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Product ¢ Nise tablets 100 mg

Hpoayxr  : Haiis®, tabnerku 100 mr

Batch No / : V2200490 Batch Quantity / ¢ 25,00,000 tablets /

Cepus No O6bem cepun 25,00,000 tabneTtox
Analytical Report No / : 890001579708 Date of Analysis / : 19.03.2022
AHaanTuyeckui oTyer No Jara ananusa

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

Jara npoussogerea Togen go (BKu)

Analysis performed according to ND / Auaaus nposesen o HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Noe 2 ot 10.08.2020) N

‘ Ne | Test / IToxazaTens | Result / PesyasTaTnbi ' Specification / Hopma N
1 | Description / Onucauue Complies / CooTercTBYyeT Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ kentoBaTsim
OTTEHKOM KPYIJILIE ABOSKOBBIMYKIBIE Tab1eTKH
C INaJKo# MOBEPXHOCTHIO.

2 | Identification / Complies / CooTeTcTBYET The retention time of principal peak in the|
IMognuunoCTL chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems ynepupanis ocHOBHOMO
NMKAa Ha  XpOMATOrpaMMe  MCHBITYEMOro
PacTBopa HOMKHO COOTBETCTBOBATH BPEMEHH

YAEpKUBAHHUS OCHOBHOI'0O NHKa Ha
XpoMaTrorpamMMme  pacTsopa  CTaHOAPTHOrO
obpazna HUMECYnIa (pazmen

‘ «KonuyectseHHoe OMpeaeNIeHUe»)

3 |Average weight and mass 312.5mg/312.5 mr 310mg+5.0% /310 Mr+ 5,0 %

Elgfglzm;tyﬂ/offfﬁ:l;::acca Complies / CooteercTRYET 18/20 tablets — NMT £ 5 % /
[ ‘ AHOPOR 18/20 Tabnerok — He Gonee £ 5 %

2/20 tablets - NMT + 10 % /
2/20 Tabnerok — He Gosiee £ 10 %

4  |Dissolution / PactBopenue 98 %, 97 %, 96%, 92%, 96%, 94 % | Not less than 75 % (Q) of labeled amount of
C13H12N2058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHaNbHOTO conepkanus Ci3HjpN-OsS
(numecynun) yepes 45 mun.

5 ‘ Water / Bona 3.0% Not more than 6.0 % w/w / He 6onee 6,0 %
I . . _ _a . _ _ _
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpameyanue: IMponykT cooTBeTCTRYET Tpedosanusm HJ 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: ITposepeno: Himesh Kumar Onobpeno: Menemxep / Pykosoauress

Pardeep Kumar (i_j

-| Manoj Kumar ;2 ?
/)

Print Date / Print Date / Print Date /
Hara: 19.03.2022 Hara: 19.03.2022 Hara: 19.03.2022
Registered Office: 8-2-337, road Na. 3, Banjars ANS, Ayderaban SUUTSE, Telangana, imoig

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

Npoaykr  : Haiiz®, Tabnerkn 100 mr

Batch No / : V2200490 Batch Quantity / + 25,00,000 tablets /

Cepua Ne O6neM cepun 25,00,000 TabneTtox

Analytical Report No / : 890001579708 Date of Analysis / : 19.03.2022

AHaJlUTHYeCKHH oTUeT Ne Jara anann3sa

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

JlaTa mponsBoacrea T'oxen no (Bx)

Analysis performed according to ND / Anasnu3s nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /

u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020) _J
Ne Test / Mokasatens | Result / PesynbTaThi | Specification / Hopma

6 | Related substances / PoacTBenHble npuMecH

- . —
Impurity A / Ilpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / I[Ipumece B 0.01% NMT 0.20 % / He Gosnee 0,20 %
Impurity C / TIpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / IIpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6osiee 0,20 %
Impurity F / TTpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He 6onee 0,20 %
impurity / Eauaununas '
HEeHUJIEHTHOHULpYeMast
MPUMECH
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
rpumeceit
7 | Uniformity of dosage units / 2.3 Acceptance value (AV) should be not more
OpHopoaHOCTL 03UpOBaHUA than 15.0 / [Tokazatens npuemiemoctu (AV)
JomkeH ObITh He 6onee 15,0
8 |Microbial limits / MuxpoGuoloruyeckas YHcToTA - B -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee 9ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3po6HBIX MHKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6mmee uncno Menee 10 KOE/r | He 6on1ee 100 KOE/r
IPOMOKEBBIX M IUIECHEBBIX
rpubos
") E. coli Absent / Shall be absent in 1g /
OTcyTCcTBYET JomxkHbl oTCYyTCTBOBaThH B 1 I
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Iponykr coorBeTcTByeT TpeboBanusm HJJ 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosnexo: ITposepeno: Himesh Kumar OnobpeHo: Menemxep / PykoBoauTens
Pardeep Kumar <>‘(> \;/‘L/_/ ~——_ | Manoj Kumar 3 ‘,W,/L
Print Date / Print Date / Print Date /
Jara: 19.03.2022 Hata: 19.03.2022 HMara: 19.03.2022
Reglstered Oifice: 8-2-337, Road No. 3, Banjara Hills, Ayderabad - S00034, lelangana, inaia

Tel: +91 40 4900 2900, Fax: -+91 40 4900 2299, Email: mail@drreddys.com
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Product ¢ Nise tablets 100 mg

HpoayxKr : Haiis®, tabnerku 100 mr

Batch No/ 1 V2200490 Batch Quantity / 1 25,00,000 tablets /
Cepnsa No O6nem cepun 25,00,000 Tabierok
Analytical Report No / : 890001579708 Date of Analysis / 1 19.03.2022
AHATHTHYECKHIT oTyeT No MaTa anannza

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

Jata npoussoncrea Togen xo (Bxa)

Analysis performed according to ND / Anaauz nposeaen mo HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /

u3m. Ne 1 or 08.06.2020. amend Ne 2 from 10.08.2020 / wzm. Ne 2 ot 10.08.2020)

N [ Test/Moxasatem, | Result/Pesyastatst | Specification/ Topma ;__i]
9 | Assay / Konnuecrennoe 101.3 mg/101.3 mr Not less than 90.0 mg and not more than
|onpeue.nenue 110.0 mg C;3H;2N>05S Nimesulide in tablet /

’ Or 90,0mr o 110,0 mr Ci3H2N-0OsS
| | (umuMecynun) B Tabnetke
/710_ [10 tablets in PVC/aluminum blister. 3 T()?bleﬁnﬁb’a]uminﬁb?ste?h_fz, 3or10

Package / Ynaxogka
blisters and patient information leaflet blisters and patient information leaflet in a

[ in a carton. / ITo 10 Tabnerok B carton. / Tlo 10 Tabnerox B IIBX /
IBX/aniomMuHuer om 6amncrepe. Io 3 | anromMuHHeBOM Gamcrepe. Tlo 1, 2, 3 wm 10
6nucrepa Bmecte ¢ WHCTPYKIHeH HO‘GH[/ICTepOB BMECTE C  HWHCTpyKLUeH n0|
‘ [IPUMEHEHMIO B NA4KY KAPTOHHYIO. J_anMeHeHmo B MaYKy KapTOHHYIO.
11 | Labeling / Mapkuposka [Complies as prescribed / ‘ According to ND / /

| Coorsetcreyer TpeGoBaumsm | B cootsercreuu ¢ HJ

'— 12 Stoage_c(;;iifmlg - E@ protected from Tghﬁcm_ZTC_/? 3AMIIEHHOM OT cBeTa MecTe $n|
| Xpauenue |TezvmepaType He Bbute 25°C

—
|

134['Sﬂlf_life/ Cpok rognoctn I3 years/3 ropa

—_ L ___——_._—_—_——_-__

]

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuane: Ilponykr coorsercrayer Tpedosanmam HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: ITposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBonutens
Pardeep Kumar f" : \ Manoj Kumar

—= > W)
Print Date/ Print Date / Print Date /
Jara: 19.03.2022 Hara: 19.03.2022 Hara: 19.03.2022
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