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Product : Nise tablets 100 mg
Mpoaykr  : Haiiz®, tabnerxku 100 mr
Batch No / 1 V2200733 Batch Quantity / : 25,00,000 tablets/
Cepusi Ne O6bem cepri 25,00,000 Tabnerok
Analytical Report No / : 040001560054 Date of Analysis / : 21.04.2022
AHaJMUTHYECKHIT oTyeT No JaTta anajausza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jdara npou3BoaAcTBA I'oaen po (Bicn)
Analysis performed according to ND / Ananus nposexen mo HJI: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / nam. Ne 2 ot 10.08.2020)

No Test / Ilokazarean ' Result / PesyabTaThl Specification / Hopma

1 | Description / Onucanne Complies / CooTsercrByer Yellowish white round biconvex tablets with |
smooth surface. / Bensle ¢ kenToBaTHIM
OTTEHKOM KpPYTJIble IBOSKOBBIMYKIBIE TabIeTKH
€ IMaJKOH TOBEPXHOCTHIO.

2 | Identification / Complies / CootBetcTByeT The retention time of principal peak in the
HoannunocTh chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yaep:kuBaHusi OCHOBHOTO
nuKa Ha  XpOMaTrorpaMMe  MCIBITYEMOro
pacTBopa AOKHO COOTBETCTBOBATH BPEMEHH

YIOEpKUBAHUSA OCHOBHOTO MHKa Ha
XpoMmarorpaMMe  pacTBOpa  CTaHZApTHOIO
obpasua HHMeCYNHa (pazgen |

«KonunuecTBeHHOE OnpeacneHHe»)

3 | Average weight and mass 3109 mg/310.9 mr 310mg+5.0% /310 Mr+5,0 %

l::)llex;)m:)tyﬂ/o(c::) :ilﬂ:ctlracca Complies / CootBetcTByeT 18/20 tablets —NMT + 5 % /
AHOPOA 18/20 Tabnerok — He Gonee = 5 %

2/20 tablets —NMT % 10 % /
2/20 Tabnerok — He 6onee = 10 %

4 |Dissolution/ PactBopenne 99 %, 100 %, 100%, 99%, 95%, 97% | Not less than 75 % (Q) of labeled amount of
C13H12N>0sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMHKHajbHOro coaepxkanus Ci3HaN-OsS
(auMecynun) depes 45 MUH.

5 |Water /Boga 34 % Not morPe than 6.0 % w/w / He 6onee 6,0 %
: |

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: Ipoaykt coorBercTBYET TpeGoBanusM HJJ 3akmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroBneHo: IIpoeepeno: Himesh Kumar Onobpeno: Menemxep / PykoBonuTens
Ankit @ l — Pawan Kumar /ﬁ%’)’F
Print Date / Print Date / Print Date /
Jara: 21.04.2022 Hara: 21.04.2022 Hara: 21.04.2022
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Product : Nise tablets 100 mg
| [Ipoaykr : Haiiz®, tabnerxu 100 mMr
Batch No / : V2200733 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O6nem cepuu 25,00,000 Tabnerok
Analytical Report No / : 040001560054 Date of Analysis / : 21.04.2022
AHauMTHYECKHI 0TYeT No JlaTa ananuza
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
JaTta nponsBoacTea T'oaen no (K1)
Analysis performed according to ND / Auanu3 nposeaen mo HJI: T1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
m3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne | Test / loxaszaTenn | Result / PesyabTaThl __'J_ Specification / HOpM;I _
6 | Related substances / PoacTeennble npumecu -
5 T o ) T
Impurity A / Ilpumeces A Below Limit of Detection (LOD NMT 0.20 % / He 6ounee 0,20 %
:0.0019%)

Impurity B / Ilpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %

Impurity C / ITpumecs C hiotDefested NMT 0.20 % / He 6onee 0,20 %

Impurity D / Ipumecs D Below Llrighgf(;‘]f;f)ctlon (LoD NMT 0.20 % / He 6onee 0,20 %

Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6osiee 0,20 %

Impurity F / IIpumecs F Not Detected NMT 0.20 % / He Gonee 0,20 %

Any unknown individual ) . NMT 0.20 % / He 6onee 0,20 %

impurity / Enuununas Less Than LOQ (LOQ: 0.0143%)

HeuaeHTUHLMpyeMas

[pUMech

Total impurities / Cymma 0.02% NMT 1.5 % / He 6onee 1,5 %

npumeceit
7 | Uniformity of dosage units / 27 'Acceptance value (AV) should be not more

OaHopoaHOCTL A03MPOBAHNA than 15.0 / ITokazatens npuemaemoctu (AV)

oJDKeH ObiTh He 6osiee 15,0

|
8 | Microbial limits / Muxpofuoiornyeckas 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6uee umnco Menee 10 KOE/r He 6onee 1000 KOE/r

a3poOHBIX MUKPOOPTaHU3MOB

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpameuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJT 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Iloarorosneno: ITposepeno: Himesh Kumar OnobpeHo: Menemxep / PykoBoautens
Ankit C}_j’/__‘ Pawan Kumar )

i 4
Print Date / Print Date / Print Date /
Hara: 21.04.2022 Hara: 21.04.2022 Hara: 21.04.2022
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Product Nise tablets 100 mg
poayxr Haiia®), ta6nerku 100 mr
Batch No / : V2200733 Batch Quantity / ¢ 25,00,000 tablets /
Cepnsa No O6bem cepun 25,00,000 TabneTtox
Analytical Report No / : 040001560054 Date of Analysis / ¢ 21.04.2022
AHanHTHYeCKHH oT4eT No JlaTa ananusa
Date of Manufacture / : MAR.2022 Date of Expiry / : FEB.2025
Jara nponssoncrea T'ogen go (Bx)
Analysis performed according to ND / Auanus nposenen mo HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3M. Ne 1 or 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020) J
N | _ Test / [TokasaTenn Result / PesyabTaTsi _Specification / Hopma

JPOAOKEBBIX U TUIECHEBHIX
rpubos

b) Total combined yeasts and
mould count / O61ee yucno

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

:F) E. coli

Absent /
OrtcyTcTBYyeT

| Shall be absent in 1g/

JlomxHel oTcyTcTBOBaTH B 1 T

9 | Assay/ KoanuecrBennoe
onpeae/ieHue

99.1 mg/99.1 mr

Not less than 90.0 mg and not more than
110.0 mg C13H|2N>OsS Nimesulide in tablet /
Or 900mMr mo 110,0mMr Ci13H;»N-OsS
(HuMecymu)) B TabneTke

10 |Package / Ynaxoeka

10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet
in a carton. / ITo 10 Tabnerox B

IBX/amomuHuer oM 6aurcrepe. Ilo 2 |

10 tablets in PVC/aluminum blister. 1, 2,3 or 10 |
blisters and patient information leaflet in a
carton. / Ilo 10 Tabnerox B TIBX /
amomuHHeBoM Gnuctepe. ITo 1, 2, 3 wm 10

Giucrepa BMecTe ¢ MHCTPYKLIMEH! MO | GNMCTEPOB  BMECTE ¢  MHCTPYKLHeH o
NPUMEHEHHIO B MAYKY KAPTOHHYIO. | IPUMEHEHHIO B [IAYKY KAPTOHHYIO.
11 | Labeling / MapxupoBka Complies as prescribed / According to ND /

CooteTcTBYET TpebOBaHHAM

B cooteercrBun ¢ HII
|

12 | Storage conditions /

TeMiepartype He Bolie 25°C

Store protected from light below 25°C / B 3aliMWeHHOM OT CBeTa MecTe npu

Xpanenue
L 13

Shelf life / Cpox roanocrn

3 years / 3 rona

Remarks : The Product conforms to ND /
Ipumeyanne: [TponykT coorBeTcTBYET TpebOBaHMaM HJI

Conclusion : APPROVED /
3akawyenue: OJOBPEHO

Prepared by /
IToprorosneno:

Ankit @

Checked by /
IIposepeno: Himesh Kumar

. B

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosoaurens

Print Date /
Hara: 21.04.2022

Print Date /
Hara: 21.04.2022

Pawan Kumar ’%()ﬁ/
Print Date /

Hara: 21.04.2022
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