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CERTIFICATE OF ANALYSIS

CEPTU®HMKAT AHAJM3A

Page 1l of 3/ Ctp. 1133

Product Nise tablets 100 mg

[MpoaykT Haiis, tadnerkn 100 mr

Batch No / 1 V2201390 Batch Quantity / 1 25,00,000 tablets /
Cepns Ne ObLem cepun 25,00,000 Tabnerok
Analytical Report No / : 890001602883 Date of Analysis / : 22.07.2022
AHaauTH4YecKHil oTueT Ne Jara ananuza

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

JlaTa npou3BoAcTBa {Tonen g0 (BK)

Analysis performed according to ND / Ananus nposenes no H/L: [1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

_' N | Test / [Toxa3zarTenb

Result / PesybTaTbl

i Specification / Hopma o

1| Description / Onucanue

Complies / CoOTBETCTBYET

| Yellowish white round biconvex tablets with
smooth surface. / benble ¢ XENTOBaThLIM
OTTEHKOM KPYTJIbi€ ABOAKOBBIMYKIIble Ta0IETKH
C rIagKo# MOBEPXHOCTLIO.

2 |Identification /
IMoanuHHOCTH

Complies / CooTBeTCTBYET

chromatogram of test solution  should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / Bpems yaep»KUBaHHSI OCHOBHOTO

MMKa Ha  XpOMAaTorpaMMe  HCHBITYEMOTO
pacTeopa AOJUKHO COOTBETCTBOBATL BPEMEHH
yIaepXKUBaHUS OCHOBHOTO nm1Ka Ha
XpomarorpaMme  pacTBopa  CTAaHAapTHOTO
obpa3zua HUMECYIHIA (pazmen

«KonuuecTBenHoE ONpeaeIeHHEN)

H OJHOPOAHOCTH MaACChI

3 | Average weight and mass
uniformity / Cpeansisi macca

308.8 mg/308.8 mr

Complies / CooTBeTCTBYET

1310mg+5.0%/310 Mr+5,0%

18/20 tablets —-NMT + 5 % /
18/20 Tabnerok — He 6onee = 5 %

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

The retention time of principal peak in the |

4 | Dissolution/ PacTsopenue

93%, 94 %, 94%, 96%, 96%, 96%

Not less than 75 % (Q) of labeled amount of
C13H5N>0OsS mmesulide 1s dissolved 1 45
minutes / He menee 75 % (Q) oT

| nomuHanbHoTo coaepxanust Ci3HjpxN2OsS
(Humecynum) yepes 45 MUH.

5 Water / Boga

3.0%

Not morPe than 6.0 % w/w / He Gosee 6,0 % ]

Remarks : The Product conforms to ND /
Ipumeuanue: JIponykT cooTBeTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
Jaxnwuenne: OJJOGPEHO

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

IToarorosneHo: Naresh [Tposepeno: Pardeep Kumar Onobpeno: Menemkep / Pyxosoaurens
3 L — A

Kumar (if,/ - Manoj Kumar RM

Print Date / Print Date / Print Date /

Hara: 22.07.2022 JHara: 22.07.2022 Jara 22.07.2022
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIH3A

Page2 of 3/ Crp.2 33

Product Nisc tablets 100 mg

MpoaykT Haiiz®, tadnetku 100 mr

Batch No / 1 V2201390 Batch Quantity / : 25,00.000 tablets /
Cepns N Odnem cepun 25,00,000 TabaeTok
Analytical Report No / : 890001602883 Date of Analysis / 1 22.07.2022
AHaJUTHYecKHH oTueT No JlaTta aHaausa

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

JaTta npousBoaAcTBa Toaen po (BKJ)

Analysis performed according to ND / Anann3 nposeaen no HJI: I1 N012824/03-140119 {amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020)

Test/ HOK33£TeJ'Il>

=
6

Related substances / PoacTBeHHble IpHMecH

| Result / Pe3yabTaTthi

Specification / Hopma |

‘ Impurity A / Ipumece A
|

élmpurity B/ IMpumect B

IImpurity C/Ipumecs C
Impurity D / Ipumecs D
[mpurity E / [Tpumecs E

Impurity F / [lpumecs I

Any unknown individual
impurity / EauHuuHas
HenaeHTHbHLMpYeMast
TIpHMECh

Total impurities / Cymma
npumecei

7 | Uniformity of dosage units /
OAHOPOAHOCTL A03HPOBAHMS

‘ 0.02%

Less Than LOQ (LOQ: 0.0084%)

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

NMT 0.20 % / He 6onee 0,20 %

a) Total acrobic microbial
count / Obmiee 4HcIo

8 | Microbial limits / Muxpofuonoruieckas 4ncrora

a3pOGHBIX MHKPOOPraHU3MOB

Not Detected NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He 6onee 0,20 %
0.02% NMT 0.20 % / He 6onee 0,20 %
Not Detected NMT 0.20 % / He Gonee 0,20 %
0.02% NMT 0.20 % / He 6onee 0,20 %
0.07 % NMT 1.5 % / He 6osnee 1,5 %
1.6 Acceptance value (AV) should be not more
than 15.0 / [TokasaTens npuemieMoctH (AV)
|)10J'I)K€H OrIThL HE Donee 15,0
Less than 10 CFU/g/ Not more than 1UYU CrU/g/
Menee 10 KOE/r He 6onee 1000 KOE/r

Remarks : The Product conforms to ND /
Ilpumeuanue: [TponykT coorBeTcTBYET TpeboBannsm HJT

Conclusion : APPROVED /
3aknouenue: OJJIOBPEHO

Hara: 22.07.2022

Hata: 22.07.2022

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneno: Naresh [TpoBepeno: Pardeep Kumar Onobpeno: Menemkep / PykosoanTens
Kumar > = L’?’ Manoj Kumar : '\ifgﬁt L‘".'ZE-'

Print Date / Print Date / Print Date /

Hata 22.07.2022
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Page30of 3/ Crp.3 u33

JlaTa nponsBoacTBa

Product Nise tablets 100 mg

MpoaykTr Haiiz®, tabnerku 100 mr

Batch No / : V2201390 Batch Quantity / : 25,00,000 tablets /

Cepusi Ne Oo6bem cepun 25,00,000 TadneTok
Analytical Report No / : 890001602883 Date of Analysis / 1 22.07.2022
AHaJuTHYecKHii oryeT No Jlara ananusa |
Date of Manufacture / : JUN.2022 Date of Expiry / : MAY.2025

|T'oxen no (BKa)

Analysis performed according to ND / Ananus nposeaen no HJ/: TIN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 o1 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / ITokazarennb

Result / PesyabTaTnl

b) Total combined yeasts and
mould count / Obuiee uucio
JPOXOKEBBIX U MIECHEBHIX
rprboB

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

. ¢) E. coli

9 | Assay/ KoaunuecTBenHoe
onpeaeeHne

Absent /
OTcyTcTBYET

| Specification / Hopma |
| Not more than 100 CFU/g / ’
He 6onee 100 KOE/r

Shall be absent in 1g/
JIOo/KHBI OTCYTCTBOBATL B 1 T

~ 98.8mg/98.8 Mr

Not less than 90.0 mg and not more than
110.0 mg Ci3H2N-0OsS Nimesulide in tablet /
Ot 90,0 Mr pi(e] 110,0 Mr C13H12N3055
(numecynun) B TabneTke

10 | 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 Tabnetox B carton. / Ilo 10 Tabnetox B IIBX /
IBX/amomunuer om 6auctepe. [1o 3 | amomunuesom Gnucrepe. Ilo 1, 2, 3 wiu 10
6nucTepa BMECTe ¢ MHCTpyKLMel 110 | 6nucTepoB  BMecTe ¢ HHCTpyKume# 1o |
HPUMEHEHHIO B NMayKy KapTOHHYIO. | IPUMEHEHHIO B MUKy KaPTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND / -
CootetcTByeT TpeOOBaHUAM B coorBercTBuu ¢ HJI

12 _Storage conditions / Store protected from light below 25°C / B 3aunmuieHHOM OT CBETa MeCTe IpH

XpaHeHue Temnepatype He Bbilne 25°C

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

Remarks : The Product conforms to ND /
Ipumeuanne: [IponykT cooTBeTCTBYeT TpeOoBaHUaM HJI

Conclusion : APPROVED /
Zaxmwuyenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
TTonrorosneHo: Naresh [Ipoeepeno: Pardeep Kumar Ono6peno: Menemkep / Pykosgaurens
K f Manoj K " ((5

umar @/ &l anoj Kumar 1"3}51‘4’15—-
Print Date / Print Date / Print Date /
Hara: 22.07.2022 Hara: 22.07.2022 Hara 22.07.2022
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