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Product : Nise tablets 100 mg -
Mpoaykr :  Haiiz®, Tabnerku 100 mr
Batch No / : V2201000 |Batch Quantity / 1 25,00,000 tablets /
Cepua Ne O6bem cepun 25,00,000 Tadnerok
Analytical Report No / : 890001593096 Date of Analysis / : 30.05.2022

AHaJINTHYECKHIi oTyeT No

JlaTa ananu3a

Date of Manufacture / : MAY.2022
JlaTa npon3BoACTEA

Date of Expiry / : APR.2025
Iogen go (BKI)

Analysis performed according to ND / Anaan3 nposeaen no HJ/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020)

N | Test / MokasaTean | Result / PesysibTaThl Specification/ Hopma
1 |Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / benble c KenToBaThIM
OTTEHKOM KpYIJlble ABOSKOBBITYKITbIE TAOETKH

' | ¢ rMafKoi MOBEPXHOCTLIO.
2 | Identification / Complies / CooTBeTcTByET The retention time of principal peak in the
IToaNHHHOCTE chromatogram of test solution should

correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaep>KMBaH1sE OCHOBHOTO
MMKa Ha  XpOMaTorpaMME  HCHBITYEMOTo
pacTBopa HOMKHO COOTBETCTBOBATH BPEMEHU

H OAHOPOAHOCTH MACCHI

yIepXUBaHHS OCHOBHOT'O nuka Ha
XpoMaTorpaMMme  pactBopa  CTaHOapTHOTO
obpazua HUMecynuaa (paznen
«Kon14ecTBEHHOE OTIPE/ENICHUEN)
3 | Average weight and mass 310.6 mg/310.6 mr 310 mg £ 5.0 % /310 Mr£ 5,0 %
iformi '
mnifoRm(y/IC pelrstaibta e Complies / CooTBeTcTBYET | 18/20 tablets —NMT £+ 5 % /

18/20 Tabnerox — He 6onee = 5 %

2/20 tablets — NMT + 10 %/
2/20 Tabnerok — He 6onee + 10 %

4 |Dissolution / PacTeopenue 97%, 96 Y%, 98%, 96%, 97%, 97% | Not less than 75 % (Q) of labeled amount of

C13H12N20sS nimesulide is dissolved in 45
| minules / TIv menee 75 9% (Q)or
HomuHanbHoro copepxkanma Ci3HiaN2OsS
(Humecynum) yepes 45 MUH.

5 Water / Boaa

2.7% Not morPe than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

Ankit ﬁ

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IloaroToBnexo: IIposepeno: Anil Kumar OnobpeHo: MeHemxep / PykoBoauTtens

Amit Kumar R
- S

Print Date / Print Date / Print Date /
Jara: 30.05.2022 Jara: 30.05.2022 Jlara 30.05.2022
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Product : Nise tablets 100 mg

TpoaykTr :  Haps®, Tadnerku 100 mr

Batch No / : V2201000 |Batch Quantity / 1 25,00,000 tablets /
Cepnn Ne O6bem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001593096 Date of Analysis / : 30.05.2022
AHaauTH4ecKni oTyer No JaTta aHaauza

Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025

JlaTra npon3BOACTBA T'ogen po (BKI)

Analysis performed according to ND / Anaaus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mm. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N | Test / Ilokasarens | Result / Pe3yabTaTh! [ Specification / Hopma
6 | Related substances / PoxcTBeHHbIe NpUMecH
5 0, 0,
| Impurity A / [Ipumech A Less than LOQ(LOQ:0.0057%) NMT 0.20 % / He Gonee 0,20 %
Impurity B / TIpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Ipumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / [Tpumecs E Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6oxnee 0,20 %
[ Impurity F / TTpumece F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual 0.02% NMT 0.20 % / He Gosnee 0,20 %
impurity / Enunnunas
HengeHtudupyemas
OpUMeCh .
| Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npumecer .
7 | Uniformity of dosage units / 1.2 | Acceptance value (AV) should be not more
OOHOPOAHOCTL 103UPOBAHUS than 15.0 / TToka3arens npuemaeMocTH (AV)
|)10n>1<eH 6biTh He Gonee 15,0
8 Microbial limits / MuxpoGuosoru4yeckasi 4ucToTa -
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uce '1Hono Mortioo 10 KOE/r He Gonee 1000 KOE/r
a3pO6GHBIX MUKPOOPTaHH3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanne: ITpoaykT coorBeTcTBYET TpeboBanuam HJL 3akmodenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToprotosneHo: TIpoeepero: Anil Kumar Ono6peno: Menemkep / Pykosoaurenib
Ankit 3 Amit Kumar

(A () e

— L e

Print Date / Print Date / Print Date /
Jata: 30.05.2022 JHara: 30.05.2022 Jara 30.05.2022
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Product Nise tablets 100 mg

TpoaykT Haiiz®, tabnerxu 100 mr

Batch No / : V2201000 Batch Quantity / : 25,00,000 tablets /
Cepusa Ne O61em cepun 25,00,000 TabaeTtok
Analytical Report No / : 890001593096 Date of Analysis / : 30.05.2022
AHaNUTHYECKHI oTueT No JlaTa anaJjau3a

Date of Manufacture / : MAY.2022 Date of Expiry /- : APR.2025

JaTta npou3BoAcTBa Tomen a0 (BKI)

Analysis performed according to ND / Ananus nposeaen no HJI: T N012824/03-140119 {amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Ne Test / IToxa3zaTensn

Result / Pe3yabTaTtsl

Specification / Hopma

b) Total combined yeasts and
mould count / Obiee uncio
JPOMOKEBBIX M MIECHEBBIX
rpu6oB

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

Not more than 100 CFU/g /
He G6onee 100 KOE/r

¢) E. coli

9 | Assay/ KoanuecTBenHoe
onpegeneHune

Absent /
OTtcyTcTBYET

Shall be absent in 1g/
JloMmKHBI OTCYTCTBOBATL B 1 T

99.0 mg / 99.0 mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H;2N20sS Nimesulide in tablet /
Or 90,0mr mo 110,0mr  Ci3H2N20OsS
(uumecyaun) B Tabnetke

10 |Package/ YnakoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerok B
[MBX/amomunues om 6aucrepe. Ilo 3
fnucrepa BMECTe ¢ MHCTPYKUMEH IO
NPUMEHEHUIO B MAYKy KapTOHHYIO.

10 tablets in PVC/aluminum blister. 1,2, 3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B IIBX /
anmomuHHeBoM Gimcrepe. Ilo 1, 2, 3 wmmn 10
67MCTEPOB  BMECTE C  HMHCTPYKIHEH IO
MPUMEHEHHUIO B MUKy KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CootBercTByeT TpeOGOBaHUAM

According to ND /
B cooteercTBuun ¢ HJJ

| Store protected from light below 25°C / B 3alIMIIEHHOM OT CBETAa MECTE [1pH

TeMmepatype He Bolme 25°C

12 |Storage conditions /
XpaHenue
13 | Shelf life / Cpok rogHocTH

| 3 years/ 3 roma

Remarks : The Product conforms to ND /
ITpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
Zaxmodenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Toarorosneno: ITpoeepeno: Anil Kumar Onobpeno: Menemxep / PykoBogurenb
Ankit e _ Amit Kumar ,

@ A ==
Print Date / Print Date / Print Date /
JHaTta: 30.05.2022 JHara: 30.05.2022 Jata 30.05.2022
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