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Product : Nise tablets 100 mg

Mpoayxr  : Haiia®, tabnerku 100 mr

Batch No / : V2101827 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 rabnetox
Analytical Report No / : 890001557332 Date of Analysis / ¢ 23.11.2021
AHAJINTHYeCKHH oTueT Ne JlaTa avaau3a

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

JlaTa npou3BOACTBA T'open go (BK)

Analysis performed according to ND / Anaaus nposenen mo HJI; T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020)

N | Test / IlokazaTenn 1 Result / Pe3syabTaThl | Specification / Hopma |
1 |Description / Onucaune Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / bemsle c XentoBaTbIM
OTTEHKOM KPYTJIble ABOSKOBBIITYKMbIe TabneTku

C I1afKoH MOBEPXHOCTRIO.

2 | Identification / | Complies / CooTBeTCTBYET The retention time of principal peak in the|
IoAMHHHOCTD chromatogram of test solution should
correspond to retention time of principal peak in |
Nimesulide standard solution chromatogram
under Assay / Bpemst yrep)HBaHHS OCHOBHOTO
NMKa Ha XpOMATOrpamMMe  HCIIBITYEMOTO
pacTeopa JOKHO COOTBETCTBOBATH BPEMEHH

YAEpXKHUBAHHUA OCHOBHOTO MHUKa Ha
XpoMarorpamme pacTBOpa CTaHAApPTHOTO

obpazna HUMecynuIa (pazgen |
«KonyecTBEHHOE ONpeaeNneHre»)

3 |Average weight and mass | 310.5mg/310.5mr 310mg+5.0% /310 mr+ 5,0 %

Elglezm:)tyﬂlofffﬁaii::acca Complies / CooTBeTcTBYET 18/20 tablets —-NMT + 5 % /
ARopod 18/20 Tabnerok — He Gonee £ 5 %

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

4 |Dissolution / PacTBopeHue 99 %, 94 %, 94 %, 94 %, 96%, 94 % | Not less than 75 % (Q) of labeled amount of
C13H)2N>0sS nimesulide is dissolved in 45
minutes / He meHee 75 % (Q) ot
HOMHHaJBHOTO coaepxkanust CiaHiaN2OsS
(aumecynun) dyepes 45 MMH.

5 | Water/Boaa o 25% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
I pumeuanne: Ilpoaykr cootBeTcTBYET TpeboBaHusm HJL 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneHo: IIpogepeno: Opnobpeno: Menemxep / PykoBonuTens
Ankit P Himesh Kg/l) Amit Kumar i
J{‘, e : /)//
Print Date / Print Date / Print Date /
Hara: 23.11.2021 Hara: 23.11.2021 Harta: 23.11.2021
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Product : Nise tablets 100 mg
Ipoaykr  : Hail3®, tabnerku 100 mr

AHanauTHYecKMi oTyeT Ne

Batch No / 1 V2101827 Batch Quantity / : 25,00,000 tablets /
Cepus No O6bem cepum 25,00,000 Tabnerok
Analytical Report No / : 890001557332 Date of Analysis / : 23.11.2021

Jara ananu3a

Date of Manufacture / : OCT.2021
HaTta npon3soacTBa

Date of Expiry / : SEP.2024
T'ogen g0 (BKJI)

Analysis performed according to ND / Ananu3s nposeaen mo HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

No Test / IlokaszaTenn |

"Result/ PesyabTaThl | S_peciﬁcatiorT Hopma

6 |Related substances / PogcTBenHble npumecu

Impurity A / ITpumecs A

- o [
Less than LOQ (0.0057%) NMT 0.20 % / He 6onee 0,20 %

O[lHOpO)IHOCTb JAO3UPpOBAaHMA

Impurity B / ITpumecs B 0.01% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Ilpumece C Not Detected NMT 0.20 % / He Gonee 0,20 %
Impurity D / Ipumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / IIpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / [pumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any upknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EauHuyHas
HeuAeHTHOULIHpYemas
MPHUMECH
Total impurities / Cymma 0.01 % NMT 1.5 % / He 6onee 1,5 %
npumeceit

7 Uni_formity of dosage units / 3.0 Acceptance value (AV) should be not more

than 15.0 / ITokasatens npuemaemoctu (AV)
noJkeH ObITh He 6osee 15,0

8 Microbial limits / MukpoGHoJioriyeckas YMcToTa
a) Total aerobic microbial <10 CFU/g/ Not more than 1000 CFU/g/
count / O6ee Yncio <10 KOE/r He 6onee 1000 KOE/r
a3poGHBIX MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Ob1ee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U TINIECHEBBIX
rpuboe
¢) E. coli Absent / Shall be absent in 1g/
OTtcyTcTByeT JlomxHbt oTcyTCTBOBaTL B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTseTcTBYET TpeboBanuaM HJT 3aximouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroaineHo: IIposepeHo: Opnobpeno: Menemxep / PykoBoaurens
Ankit 2 Himesh KW Amit Kumar Al
|£-ﬂ# B V/
Print Date / Print Date / Print Date /
Hata: 23.11.2021 Jara: 23.11.2021 Hara: 23.11.2021
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Product : Nise tablets 100 mg

IpoaykT : Haiiz®, tabrerxu 100 Mr

Batch No / : V2101827 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabneTox
Analytical Report No / : 890001557332 Date of Analysis / : 23.11.2021
AHanuTHYecKHil oTueT Ne Hdara anannsza

Date of Manufacture / : OCT.2021 Date of Expiry / : SEP.2024

Jara nponssoacraa Tonen o (BK.T)

Analysis performed according to ND / Ananus nposegen no HJ[: 1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3am. Ne 2 ot 10.08.2020)

No Test / [lokazaTean Result / PesysabTaThl Specification / Hopma
9 | Assay/ KoanuecrBeHHoe 99.8 mg/99.8 Mmr Not less than 90.0 mg and not more than
ompejaeieHue 110.0 mg Ci3H;2N20sS Nimesulide in tablet /

Or 90,0mr mo 110,0mMr Ci3HjpN2OsS
(sumecymmp) B Tabnerke

10 |Package/ Ynakopka 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. / Ilo 10 Tabnerox B|carton. / Jlo 10 Tabmerok B IIBX /
IIBX/amomuHues oM 6muctepe. ITo 2 | amomunuesom Grucrepe. Ilo 1, 2, 3 nm 10
GIUCcTepa BMECTE ¢ MHCTPYKUMEH Mo | GIMCTEpOB  BMECTE ¢ MHCTPYKLIHEH MO

MPUMEHEHHUIO B M@YKy KAPTOHHYIO. | IPUMEHEHHIO B [AYKy KaPTOHHYIO.
11 |Labeling / MapknpoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TPeOOBAHUAM | B cootsercrBuu ¢ HJ1
12 | Storage conditions / Store protected from light below 25°C / B 3aliMIIEHHOM OT CBeTa MecCTe MpH

XpaHeHue Temnepatype He Bbime 25°C

13 | Shelf life / Cpox roanoctu 3 years / 3 roga

Remarks : The Product conforms to ND / Conclusion ;: APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJT 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBieHo: IIposepeno: Ono6peno: Menemxkep / PykosoauTens

Ankit e Himesh Kumar Amit Kumar .&(\'.\ \/
[R_. - ~ —

Print Date / Print Date / Print Date /
Jata: 23.11.2021 Hara: 23.11.2021 Hara: 23.11.2021
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