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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page 1 of 4 / Ctp. 1 3 4

Product : Nise tablets 100 mg
Ipotykr  : Haiis®, tabnerku 100 mr
BatchNo / - 1 V2300607 ! Batch Quantity / : 5000000 tablets /
Cep Ha Ne : i O6nem cepuun . 5000000rabneTox
Analytical Report No / : 890001658572 Date of Analysis / .1 22.04.2023
AHaJurnyeckuii oryer No JlaTa aHaausa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA I'ogen g0 (BKJI)
Analysis performed according to ND / Asanun3 nposenen no HJI: 11 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / m3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / uam. Ne 3 ot
28.09.2022)

Ne | Test / IToxazaTenn Result / Pe3yabTaThl _ Specification / Hopma
1 |Description/ Onncanune Complies / CooTBeTcTByET Yellowish white round biconvex tablets with
smooth surface. / Benbie ¢ XENTOBaTHIM
OTTEHKOM KPYTJIble JBOSKOBBIIYKIIbIE TabNETKH
C IM1aJKo# NOBEPXHOCTEIO.

2 | Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
MHMoanuHHOCTH |chromatogram  of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram |
under Assay / BpeMms yaep»HBaHUs OCHOBHOIO
NMKa Ha XpOMAaTOrpaMMe  UCTIBITYEMOTO
pacTBopa HOJDKHO COOTBETCTBOBaTh BPEMEHU

YIAEPKUBAHUS OCHOBHOTO nHKa Ha
XpoMaTorpaMMe  pactBopa  CTaHIApTHOTO
obpasua HUMECYNIUAR (pazmen

«KonuyecTBeHHOE ONpEACICHUEN)

3 | Average weight and mass 308.2 mg/308.2 mr 310 mg +5.0% /310 Mmr+5,0%

En(:f(l):;)m:)tyﬂ/o(cjf:;llwﬂasz::acca 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 / PacrBopenue 98 %, 98 %, 98 %, 98 %, 99 %, Not less than 75 % (Q) of labeled amount of
99 %, C13H2N-0s8 nimesulide is dissolved in 45
minutes / He menee 75 % (Q) ot
HoMHuHaNEHOTO comepykanus Ci3H;2N2OsS
(auMecynun) yepes 45 MHH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: ITponykT coorBeTcTByeT TpeboBanusam HJI 3akiawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Noxrororneno: Ramakant [posepeno: Pardeep Kumar Onobpeno: Menenxep [ PykoBoauTens
L
%{%ﬁ“ PYZ Ci—/::’ Amit Kumar A\ ;}::
Reprint Date /22.04.2023 Reprint Date /22.04.2023 Reprint Date /22.04.2023
Hata: Hara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Page2 of 4 / Crp.2 u3 4

Product Nise tablets 100 mg
IlpoayxT Haiiz®, Tabnerku 100 mr
Batch No / : V2300607 Batch Quantity / + 5000000 tablets /
Cepusi Ne O6bem cepun 5000000TabneTox
Analytical Report No / : 890001658572 Date of Analysis / : 22.04.2023
AHaauTHYeCKHii oT4yer Ne Jata ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
Jarta npousBoacTaa I'ogen oo (BKu)
Analysis performed according to ND / Anaau3s nposegen no HJI: IT1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
usM. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3zm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)

N | Test / IlokazaTeas Result / PesyanTaThl | __ Specification / Hopma -

5 |Water / Boaa 2.4% Not more than 6.0 % w/w / He 6onee 6,0 %

6 | Related substances / PogcTBenHbie mpuMecH

Impurity A / Tlpumecs A

Below LOD (LOD = 0.0019%) /
Huxe npenena obuapyxenus (T1O =

NMT 0.20 % / He 6onee 0,20 %

0.0019)
Impurity B / IIpumecs B 0.02% NMT 0.20 % / He 6onee 0,20 %
Impurity C / TTpumecs C Not detected / He obHapykeHa | NMT 0.20 % / He 6onee 0,20 %
— 0,
Impurity D / ITpumecs D Below LOD (LOD = 0.0049%) / NMT 0.20 % / He 6onee 0,20 %
Hmxe npenena obHapyxenuns (ITO =
0.0049)

1 0, 0,
Impurity E / Ilpumecs E Not detected / He obHapyeHa NMT 0.20 % / He 6onee 0,20 %
Impurity F / ITpumecs F Below LOD (LOD =0.0045%) /| NMT 0.20 % / He 6onee 0,20 %

Hwke npepena obHapyxenus (I1O =

0.0045)
Any unknown individual NMT 0.20 % / He 60nee 0,20 %
impurity / Exuananas .
HEeHAEHTHOULKpYemast 0.02%
NpHUMeCh
Total impurities / Cymma 0.04 % NMT 1.5 % / He 6onee 1,5 %
npuMecei

7 | Uniformity of dosage units / 4.7 Acceptance value (AV) should be not more

Remarks : The Product conforms to ND /

Ilpumeuanue: [IpoaykT cooT

BETCTBYET TpeboBanusM HJ[

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

Prepared by /
Iloarotoneno: Ramakant

Checked by /
IIpoepeno: Pardeep Kumar

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

@u,l\ud“ Amit Kumar N
/ (‘__'_4—4—"’__
Reprint Date /22.04.2023 Reprint Date /22.04.2023 Reprint Date /22.04.2023

Hara: Hara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A
Page 3 of4/ Crp.3 n3 4
Product Nise tablets 100 mg
IpoaykTt Haii3®, Tabaerku 100 mr
Batch No / 1 V2300607 Batch Quantity / : 5000000 tablets /
Cepusi Ne O6Bem cepuu 5000000TabneTok
Analytical Report No / : 890001658572 Date of Analysis / : 22.04.2023
AHaquTHyYecknii oTuer No Hara aHasu3a
Date of Manufacture / ¢ Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA Togen go (BKN)
Analysis performed according to ND / Ananus nposenen no H/I: I1N012824/03-140119 (amend Ne 1 from 08.06.2020 /
msm. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uzm. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3m. Ne 3 ot
28.09.2022)
Ne Test / lloxazaTenn Result / PesyabTarThbl | Specification / Hopma
OaHOpOAHOCTD T03HPOBAHMSA than 15.0 / Iloka3arens npuemiaemMocTH (AV)
nomkeH 6bITh He 6ogee 15,0 |
J
8 | Microbial limits* / MukpoGuojornueckas yucrora*
a) Total aerobic microbial NA [ Not more than 1000 CFU/g /
count / O6ee uncno | He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O61ee uucno He 6onee 100 KOE/r
JPOMOKEBBIX U [UIECHEBBIX
rpubos
|c) E. coli NA Shall be absent in 1g/
| JIOJDKHBI OTCYTCTBOBaTH B 1 1
9 |Assay/ KonnuecTennoe 99.7 mg/99.7 Mmr Not less than 90.0 mg and not more than
onpegeneHue 110.0 mg Ci3H(2N20sS Nimesulide in tablet /
Or 90,0mr g0 110,0mMr C3H;2N20sS
(Humecynun) B TabneTke
10 |Package/ YnaxoBka 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 Tabnrerox B|carton. / Ilo 10 Tabnerox B IIBX /
[IBX/amomuHuesom 6aucrepe. [1o 3 |amomunnesoM Gmucrepe. Ilo 1, 2, 3 wm 10
6nucTepa BMECTE C HHCTPYKLMEH MO | GIUCTepoB  BMecTe C  WHCTPYKLUMEH 1o
NPUMEHEHHIO B Na4Ky KaPTOHHYIO. | IPUMEHEHHMIO B 14Ky KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYeT TpeOOBaHUAM B cooteetctuu ¢ HJJ

Remarks : The Product conforms to ND /
ITpumeuanue: [TpoxykT cooTBercTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
[Tpoepeno: Pardeep Kumar

Approved by: Manager / Executive /
OnoGpeno: Menemiep / Pykoonnreib

G Amit Kumar i
M o L
Reprint Date /22.04.2023 Reprint Date /22.04.2023 Reprint Date /22.04.2023

Hara: Hara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page4 of4/ Crp.4 u3 4

Product : Nise tablets 100 mg
Ipoaykr : Haits®, tabnerku 100 mr
Batch No / 1 V2300607 Batch Quantity / : 5000000 tablets /
Cepusi Ne Ob6bem cepuu 5000000Tabnerox
Analytical Report No / : 890001658572 Date of Analysis / ¢ 22.04.2023
AHanuTHYECKHi oTyeT No JlaTta anann3sa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2026
JlaTa npou3BOACTBA T'ozen po (BKJI)
Analysis performed according to ND / Anasus nposenen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
w3m. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / n3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / u3am. Ne 3 ot
28.09.2022)

12 |Storage conditions / Store protected from light below 25°C / B 3amuumeHHOM OT CBeTa MecTe MNpH
XpaHenue Temneparype He Boie 25°C

13 | Shelf life / Cpox roaHocTH .3 years / 3 roza l

*The manufacturer performs the “Microbiological Limits” test at release periodically (one test for 20 batches or at least once per
year). The test can be absent in the Certificate of Analysis.

* Apanusz 1O MokKasaTemo «MMKpOBHONOTHYECKAs YKWCTOTa» IMPOBOAMTCS MPOM3BOAMTENEM MNpH BbIMYCKe [SPHOAUYECKH
(c uHTepBaNOM OHO McMbITaHMe Ha 20 cepuil WM He Menee 1 pasa B o). ITokasatens MoxeT GbITh He BKMOUeH B CepTuduxar
aHanuza GUpMBIL.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanue: IIponykt coorBeTcTByeT TpeboBanusam HJI 3axmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Ioaroroeneno: Ramakant Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosogurens
@\L @ ct/_( Amit Kumar 7&\_’,‘\\_/—-'
_.-""'-’/‘-

Reprint Date /22.04.2023 Reprint Date /22.04.2023 Reprint Date /22.04.2023
Hara: Hara: [ara:
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