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Produact : Nise tablets 100 mg

IpoxYkr : Haiis®, tabnerku 100 mr

Batch No / : V2101953 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuH 25,00,000 Tabnerox
Analytical Report No / : 890001557335 Date of Analysis / : 25.11.2021
AHagHTHYecKuil oTyeT No JlaTta ananusa )

Date of Manufacture / : Nov-2021 Date of Expiry / 1 Oct-2024

Jlata Npou3BOACTBA TogeH go (BKJT)

Analysis performed according to ND / Auanns nposeaen no HJI: [1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
mam. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N | Test / Iloka3aTesb Result / PesyabTaThl Specification / Hopma

1 |Description / Onncanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Benble ¢ >XerroBaTHIM
OTTEHKOM KpYTJIble IBOAKOBBIMYKJIbIE TabeTkn
€ INIaKO#M MOBEPXHOCTHIO.

2 |Identification / [ Complies / CooTBEeTCTBYET The retention time of principal peak in the
MoaauHHOCTS chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMs yIepHBaHUS OCHOBHOIO
MHKa HA XpPOMarorpaMMe  MCIBITYEMOro
pacTBOpa IOJDKHO COOTBETCTBOBAThH BPEMEHH

| YASPKUBAHHUSA OCHOBHOTO nvKa Ha
! XpoMarorpaMMe  pacTBOpa  CTaHAapTHOIO
[ obpasua HUMECYJIHA (paznen
| J|_ «KONHYeCTBEHHOE ONPEAENeHUEN)
L

3 | Average weight and mass 309.8 mg/309.8 Mr 310mg+5.0% /310 Mmr+5,0%

Elzf(:;m:)tyﬂlo(c:f:ﬂi;t::acca Complies / CooTBeTCTBYET 18/20 tablets —-NMT £5 %/
AtHopoa 18/20 Tabnerox — He Honee + 5 %

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

4 |Dissolution / PacTBopeHHe 94 %, 93 %, 94 %, 93 %, 97%, 96 % | Not less than 75 % (Q) of labeled amount of
C13H2N-0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHHaNbHOTO cogepxanus C3Hj2N2OsS
(HuMecynua) yepes 45 MUH.

5 | Water/ Boga 2.6 % Not more than 6.0 % w/w / He 6onee 6,0 %
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTCTBYET TpebGoBaHusaM H/I 3akawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToBJEHO: [TposepeHo: Onobpeno: Menemkep / PykoBoauTens

Ankit ’ Pardeep Kumar > Amit Kumar N

Print Date / Print Date / Print Date /
Hara: 25.11.2021 Jata: 25.11.2021 Jara: 25.11.2021
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Product : Nise tablets 100 mg

Hpoayxr  : Haiis®, tabnerku 100 mr -

Batch No / : V2101953 Batch Quantity / 1 25,00,000 tablets /
Cepusi No ' O6bem cepHn 25,00,000 TabneTok
Analytical Report No / : 890001557335 Date of Analysis / : 25.11.2021
AnanuTH4YecKni oTueT Ne JlaTa aHaau3a

Date of Manufacture / : Nov-2021 Date of Expiry / ¢ Oct-2024

JarTa npou3BOACTBA Togen g0 (BKIT)

Analysis performed according to ND / Ananus nposeaen o HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
nsm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

Ne Test / Mokasateas | Result / Pe3yabTaThi | Specification / Hopma
6 |Related substances / PogcTBeHHbIe NPUMECH . B
o o, 0,
Impurity A / ITpumecs A Less than LOQ (0.0057%) NMT 0.20 % / He 6oumee 0,20 %
Impurity B / ITpumece B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / ITpumecs 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 / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunn4Has
HeuaeHTHbUIMpyeMas
IpUMEChH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
nipumecei
7 | Uniformity of dosage units / 2.1 | Acceptance value (AV) should be not more
OaHOpoOAHOCTL J03HPOBAHUS | than 15.0 / Tlokazarens npueMneMocTH (AV)
nosmked 6bITh He 6oaee 15,0
8 | Microbial limits / MukpoGuosoruyeckasi YHCTOTA |
a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee uucio <10 KOE/r He 6onee 1000 KOE/T
a3pOoOHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6wee yucio Menee 10 KOE/r He 6onee 100 KOE/r
IPOXOKEBBIX U MJIECHEBBIX
rpuboB
¢) E. coli Absent / Shall be absent in 1g /
OtcyTcTBYET JIOoJKHBI OTCYTCTBOBaTE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [poaykTt cooTBeTCTBYeT TpeboBaHuam H/I 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToaroToRneHo: IIposepeno: Onobpeno: Menemxep / PykoBoauTens
Ankit /A Pardeep Kumar f: Amit Kumar . LS )
(2~ =y "
Print Date / Print Date / Print Date /
Jarta: 25.11.2021 Jara: 25.11.2021 Jara: 25.11.2021
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Product Nise tablets 100 mg
Ipoaykr Hait3®, rabnerxu 100 mr
Batch No / : V2101953 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6bem cepun 25,00,000 tabneTok
Analytical Report No / : 890001557335 Date of Analysis / : 25.11.2021
AnannTHdeckuii oTyeT Ne Jdara anajuza’
Date of Manufacture /' : Nov-2021 Date of Expiry / : Oct-2024
JlaTa NpoH3BOACTBA T'ogen xo (BKJI)

Analysis performed according to ND / Ananus nposeaen mo HJI: 1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. No 1 o1 08.06.2020, amend No 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

N | Test / Iloxa3aTenb Result / PesyapTaThl
9 | Assay/ KoandecTBennoe 99.0 mg/ 99.0 mr
onpejejieHHe

Specification / Hopma

h_Not less than 90.0 mg and not more than

110.0 mg Ci3H{2N>OsS Nimesulide in tablet /
Or 90,0mMr mo 110,0mMr Ci3H;2N.0s5S
(uuMecyun) B TabneTke

lO_II_Package / YnakoBka

11 .Labeling / MapkupoBka -

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet
in a carton. / ITo 10 TabrmeTok B
TIBX/antomunues om 6mucrepe. 1o 3

10 tablets in PVC/aluminum blister. 1, 2,3 or 10
blisters and patient information leaflet in a
carton. / Ilo 10 Tabmerok B IIBX /
amoMuHreBom 6nucrepe. ITo 1, 2, 3 unu 10

6McTepa BMECTE ¢ MHCTPYKLMEH 110 | 6IUCTepOB  BMECT€ € WHCTPYKLIMEH IO
MPUMEHEHMIO B TTAUKY KAPTOHHYIO. | IPUMEHEHHUIO B MaYKy KapTOHHYIO.
Complies as prescribed / According to ND /

CootsercTBYeT TpeGOBAHHAM

B cootBercrBuu ¢ HJI

12 |Storage conditions /
XpaHenne

Store protected from light below 25°C / B 3amMimeHHOM OT cBeTa MecTe MpH

Temneparype He Boitre 25°C

13 | Shelf life / Cpok roasoctTu

3 years/ 3 roma

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusm HJ{

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IlposepeHo: Onobpeno: MeHemkep / PykosoauTens
Ankit Pardeep Kumar = T Amit Kumar 2 \_/\

Print Date / Print Date / Print Date /

Jata: 25.11.2021 JlaTa: 25.11.2021 JHata: 25.11.2021
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