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No _l:g_gt_{T'l oKazaredb

1| Déscription / Onucanue

2 |Identification /
IMopnnHHOCTL

3 Average ;éight and mass .
uniformity / Cpeanss macca

4 OQHOPORHOCTL MACChI

4 Dissolutioanac-raopehue

[Product  : Nisc tablets 100 mg B S
IpoaykT : Haiis®, Tadaetku 100 mr -

Batch No / 1 V2202367 |Batch Quantity / : 25,00,000 tablets / h
Cepusa N |O6Lem cepun 25,00,000 Tadaerox
Analytical Report No / : 890001628500 jDate of Analysis / ¢ 21.11.2022
AHAJIUTHYECKHH oTyeT No |Jdara asanusa

Date of Manufacture / : OCT.2022 {Date of Expiry / : SEP.2025 we=——
JaTta npousBoacTsa - 'Topex o (_q_gc:_l)__

Analysis performed according to ND / Auanus nposeaes mo HJI: T1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / p3nm. Ne 2 o1 10.08.2020)

i _-_I_{fi.;'ult / Peayantater
‘ Complics / CooTeercTayer
|
[

T ‘_(Eﬁa—ﬁ_liés / Coorsercrayer

Complies / CooTseTcTayer

309.6mg /309.6 mr

! ___Specification / Hopma -
Yellowish white round biconvex tablets with
smooth surface. / Benwie ¢ KenTosaTbim
OTTEHKOM KPYTJIble LBOAKOBLITIYKNLIE TaGNEeTKH |

| C r1ankoH NOBEPXHOCTHFO.

| chromatogram  of test solution should
t correspond to retention time of principal peak in
| Nimesulide standard solution chromatogram
under Assay / Bpems ynepxwusanus ocuasuorol
MHKa Ha  XpOMAarorpamMMe  MCMBITYeMOro |
pacTBopa JOMKHO COOTBETCTBOBATH BPEMEHM

| yAepKUBaHUA OCHOBHOTO KA Ha |
| XpomaTorpaMMe  pacTBOPA  CTaHAApTHOrD |
| obpasua HUMCCYNHIA (pazpen |

|
| «KonnuecTBeHHOE ONpeneneHHe») !
i

310mg+5.0%/310mMr£50%

18/20 tablets - NMT = 5 % / |
18/20 Tabnetok — He Bonee £ 5 %

2/20 tablets - NMT + 10 % /
| 2/20 Tabnerok — 11e Gonee £ 10 %

96%, 97%, 97%, 97%, 96%, 97% | Not less than 75 % (Q) of labeled amount of

| C13H12N20sS Nimesulide is dissolved in 45
minutes / He Menee 75 % (Q) ot

| HOMHHATBEHOTO copeprcannn C3H2N.0sS
(HuMecynua) uepes 45 MHH.

5 Water / Boana '

25%

 Not more than 6.0 % w/w / He bonee 6,0 %

Remarks: The Product conforms to ND /
Ipumeuanue: TlpoaykT cootrercTByeT Tpebosanuam H]L

Conclusioﬁ: ;&PPROVED /
3aknwuenue: OJOBPEHO

Mara: 21.11.2022

Prepared by / Checked by / Approved by: Manager / Executive /

[Toaroropnexo: Naresh Kumar | Tlposepeto: Pardeep Kumar Onobpero: Meuemxep / PyxosomiTens
QL::/ - Manoj Kumar o

Print Date / Print Date / Print Date /

Hara: : 21.11.2022

Hara:21,11.2022
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"Product Nise tablets 100 mg

U poiy i _ Maiis k- Tabnetkn 100 mr B o ‘

Batch No / : V2202367 'Batch Quantity / : 25,00,000 tablets /

| Cepun Ne B OGnem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001628500 Date of Analysis / : 21.11.2022
AHANHTHYECKHH oTyeT Ne JlaTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025

|laTa npomssoacTea ) ;l"oneﬂ 2o {Bra) B -

Analysis performed according to ND / Ananuz MpOBeJeH No H;I T N012824/03-1401 19 (amend Ne 1 from 08.06.2020 / —1

[M3M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / Ham. Ne 2 ot 10.08.2020)

Test_/j_mca:a'renh Resul / PesyabTaTer
| ’Rclated substances / Po ICTBL‘HHhI(‘ npHMecH

Impurity A / [pumecs A

Less than LOQ (LOQ: 0.0057%)
Impurity B / TTpumecs B 0.02%
i { Impurity C/ Mpumecs C Not Detected

Below limit of detection (LOD:
0.0049%)

Not Detected

| Impurity D / Tlpumece D
J ilmpurit_\ E / Ilpumecs E ‘

| Impurit F /lpumecs F
‘ PR E Not Detected

Any unknown individual | e ) o
' | impurity / Exutyasias | Less than LOQ (LOQ: 0.0143%)
HeHAeHTH(HLMpyeMan '

‘ { TpUMeECh '
‘ ' Total impurities / Cymma

| npumecei ]
| |

7 EUn;if(irmity of dos;g"é units /- '
OanopoanocTes R03HpoBaHHMS

| |

Speqiﬁﬁﬁon / Hopma - |

~ |NMT 0.20 % / He 6onee 0.20 %

NMT 1.5 %/ He 6onee 1,5 %

‘"Ac'éépiance value (AV) should be not more
than 15.0 / INokazatens npuemnemocTs (AV)
| BomxeH BwITk He Gonee 15,0

NMT 0.20 % / He 6osee 0,20 %

| NMT 0.20 % / He Gonee 0,20 % |
'NMT 0.20 % / He Gonee 0.20 %

]NMT 0.20 % / He 6onee 0,20 %

| NMT 0.20 % / He Gonee 0,20 % |

NMT 0.20 % / He 6onee 0,20 % ’

Microbial limits / Mutsposios 1ornqec|can 4HCTOTa

, a) Total aerobic microbial Less than 10 CFU/g /
count / Obwee uvcno Menee 10 KOE/r
| 23pobHEIX MHKPOOPraHK3MOB

‘Not more than 1000 CFU/g/
| He 6onee 1000 KOE/r

Remarks: The Product conforms to ND /
Tpumeuanne: [1poaykT cooTBeTCTEYET Tpebosanusam HJT

Conclusion: APPROVED /
3akaoyenne;

OJOBPEHO

Prepared by / Checked by /
[ToaroToBneHo: Nzuzsh Kumar | Iposepeno: Pardeep Kumar

K =) —

-— fi=:

Manoj Kumar

Approved by: Manager / Executive /
Onobpeno: Menenxep / I’\'mmuu'renb

Print Date / Print Date /

Hara: ; 21.11.2022

Print Date /
Jlara: 21.11.2022

Huwru ¢ 21.11.2022
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[Product : Nise tablets 100 mg — - T
Mponykr  : Haita®, rabnerkn 100 mr o o

Batch No / 1 V2202367 |Batch Quantity / : 25,00,000 tablets /|
Cepna Ne Obbem cepun 25,00,000 TadaeTox
Analytical Report No / : 890001628500 Date of Analysis / : 21112022 E
AHaauTHYecKu i oTyeT Ne ﬂarg aHanHu3a !
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2025 o
Aata nponspoacTea N B TCopex no (sxn)

Analysis performed according to ND / Ananuz nposesen no HJI: TTNO12824/03-140119 (amend Ne 1 from 08.06.2020 /
tnsm. No 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / mau. Ne 2 o1 10.08.2020)

| N | Test / Iloxazarens _ Result/ PesynbTars! ______ Specification/ Hopma

‘ b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / o I
'mould count / ObGuee yucno | Menee 10 KOE/r Hc 6onee 100 KOE/r
| APOYOKERLIX M [IECHEBBIX | [
‘ rpudos i '
¢c) E. coli Absent / ' Shall be absent in 1g/
I OTcyTeTByeT Hoaxubl oTcyTeTBOBaTE B 1 T

] 1777 ...... R C———— el — -
‘ 9 'Assay/ Konuuecrsennoe ‘ 98.6 mg/98.6 mr Not less than 90.0 mg and not more than
olpegeneHse 130.0 mg Ci3HaN20sS Nimesulide in tablet /!
or 9(},0 Mrr no 110,0 mr C|3H]:N3055 l
‘ ; | (Humceynun) B TabneTke [
10 |Package/ Ynakoska | 10 tablets in PVC/aluminum blister. 3 10 tablets in PVC/aluminum blister. 1, 2, 3 or 101

blisters and patient information leaflet blisters and patient information lcaflet in a

in a carton. / ITo 10 TaGnerok B carton. / Tlo 10 Tabnerok B TIBX /

i TIBX/aniomunues om Gnucrepe. ITo 3| amomunuesom Gauctepe. Mo 1, 2, 3 i 10|

‘ BaucTepa BMECTE ¢ WHETPYKUMEH 1o | BMHCTEpoB  BMecTe ¢ MHCTpYKUMeH 1o |
TIPHMEHEHHIO B Na4YKy KAPTOHHYIO. | PUMEHEHHIO B Na4KY KapTOHHYIO.

— S —

H Lﬁ)cling/ l\/‘lka:["umpomca O Complies as prescribed / iAccordirié to ND /
‘ CooreercreyeT TpebosaHuam B coorsercTBum ¢ HJT,
127 Storage conditions / | Store protected from 'I'i"ght below 25°C / B sammmensom OT cBeTa MccTe npu
Xpaunenue TeMneparype He Beline 25°C i

[ 13 | Shelf life /_Cpoic rOAHOCTH -Z%“Sfear; /3 roma
DU | P S 12

Remarks: The Product conforms to ND / Conclusion: APPROVED /

IIpumeuanne: [Ipoaykr cootserersyer Tpebosanusm HJI 3axmouenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /

ITonroroeneno: Naresh Kumar | TIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosonntens
é,;’ <l ) Manoj Kumar Tttt 4

Print Date / Print Date / Print Date /

Hara: 21.11.2022 Hara: : 21.11.2022 Hara :21.11.2022
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