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CERTIFICATE OF ANALYSIS
CEPTHOUKAT ATIAJIM3A

Page 1 of 3/ Crp. 1 u3 3

Product Nise tablets 100 mg
Hpoaykr Haiiz®, rabnerku 100 Mr
Batch No / 1 V2101164 Batch Quantity / : 25,00,000 tablets /
Cepus Ne O06nem cepuun 25,00,000 Tabnerok
Analytical Report No / : 890001533389 Date of Analysis / : 10.07.2021
AnaantTHacckmii oryer No JlaTa anannza
Date of Manufacture / ¢ Jun.2021 Date of Expiry / : May.2024
JlaTa npousBoacTEa Toxen o (BKT)
Analysis performed according to ND / Auanu3 npoeenen mo H/: I1N012824/03-140119 (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 / IToxazaTean Result / PesyabTatsl Specification / Hopma
1 | Description / Onucanue Complies / CooTBeTcTBYET Yellowish white round biconvex tablets with
smooth surface. / Bemsle ¢ XenTOBaTHIM
OTTEHKOM KpYTJIble IBOSKOBBIMYKIIbIE TAOIeTKH
€ r1aAKoil MOBEPXHOCTRIO.
2 |ldentification / Complies / CootercTBYyET ‘l'he retention time of principal peak in the
lloaauHHOCTL chromatogram of tcst solution should
correspond 1o retentlon tlme of princloal peak in
Nimesulide standard solution chromatogram
under Assay / Bpemst yigpRHBaHAS OCHOBROIY
NHKA Ha  XPOMATOTPAMME  UCTIRITYEMOTro
pacTBopa HOJKHO COOTBETCTBOBATH BpPEMEHM
yIepKHBAHHS OCHOBHOTO nHKa Ha
XPOMOTOTPAMMS  PacTBOPA  CLAHAAPIHUIY
obpasia HUMeCYIMaa (pazpen
«KonndectBeHHOE onpeneneHue)
3 | Average weight and mass 309.9 mg/309.9 mr 310mg+£5.0% /310 Mmr+ 5,0 %
::Ti?:}mlty / (E?cmmlﬂ‘ S Complies / CooTreTcTRYET 18720 tahlets —NMT + 5 %/
PUALUETL MucChl 18/20 tabnetor — He Gonee + 5 %
2720 ablets — ML 4 LU Y6 /
2/20 Tabnerok — He Gonee = 10 %
4 | Dissolution / PacTBopenue 95 %, 99 %, 96 %, 97 %, 95 %, Not less than 75 % (Q) of labeled amount of
98 % Ci3H12N20sS nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HOMuHansHOro coacpxanua CislljsN-OsS
(1umecynun) yepes 45 MuH.
5 | Water/Boaa 33% Not more than 6.0 % w/w / He 6onee 6,0 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITIpumeyanue: [Tpoaykt cooTBeTcTBYET TpeboBaHMsM H]J 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NoaroroeneHo; ITpoBepeHo: Onobpeno: Menemxep / PykoBogutens
Kajal 9 CQ Pardeep Kumar [ Pavan Kumar Sharm
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Print Date / Print Date / Print Date /
Hara: 10.07.2021 Hata: 10.07.2021 Hara: 10.07.2021
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AHaJuTHYECKHIT oTyeT No

CEPTUDOUKAT AHAJIN3A
Page2 of 3/Crp.2 133
Product : Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2101164 Batch Quantity / : 25,00,000 tablets /
Cepusi Ne O6BeM cepun 25,00,000 taGnertok
Analytical Report No / : 890001533389 Date of Analysis / : 10.07.2021

Jlara aHanu3a

Date of Manufacture /
JlaTa nmpousBoacTBa

: Jun.2021

Date of Expiry / : May.2024
T'onen po (BrI)

Analysis performed according to ND / Ananns nposegen no HJI: ITN012824/03-140119 (amend Ne 1 from 08.06.2020 /
u3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Ilokazarenan | Result / PesyabsraTsl | Specification / Hopma
6 | Related substances / PoacrseHiblie mpumMecH
Impurity A / Tlpumecs A 0.01% NMT 0.20 % / He 60see 0,20 %
Impurity B / 1lpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / IIpumecs C Not Detected NMT 0.20 % / He Guuee 0,20 %
Impurity 1) / [lpumecs D Not Deteeted NMT 0.20 % / He Gosee 0,20 %
Impurity E / ITpumecs E Not Detected NMT 0.20 % / He 6onee 0,20 %
Impurity F / Ilpumecs F Not Detected NMT 0.20 % / He 6once 0,20 %
Any unknown individual Less than LOQ (0.0143%) NMT 0.20 % / He 6onee 0,20 %
impurity / Enunnunas
HeuaeHTuULHpyemas
MPHUMECH
Total impurities / Cymma 0.03 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 2.9 Acceptance value (AV) should be not more
OIHOPOAHOCTH A0O3HPOBAHHS than 15.0 / [Tokasarens npuemaemoctu (AV)
noJokeH ObITh He Gonee 15,0
8 |Microbial limits / MukpoGHnosoruueckas YucToTa |

a) Total aerobic microbial 10 CFU/g/ Not more than 1000 CFU/g /

count / Ob1ee yucno 10 KOE/r He 6onee 1000 KOE/r

a3pOOHBIX MHKPOOPraHU3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / O6wuee uncno Menee 10 KOE/r He 6onee 100 KOE/r

IPOOKEBBIX M IICCHEBLIX

rpubor

c) E. coli Absent in 1g/ Shall be absent in 1g /
OrcyrcTrByeT B 1T JIOoMKHEBI OTCYTCTBOBATE B 1 1

[ Remarks ; The Product conforms to NI /

(Coanelnginn - APPROVEDN/

IIpumeuanue: ITponykT cooTBeTCTBYET TpeboBaHmsaM HJJ 3aknawuenne: OJOBPEHO

Prepared by / Checked hy / Approved by: Manager / Executive /
Tuut viusieHu. ITpuseperu. Opu0peHy: MeHejkep / PYKOBOAUTEND
Kajal ‘\LO?\C! ( ) Pardeep Kumar Cj, Pavan Kumar Sharma /-

Print Date / Print Date / Print Date /

Hara: 10.07.2021 Hara: 10.07.2021 JHara: 10.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A
Page30f3/Crp.3u33

Product Nise tablets 100 mg
Ipoaykr Haiiz®, tabnerku 100 mr
Batch No / : V2101164 Batch Quantity / + 25,00,000 tablets /
Cepus Ne O61em cepum 25,00,000 TabneTox
Analytical Report No / : 890001533389 Date of Analysis / ¢ 10.07.2021
AHanuTHYecKHii oTueT No JlaTa anann3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2024
JlaTa npou3BoacTBa I'ogen mo (BK)
Analysis performed according to ND / Ananu3 nposenen no HJI: TT N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3mM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020)

Ne Test / Ilokazarean Result / PesyasTaThl Specification / Hopma
9 | Assay/ KonudecTBeHHOE 99.7 mg/ 99.7 mr Not less than 90.0 mg and not more than
ompejeseHue 110.0 mg Ci3H2N20sS Nimesulide in tablet /
Or 90,0mMr gmo 110,0mr Ci3H;pN2OsS
(mecynua) B TabncTke
10 [Package/ YnakoBka 10 tablets in PVC/aluminum blister. 2 | 10 tablets in PVC/aluminum blister. 1, 2, 3 or 10
blisters und palient information leatlet | blisters and patient intormation leatlet 1n a
w oa walone f Tlu 10 1ancron s |calon. / Tlu 10 walncion s TIDX
Lt X (ammosnaares av houetepe 1in 2 | amoyadueronm boueteps Ha 10700 wna )
6nucTepa BMeCTe C MHCTPYKUMEH 1Mo | GIHCTEPOB  BMECTe € MHCTPYKIMEH Mo
LUPUMEHCHNRY B 11d4RY RAPLUHHYRY. | IPUMEHEHMIU B LHAYRY RAPIUHHYR.
11 |Labeling / MapkupoBKka Complies as prescribed / According to ND /
CooTeeTcTBYET TpeGOBAHMAM B cootercTeum ¢ T
12 |Storage conditions / Store protected from light below 25°C / B 3amMiueHHOM OT CBeTa MECTE MpH
Xpanenune TeMrneparype He Bbitie 25°C
13 | Shelflife/ Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND /
IIpumeuanue: IIponykT cooTBeTcTBYET Tpeboranusim HJL

Conclusion : APPROVED /
3akmwyenne: OJOBPEHO

Prepared by / Checked by /
[ToaroroBneHo: ITposepeHo:
Kajal f Pardeep Kumar

ol

=

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykosoauTens
Pavan Kumar Sharma

Print Date /
Hara: 10.07.2021

Print Date /
Hara: 10.07.2021

Print Date /
Jara: 10.07.2021
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