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Distt. Solan, H.P,, 173 205, INDIA
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Product Nise tablets 100 mg
Ilpoaykr Haiiz®, Tabnerkn 100 Mr
Batch No / : V2200498 Batch Quantity / : 25,00,000 tablets /
Cepust Ne O6bem cepun 25,00,000 tabnerok
Analytical Report No / : 890001581883 Date of Analysis / : 31.03.2022
AuanuTHdecKkHii oTueT No JlaTta anajanza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTa nponssoacTBa T'open mo (BKT)

Analysis performed according to ND / Ananus nposeaen no HJI: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

No

Test / IToka3zaTeab

Result / Pesgf.anaTm

Specification / Hopma

1 | Description/ Onucanne

Complies / CooTBeTCTBYET

Yellowish white round biconvex tablets with
smooth surface. / DBensle ¢ xenToBaTbiM
OTTEHKOM KPYTJIBIE JBOSKOBBIMYKIIbIE TAOTETKH
C TJIa[KOIf TTOBEPXHOCTBIO.

2 Identification /
IognuHHOCTL

Complies / CooTBeTCTBYET

The retention time of principal peak in the
chromatogram of test
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaepuBaHusi OCHOBHOTO

solution  should

M¥Ka Ha XpOMAaTorpaMMe  HCMEITYEMOTO
pacTBopa HOJKHO COOTBRETCTBOBATH BpPEMEHU
yIaepIKUBaHUSA OCHOBHOT'O r1Ka Ha
XpoOMaTorpaMme  pacTBOpa  CTaHAapTHOrO
obpasua HUMECYTTHAA (pazpen |

«Konn4ecTBeHHOE omnpeeneHue»)

3 | Average weight and mass 310.0 mg /310.0 mr 310 mg+5.0% /310 Mr+ 5,0 %
Elzlezmztylfoff:?:;i:acca Complies / CooTBeTCTBYET 18/20 tablets - NMT + 5 % /
AHOPOL 18/20 Ta6bnerox — He Gonee = 5 %
2/20 tablets —NMT + 10 %/
2/20 tabnetok — He Honee + 10 %
"4 |Dissolution / PacrBopenue 94 %, 96 %, 98%, 93%, 96%, 94 % | Not less than 75 % (Q) of labeled amount of
| C13H2N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HomuHanpHOTO comepxanus Ci3HpN20sS
(HuMecynun) yepes 45 MUH.
5 |Water / Boga 33% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND /
TIpumeuanue: [TponykT coorBeTcTBYeT TpeboBanusm H/L

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Iposepeno: Himesh Kumar

Prepared by / Checked by /
IToarorosneHo:
Pardeep Kumar I

N—

Approved by: Manager / Executive /
Onobpeno: Menemkep / PykoBoauTeNb
Rishu Sharma A

/

J\\\)LLLL ==

Print Date /
JHara: 31.03.2022

Print Date /
Jara: 31.03.2022

Print Date /
Jara: 31.03.2022
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Product : Nise tablets 100 mg

Ipoayxr  : Haiia®, rabnerku 100 mr

Batch No / 1 V2200498 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6bem cepuu 25,00,000 tabneTok
Analytical Report No / : 890001581883 Date of Analysis / : 31.03.2022
AHaauTHdecknii oryet Ne JlaTa aHaJsin3a

Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025

JiaTa npoH3BOACTBA Togen g0 (BKJI)

Analysis performed according to ND / Aua/ins nposejeH no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

—_ Ne Test / IToka3aTess | Result / PesyapTaThl ! Specification / Hopma ]
6 |Related substances / PoacTBenHble npumMecH
Impurity A / Ilpumece A I Less than LOQ (LOQ: 0.0057%) NMT 0.20 % / He 6oinee 0,20 %
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / Tlpumecs C Not Detected NMT 0.20 % / He 6oxee 0,20 %
Impurity D / TTpumecs D Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity E / Tlpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Tpumecs F IogPeeted NMT 0.20 % / He Gonee 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / EquruunHas
HeHZEHTHULIHpYeMast
puMech
Total impurities / Cymma 0.02% NMT 1.5 % / He Gonee 1,5 %
npumMecen
7 | Uniformity of dosage units / 33 Acceptance value (AV) should be not more
OaHOpPOTHOCTHL AO3UPOBAHUA than 15.0 / [Tokasarens npuemiemoctu (AV)
noJpKeH ObITh He Gonee 15,0
|8 |Microbial limits / Muxpofnosornyeckas 4ucToTa
a) Total aerobic microbial [ Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1iee 4ncIo Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Ob1mee 4HCIIO Memnee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX U MJIECHEBBIX
rpubor
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoyKT COOTBETCTBYET TPEOOBAHHAM HJI 3aknouenue: OJIOEPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToOBIEHO: ITposepeno: Himesh Kumar Ono6peno: Menemxep / PykosoauTesnb
Pardeep Kumar { F,X’—/—‘— Rishu Sharma 7
J| = ~ e
Print Date / Print Date / Print Date /
Jara: 31.03.2022 Jara: 31.03.2022 Jara: 31.03.2022
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Product Nise tablets 100 mg
[poaykr Haitz®, Tabnerku 100 Mr
Batch No / 1 V2200498 Batch Quantity / : 25,00,000 tablets /
Cepusn Ne O0bem cepun 25,00,000 Tabnerox
Analytical Report No / : 890001581883 Date of Analysis / + 31.03.2022
AHaJuTHYeCKHH oTueT Ne Jara avanusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JlaTa npoH3BOACTBA Tomen no (BKJI)
Analysis performed according to ND / Auanus npoge/ex 1o HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
wsm. Ne 1 or 08.06.2020. amend No 2 from 10.08.2020 / u3m. Ne 2 or 10.08.2020)
Ne Test / llokazaTeib Result / PesyabTaThl Specification / Hopma
¢) E. coli Absent / Shall be absent in 1g/
OT1CyTCTBYET JIO/KHBI OTCYTCTBOBATb B 1 T
9 | Assay/ KosnuecTBenHoe 99.2 mg/99.2 Mmr Not less than 90.0 mg and not more than
onpe/ejieHHe 110.0 mg C;3H>N20sS Nimesulide in tablet /
Or 90,0mr no 110,0mr CisHiN2OsS
(numecynun) B TabneTke
10 |Package/ YnaxkoBka 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. / Tlo 10 Ta6nerok B|carton. / Ilo 10 Tabnerok B IIBX /
[IBX/amomuuues om 6nucrepe. [o 3 | anromunuesom Gauctepe. Ilo 1, 2, 3 wiu 10
GancTepa BMECTe ¢ MHCTPYKLMeH 1o | GiucTepoB  BMECTe € HHCTpYKUMeH Mo
| npuMenenuio B MavKky KapTOHHYK. | IPUMEHEHMIO B M1a4Ky KApTOHHYIO.
11 | Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTtseTcTBYET TpebOBaHUAM B cootsercteuy ¢ HJI
12 |Storage conditions / Store protected from light below 25°C / B 3amMumieHHOM OT CBeTa MECTE MpH
XpaHeHnue Temnepatype He eoimie 25°C
13 | Shelf life / Cpok roasocTu 3 years/ 3 roga

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TIpumeuanue: [IpofyKT cooTBeTCTBYeT TpeGOBAHNAM HJT 3axmioyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroToBEeHO: Iposepeno: Himesh Kumar Ono6peno: Menemxep / PykoBoIMTENb
Pardeep Kumar I _ Rishu Sharma Q.

- C“;‘.}. - = )\'lk} w
Print Date / Print Date / Print Date /
arta: 31.03.2022 - | Hara: 31.03.2022 Jlara: 31.03.2022
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