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Product : Nise tablets 100 mg

[IpoaykT : Haiiz®, tadnersku 100 nr

Batch No / 1 V2102164 |Batch Quantity / : 25,00,000 tablets/
Cepusi No Oonem cepuu 25,00,000 Tabnerok
Analytical Report No / : 890001567605 Date of Analysis / : 14.01.2022
AHAJNUTHYECKHH oTUeT No JlaTa anaausza

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

Jara npousBoacrsa I'onen go (BK)

Analysis performed according to ND / Auanus nposenen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / p3m. Ne 2 ot 10.08.2020)

Ne | Test / Iloxasareib Result / PesyabTaThl _ Specification/ Hopma |
1 | Description/ Onucanmne Complies / CooTBercTByeT Yellowish white round biconvex tablets with
smooth surface. / benble ¢ KenrtoBaTbIM
OTTEHKOM KPYTJIble ABOSKOBLINYKIIbIE TaOJIETKH
C IN1aaKOM MOBEPXHOCTLIO.

2 |Identification / Complies / CootsetctByeT The retention time of principal peak in the|
IoanmHHOCTL chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep>kHBaHUs OCHOBHOTO
NHKa HAa  XpOMAaTorpaMMe  HCTIBITYEMOIO
pacTBOpa JOJKHO COOTBETCTBOBATH BPEMEHH

YAEPKHUBAHHS OCHOBHOT'0 NHKa Ha
XpOMarorpaMMe  pacTBOpa  CTaHIAPTHOIO
obpa3ua HUMecynuaa (paznen

«KonuuecTseHHoe onpeueﬂeHne»)

3 | Average weight and mass 309.2 mg/309.2 mr 310 mg = 5.0 % /310 mr+ 5,0 %

l;l:)lf(:;)m:)tyH/o(chp:idHaﬂcs;:lacca Complies / CoorBeTcTBYET 18/20 tablets - NMT £ 5 %/
Aropoa 18/20 tabnerok — He Gojtee = 5 %

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

4 | Dissolution / Pacreopenue 99 %,98 %, 99%, 96 %, 97%, 97 % |Not less than 75 % (Q) of labeled amount of
C13H12N2058 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHaneHoro cogepxkanust Ci3H»N-OsS
(HuMecynun) uepes 45 MuH.

5 Water / Bona 23 % Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanue: [1poayxT coorBeTcTBYeT TpeGoBanusaM HJT 3akaoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo:; IIpoBepeno: Himesh Kumar Onobpeno: Menemxkep/ PykoBoaurenn
Ankit Abhishek Chauhan

(A et et
Print Date / Print Dale / Print Date /
Jara: 14.01.2022 Hara: 14.01.2022 Hara: 14.01.2022
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Product : Nise tablets 100 mg -]
IpoayxT 1 Haiiz®, Tadnerki 100 mr
Batch No / 1 V2102164 |Batch Quantity / ¢ 25,00,000 tablets /
Cepus Ne O6bem cepiu 25,00,000 Tabnerok
Analytical Report No / : 890001567605 Date of Analysis / : 14.01.2022
AHajuTHYeCKH# oTueT No JlaTa aHanu3a
Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024
JdarTa npoussoacrea Togen xo (BxJ1)
Analysis performed according to ND / Anasins nposesen no HJI: 1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

! Ne ' Test / IlokazaTenn | B Result / PesynbTaTbl | Specification / Hopma i |
' 6 | Related substances / PogcTBeHHbIe npumMecH
Impurity A / ITpumecs A . NMT 0.20 % / He 6onee 0,20 %
Impurity B / ITpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C/ Ilpumecs C Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity D / Tlpumecs D Not Detected NMT 0.20 % / He 6ostee 0,20 %
Impurity E / Ilpumecs E Not Detected NMT 0.20 % / He 6oaee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6oaee 0,20 %
impurity / Eauununas
HenJeHTubuIHpyemas
npuMecs
| Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npumecei
7 | Uniformity of dosage units / 3.0 Acceptance value (AV) should be not more
OaHOpOAHOCTL 103UPOBAHHKSA than 15.0 / Iokasaresns npueMiemoctu (AV)
| nosmkeH ObITh He Gonee 15,0
|8 |Microbial limits / Mukp@noruqecxaﬂ YHUCTOTA
a) Total acrobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Odwee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6wee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOOKEBBIX U [IECHEBBIX
rpudoB
¢) E. coli o Absent / Shall be absent in 1g/
OrcyTtcrByet JIOJDKHBL OTCYTCTBOBATL B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [poayxT cooTBeTcTBYET TpeGoBaHissm HJI 3akaoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[loarorosneno: ITposepeno: Himesh Kumar Onobpeno: Menemxep J PykosoanTens
Ankit C& C"S__/:—‘ Abhishek Chauhan
_ . _
Print Dalc / Ptint Dale / Priut Dute /
Hara: 14.01.2022 Hata: 14.01.2022 Hara: 14.01.2022
Registered Oftice: B-Z-337, Road WO, 3, Banjard fills, Rydeidbdd - SUUMST, Teiai igeria, s
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Product : Nise tablets 100 mg —
Mpoayxr : Haiis®, tabnerku 100 mr

Batch No / : V2102164 Batch Quantity / : 25,00,000 tablets /

Cepua No O6nbem cepuu 25,00,000 tabnerok
Analytical Report No / : 890001567605 Date of Analysis / : 14.01.2022
AHaauTHYecKH i oTueT Ne JlaTta ananuza

Date of Manufacture / : DEC.2021 Date of Expiry / : NOV.2024

Jara npousBoacTea TogeH mo (BKu)

Analysis performed according to ND / Ananus nposexen mo HJI: IT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

N Test / Ilokazarens Result / PesynbTaThbl Specification / Hopma
9 | Assay/ KonnuecrBennoe 99.1 mg/99.1 mr Not less than 90.0 mg and not more than
onpejge/ieHue 110.0 mg Cy3H,>N205S Nimesulide in tablet /

Or 90,0mr mo 110,0mr C3H;»N»OsS
(auMecynun) B Tabnerke

10 |Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 10 tablets in PVC/aluminum blister. 1,2,30r10
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 tabnerok B|carton. / Ilo 10 Tabmerox B [IBX /
[IBX/amomunuen om 6ucrepe. Io 3 | amomunueBom 6auctepe. ITo 1, 2, 3 unu 10
6nucTepa BMECTE C MHCTPYKUHMEH Mo | GIMCTEPOB  BMECTe € MHCTPYKLMEH 1o

NPUMEHEHUIO B MAayKy KAPTOHHYIO. | IPUMEHEHHIO B NaYKy KapTOHHYFO.
11 |Labeling / Mapkupoeka Complies as prescribed / ' According to ND /
CootBetcTBYeT TpeboBaHUAM B cootBercTBrn ¢ HJJ
12 | Storage conditions / Store protected from light below 25°C / B sammmeHHOM OT cBeTa MecTe MpH |
XpaHeHue TEMIIEPATYpE He Bhie 25°C

13 | Shelf life / Cpok rognocru 3 years/ 3 rona

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJT 3axarouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: ITposepeno: Himesh Kumar Onobpeno: Menejkep) PykoBoautens
Ankit _. C;{.L,—/— Abhishek Chauhan

(r- :
Print Date / Print Date / Print Date /
Hara: 14.01.2022 Hara: 14.01.2022 Hara: 14.01.2022
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