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Qe Dr. Reddy's Laboratories Ltd.
@
D

Product : Nise tablets 100 mg
Mpoaykr  : Haiia®, Tabnetku 100 mr

Batch No / : V2200736 Batch Quantity / : 25,00,000 tablets /
Cepua Ne Ob6nem cepum 25,00,000 Tabnerok
Analytical Report No / : 040001559987 Date of Analysis / . 23.04.2022
Ananurnyeckuii oTyet Ne JlaTa aHajin3a

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

JlaTa npoH3BOACTBA T'onen po (BK.T)

Analysis performed according to ND / Ananus mposegen no HJI: [T N012824/03-1401 19 (amend Ne 1 from 08.06.2020 /
wzm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / llokazaTeib ! Result / PesyabTaThl Specification / Hopma

1 |Description/ Onucanne Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / benble ¢ KenTOBaTHIM
OTTEHKOM KpYTJIble JBOSKOBBINYKIIbIE TAONETKU
| C [NIaQKO# MOBEPXHOCTHIO.

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 ynepHuBaHHs OCHOBHOTO
NMKa Ha XPOM&rorpaMMe  HCHBITYEMOro
pacTBOpa HOMKHO COOTBETCTBOBATH BPEMEHH

yIep>KUBaHHA OCHOBHOTO TIHKa Ha
XpomMaTorpaMmMe  pacTBopa  CTaHxapTHOro

|
[ obpazua HUMeCynuaa (paznmen

«KonuuecTBeHHOE onpeneneﬂue»)

3 | Average weight and mass 306.6 mg/306.6 mr 310 mg+5.0%/310Mr+5,0%

Eszrom:)tyﬂ/off:ﬁl;’;::acca Complies / CooTseTcTByET 18/20 tablets —NMT £ 5 %/
AHOPOA 18/20 Tabnetok — He Bonee = 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnetok — He Gonee = 10 %

4 |Dissolution / PacTBopenue 96 %, 96 %, 99%, 97%, 98%, 97% | Not less than 75 % (Q) of labeled amount of
C13H12N205S nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanbHoro conepxkanua Ci3sH2N>Os8
(uumecynmn) yepes 45 MUH.

5 |[Water/Boaa 21% Not morPe than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / Pojcrsentibie IpimecH

Remarks ;{The Product conforms to ND / Conclusion : APPROVED /
ITpnmeuanue: [TpoxykT cooTBeTcTBYET Tpebosannam HJT 3axmouenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotoeneHo: Pravesh Rana | IlpoBepeno: Naresh Kumar Onobpeno: Menemxkep / PykoBoauTenb
C Amit Kumar /&__ﬁ\wﬂ
¥ ¢ - % = il
Print Date / Print Date / Print Date /
Hara: 23.04.2022 Jara: 23.04.2022 Tata: 23.04.2022
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JlaTa npoM3BOACTBA

Product Nise tablets 100 mg

Hpoaykt Haiiz®, tabnerxu 100 mr

Batch No / : V2200736 Batch Quantity / : 25.00,000 tablets /
Cepus Ne O6bem cepun 25,00,000 Tabnerok
Analytical Report No / : 040001559987 Date of Analysis / 1 23.04.2022
AHaJuTHYecKHii oTueT No JlaTa anasan3a

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

Topen go (BKi)

Analysis performed according to ND / Anaau3 nposegen mo HJI: [1 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 ot 10.08.2020)

Ne Test / lokazaTean Result / PesyabTaTsl Specification / Hopma
14y 5 0, 0,
Impurity A / Tlpumecs A Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ ITpumecs C Not Detected |NMT 0.20 % / He 6ouee 0,20 %
Impurity D / ITpumece D Below Limit of Detection (LOD NMT 0.20 % / He 6onee 0,20 %
:0.0049%
Impurity E / IIpumecs E ) NMT 0.20 % / He G6onee 0,20 %
) [ Not Detected
Impurity F / ITpumecs F NMT 0.20 % / He 6onee 0,20 %
Not Detected
Any unknown individual NMT 0.20 % / He 6onee 0,20 %
impurity / EauHuyHas 0.02%
HenaeHTubULHpyemMas
NpuMech
Total impurities / Cymma 0.04% |NMT 1.5 % / He Gonee 1,5 %
npumMeceit
7 | Uniformity of dosage units / 23 Acceptance value (AV) should be not more
OaHopoaAHOCTDL J03UPOBAHUS than 15.0 / INokasarens npuemiaeMocTH (AV)
oJkeH 6bITE He Hosiee 15,0

8 | Microbial limits / MukpoGuojgornyeckasa YUCTOTA

a) Total aerobic microbial '
count / O6iee yucno |
a3pOBHBIX MHKPOOPTaHH3MOB

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

| Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obuiee yncmo
JPOXOKEBBIX U ITIECHEBBIX

| rpuboB

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

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

Remarks : The Product conforms to ND /
Ipumeyanue: [Tpoaykt cootsercTyeT TpeGoBanmsam HJI

Conclusion : APPROVED /
3aknwouenne: OJJOBPEHO

Prepared by / Checked by /
IMoxarorosnedo: Pravesh Rana

ITposepeno: Naresh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBoaurenb
Amit Kumar &_ R

e
|

\

G
Print Date /

Jata: 23.04.2022

Print Date /
Jata: 23.04.2022

Print Date /
Jlata: 23.04.2022
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Product Nise tablets 100 mg
Ipoaykr Haiz®, tabnerku 100 mr
Batch No / : V2200736 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6BeM cepum 25,00,000 Tabnerok
Analytical Report No / :+ 040001559987 Date of Analysis / 1 23.04.2022
AHanuTHYECKHi oT4yeT Ne JlaTa anaausa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npou3BOACTBA Toaen mo (Bx)

Analysis performed according to ND / Ananus nposeaen o HJI: TTN012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Téest / IlokazaTenb Result / Pe3yabTaTh! Specification / Hopma [
¢) E. coli Absent / Shall be absent in 1g/ |
OTCcyTCTBYET JIoKHBI OTCYTCTBOBAThH B 1 T

9 | Assay/ KoanyecrBennoe
|ompezenenme

98.8 mg/98.8 mr

| (numecynun) B Tabnerke

Not less than 90.0 mg and not more than |
110.0 mg Ci3H2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mr Cj3HpN20sS

| 10 |Package/ YnaxoBka 10 tablets in PVC/aluminum blister. 2 | 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. / Tlo 10 Tabaerok B|carton. / Ilo 10 Tabmerox B IIBX /
[IBX/amoMuuues oM 6iuctepe. Ilo 2 | amomunnesom 6nucrepe. Ilo 1, 2, 3 i 10|
6nucTepa BMECTE ¢ MHCTPYKLMEH 1o | 6nucTepoB  BMecTe € MHCTPYKUHMEH M0
TIPHMEHEHMIO B [IaUKy KapTOHHYIO0. | IPMMEHEHHIO B MaUKy KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND / ]
CoorsercTByeT Tpe6OBaHHAM B coorsercrBuu ¢ HIT
12 | Storage conditions / | Store protected from light below 25°C / B JAMMEHHOM OT CBeTa MecTe TpH
XpaHeHue | emnepatype e e 25°C
13 | Shelf life / Cpox roasocTH 3 years / 3 rona

Remarks : The Product conforms to ND /
IIpumeuanne: [TpoaykT cootBeTcTBYET TpedoBannsm HI

Conclusion : APPROVED /
Janouenue: OJOBPEHO

Hara: 23.04.2022

Harta: 23.04.2022

Prepared by / Checked by / Approved by: Manager / Executive /
TToarorosneno: Pravesh Rana | [Iposepeno: Naresh Kumar Onobpeno: Menemxep / Pykosoaurens
| (P Amit Kumar N AN
s e - / AN -
Print Date / Print Date / Print Date /

Hara: 23.04.2022
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