity / : 5000000 tablets /
Cepnsa Ne Odnem cepuu 5000000Tadnerok
Analytical Report No / 1 890001652131 Date of Analysis / : 23.03.2023
AHanuTMYeCKu i oTdeT No Jlara aHanu3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
JlaTta npousBoacTBA I'open no (Bka)
Analysis performed according to ND / Auanus nposeaen no HJ: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. 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 / u3m. Ne 3 or
28.09.2022)

Ne | Test / [lokasaTens ~ Result/ PesyabTaThl Specification / Hopma
' JosmKeH ObiTh He Hosee 15,0

8 |Microbial limits* / Mukpo6uoaoruyeckast 4ucTora*

a) Total aerobic microbial ~ Not Applicable y ]Not more than 1000 CFU/g /

count / O6Liee YHcno | He 60nee 1000 KOE/r

a3pOoOHBIX MUKPOOPraHH3MOB '

b) Total combined yeasts and Not Applicable Not more than 100 CFU/g/

mould count / O6uee ynco He 6onee 100 KOE/r

JOPONOKEBBIX U IJIECHEBBIX

rpuboB

¢) E. coli Not Applicable Shall be absent in 1g/

Jo/mKHBE OTCYTCTBOBATh B 1 T

9 | Assay/KoaunyecTBeHHOE 100.9 mg/100.9 Mr | Not less than 90.0 mg and not more than |

onpeaejeHHe 110.0 mg C;3H>2N20sS Nimesulide in tablet /

Or 90,0 Mmr A0 110,0 Mr C|3H13N305S
(Humecynun) B TabneTke

10 |Package/ YmaxoBka 10 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. / ITo 10 Tabnerok B|carton. / Ilo 10 Tabnerok B IIBX /
[IBX/amomunuerom bnucrepe. ITo 3 | amoMuHueBoMm Gnuctepe. [lo 1, 2, 3 unu 10
fmucTepa BMecTe ¢ MHCTpYKUMEH MO | ONUCTEpOB  BMecTe ¢ HMHCTPYKUMEH 1O
TIPUMEHEHUIO B MAYKy KapTOHHYIO. | IPUMEHEHHIO B MMa4Ky KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootsercTBYyeT TpebGOBaHHUAM B cootBercrBun ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B sammiuciiiomM OT CBCTQ MCCTC TNpH
Xpanenue Temnepartype He Boiwe 25°C
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusm HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Nonrororneno: Ankit ITposepeno: Ramakant & OnobpeHo: Menemkep / PykqBoauTess
//‘\/J Lot Kusum Lata ' a_l\'\;.é-/ '

Reprint Date /23.03.2023 Reprint Date /23.03.2023 Reprint Date /23.03.2023
Hara: Hara: Jlarta:
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Product ¢ Nise tablets 100 mg

Mpoaykr  : Haiiz®, Tadnerxku 100 mr

Batch No / 1 V2300470 Batch Quantity / : 5000000 tablets /
Cepus Ne Odbem cepun 5000000Tadnerok
Analytical Report No / : 890001652131 Date of Analysis / : 23.03.2023

AHATUTHYCCKHIT oTueT No Jlara ananusa

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026

JlaTa npousBoacTea Toaen no (BKA)

Analysis performed according to ND / Ananus nposeaen no HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. No 3 ot

28.09.2022)

‘ 13 [ Shelf life / Cpox roaHocTH J3 years / 3 roga

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per

year). The test can be absent in the Certificate of Analysis.
* AmHanu3 no mnokasaremo «MHKPOGHONIOrHYeCKas YMCTOTa» MPOBOAMTCA MPOM3BOLMTENEM NpH BBIIYCKE MEPHONUUIECKH
(c HHTepBaNOM ONIHO McibITaHue Ha 20 cepuii un e meHee 1 pasa B roz). [lokazaTenb MOKET GbiTh He BKIIOUCH B CepTtudmkar

aHanu3a QUPMBbIL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

Tpumeuanne: [IpoaykT cootsercTByeT Tpebosanusam HJT 3aknwuenne: OJIOBPEHO

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

Ioxrorosneno: Ankit /) ITposepeno: Rgmakant Onobpeno: Menemxkep / Pykasoautens
{’\// m u‘w Kusum Lata N

Reprint Date /23.03.2023 Reprint Date /23.03.2023 Reprint Date /23.03.2023

Hata: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



