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Product : Nise tablets 100 mg
IIpoaykr : Haiz®, tabnerku 100 mr
Batch No / : V2200999 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6beM cepun 25,00,000 Tabnetok
Analytical Report No / : 890001592806 Date of Analysis / : 30.05.2022
AHAaJHTHYECKHI oTueT Ne JlaTa aHaJau3a
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JlaTa mpou3BoicTBa Togen po (BKJI)
Analysis performed according to ND / Anaans nposenen no HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3Mm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Specification / Hopma

N | Test / TokasaTens Result / PesyapTaThl
1 |Description / Onncanue Complies / CooTBeTcTBYET

2 Identification /

MNoanuuHOCTH
| -
3 | Average weight and mass 309.2 mg/309.2 mr

uniformity / CpeaHsas macca

Complies / CooTBeTCTRYET
U OHOPOAHOCTH Macchl

Yellowish white round biconvex tablets with
smooth surface. / DBemple ¢ KenToBaThIM
OTTEHKOM KPYIJIble IBOSKOBBINYKIIbIE TAONETKN
C MIJIKO¥ MMOBEPXHOCTHIO.

Complies / CooTBeTcTBYeT | The retention time of principal peak in the|

chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram |
{ under Assay / Bpems ylep>XHBaHHUS OCHOBHOTO |
nyuKka Ha  XpOMarorpamMMe  HCIBITYeMOro
pacTBopa HO/DKHO COOTBETCTBOBAThH BPEMEHH

yIoep>KUBaHHA OCHOBHOI'O MHKa Ha
XpOMaTrorpaMMe  pacTBOpa  CTaHAapTHOro
obpasua HUMECYIHIA (paznmen

«KonnuecTBEHHOE OMpeAeNeHHE»)
310mg=5.0% /310 Mr+5,0 %

18/20 tablets —NMT + 5 %/
18/20 Tabnerok — He Gonee = 5 %

2/20 tablets — NMT £ 10 % /
2/20 tabnetok — He 6osiee = 10 %

"4 | Dissolution / PacTBOpenne 100%, 100 %, 99%, 98%, 100%, | Not less than 75 % (Q) of labeled amount of
100% C13H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHHanbHOro copepxanust Ci3HpN-OsS
(HuMecynun) uepes 45 MuUH. |
5 | Water /Boxaa I 27 % Not morPe than 6.0 % w/w / He Gosee 6,0 % \
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [IponykT cootBeTCcTBYET TpeboBanuaM HJI 3aknwuyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: IIpoeepero: Pardeep Kumar Onobpeno: Meremxep / PykoBogurens
Ankit @ f Pawan Kumar 0
Print Date / Print Date / Print Datc /
JHara: 30.05.2022 Hara: 30.05.2022 Jata 30.05.2022
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Product : Nise tablets 100 mg
IIpoaykr : Haiiz®, tabnetku 100 Mr
Batch No/ : V2200999 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabneTtok
Analytical Report No / : 890001592806 Date of Analysis / : 30.05.2022
AHaquTHYecKHH oT4eT No Jlara anannza
Date of Manufacture / : MAY.2022 Date of Expiry / : APR.2025
JaTta npounsBoacTea Togen go (BrJI)
Analysis performed according to ND / Ananus nposexen mo HJI: [T N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usMm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / usm. Ne 2 ot 10.08.2020)

N Test /] II_oxcasa?en_b | Result / Pe3ybTaThbt 1 Specification / Hopma
6 | Related substances / PoagcreeHHblie npumecH - - B
- 0 0,
Impurity A / Ilpumecs A Less than LOQ(LOQ:0.0057%) NMT 0.20 % / He 6onee 0,20 %
Impurity B / Ilpumecs 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 / ITpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Ipumecs E Less than LOQ(LOQ:0.0186%) NMT 0.20 % / He 6onee 0,20 %
Impurity F / TIpumecs F Not Detected NMT 0.20 % / He 6onee 0,20 %
|
Any unknown individual 0.02% NMT 0.20 % / He 6osiee 0,20 %
impurity / EzuHu4Hasg
HeuAeHTUDULIHpYeMas
NpHUMech
Total impurities / Cymma 0.08 % NMT 1.5 % / He 6onee 1,5 %
npumMecei
7 | Uniformity of dosage units / | 23 Acceptance value (AV) should be not more
OaHopoaHOCTb A03HPOBAHUS than 15.0 / lokasartens npuemsieMoctu (AV)
| nomxed ObITh He Gonee 15,0
———— 1 -
| 8 | Microbial limits / MukpoGuoJsiornieckasi 4UCTOTa -
| a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee 4UCIIO Memnee 10 KOE/r He Gonee 1000 KOE/r
a3pOBHEIX MUKPOOPTraHU3IMOB |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Iponykt cooTBeTcTBYeT TpeOoBanusam HJJ 3akmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
Tloarorosneno: IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Ankit @ Pawan Kumar X_/

Print Date / Print Date / Print Date /

Hata: 30.05.2022 Hata: 30.05.2022 Hata 30.05.2022
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Product Nise tablets 100 mg

IMpoaykT Haiiz®, tabnerku 100 mr

Batch No / 1 V2200999 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O61em cepuu 25,00,000 TabneTok
Analytical Report No / : 890001592806 Date of Analysis / : 30.05.2022
AnaanTuyeckmii oryer No Jlata aHasin3za

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

JaTa npousBoacTsa Tonen go (BKJT)

Analysis performed according to ND / Auanuns nposenen no 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)

Ne ~ Test/ Iloxazarensb Result / PesyabTaThl Specification / Hopma __1
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g / '
mould count / Obwee uucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX M MIECHEBBIX
rpubos
¢) E. coli Absent / Shall be absent in 1g / - ]

OTcyTcTBYET JIOJDKHBI OTCYTCTBOBATH B 1 T
9 Assay / KoanuecTBeHHOE 99.0 mg/99.0 mr Not less than 90.0 mg and not more than
onpefaejieHHe 110.0 mg Ci3H;»N20sS Nimesulide in tablet /
Or 90,0mr gmo 110,0mr Ci3H;2N2OsS
(Humecynun) B Tabnerke
i'_IO—.--Package / YnakoBka 10 tablets in PVC/aluminum blister. 3 | 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 rabnerok B|carton. / Ilo 10 Tabnerox B IIBX /
[MBX/amomunues oM 6rucrepe. Io 3 | antomunuerom Gnucrepe. ITo 1, 2, 3 wmu 10
6aMcTepa BMecTe ¢ MHCTPYKUWeH 1o | 6MHcTepoB  BMeCTe € MHCTPYKLHEH Mo
NPUMEHEHHIO B [TAYKy KAPTOHHYIO. | IPUMEHEHHIO B Ma4yKy KapTOHHYIO.
[ 11 'fabeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYeT TpeOOBaHUAM B coorBercTBuu ¢ HIT

12 iStorage conditions / Store protected from light below 25°C / B 3aliMIIEHHOM OT CBETAa MECTE MpH
XpaHeHue Temneparype He Beiuie 25°C

| 13 |Shelflife / Cpox rognocrn |3 years/ 3 rona

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Remarks : The Product conforms to ND /
Hpnmeuanne: ITpoaykT cooTBeTcTBYeT TpebopanusmM HJ|

Prepared by / Checked by / Approved by: Manager / Executive /
INoarotosneHo: IIpogepeno: Pardeep Kumar Opnobpeno: Menemxep / PykoBoauTenb
Ankit @ ? Pawan Kumar 3‘2_1_’/

Print Date / Print Date / Print Date /

Hara: 30.05.2022 JHara: 30.05.2022 Hara 30.05.2022
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