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Product : Nise tablets 100 mg
ITpoaykTr : Haiis®, tabnerku 100 mr
Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusi Ne Oobem cepun 5000000TabneTok
Analytical Report No / : 890001652132 Date of Analysis / : 23.03.2023
AHANTUTHYECKHH oTUyeT No JlaTa aHaau3a
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
JaTa npom3BoacTBa TIoaen g0 (BKJI)
Analysis performed according to ND / Ananns nposeaen no HJ: IT N012824/03-140119 (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, amend Ne 3 from 28.09.2022 / uzm. Ne 3 ot
28.09.2022)

Ne | Test / [TokaszaTesb ' Result / PesyasTathi _ _Specification / Hopma |
1 | Description/ Onucanue I Complies / CooTBeTCTBYET Yellowish white round biconvex tablets with
smooth surface. / beasle ¢ xentoBatTbiM
OTTEHKOM KPYTJIbIE IBOSKOBBIYKITbIE TaONETKH |
C riajKoi MoBEPXHOCTBIO. '
2 |Identification / Complies / CooTBeTcTBYET The retention time of principal peak in the
IMoasnuHHOCTH chromatogram of test solution should
correspond to retention time of principal peak in
Nimesulide standard solution chromatogram
under Assay / BpeMst yaep>KuBaH1s OCHOBHOTO
nMka Ha  XpOMaTorpaMMe  HCTILITYeMOro
pacTBopa JIO/DKHO COOTBETCTBOBaTh BPEMEHH
yAepKHBaHUA OCHOBHOT'O n1Ka Ha
XpoMaTtorpaMMe  pacTBOpa  CTaHAApPTHOIO
i obpasua HHMeCYuaa (pazmen
«KonnuecTBeHHOE ONpeeeHUE)
3 | Average weight and mass 309.8 mg/309.8 mr 310 mg+5.0% /310 mMr£5,0%
| |puitormity ) Cpemumn waces 18/20 tablets - NMT = 5 %/
18/20 Tabnerok — He Gosiee = 5 %
2/20 tablets — NMT + 10 % / |
2/20 Tabnerok — He 6onee + 10 % |
4 | Dissolution / PacTsopenue 99 %, 99 %, 100 %, 100 %, 99 %, |Not less than 75 % (Q) of labeled amount of |
100 %, C3H>N-OsS nimesulide is dissolved in 45 |
minutes / He menee 75 % (Q) or
HoMuHanbHoro copepxanus Ci3HijsN2OsS
(Humecynua) yepes 45 MUH. |
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Ipogykr coorBeTcTBYeT Tpebosanusm HJI 3axmwouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Ankit IIpoeepeno: Ramakant Onobpeno: Menemxep / PykoBoftureb
&‘ % : Kusum Lata 1;..‘_\: - 3
Reprint Date /23.03.2023 Reprint Date /23.03:2023 Reprint Date /23.03.2023
Hara: Hara: Hara:
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Product : Nise tablets 100 mg

Mpoaykr  : Haiis®, tadnetki 100 mr

Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusa Ne OoBem cepuu 5000000TadneTox
Analytical Report No / : 890001652132 Date of Analysis / 1 23.03.2023
AHaauTHYeCKHi oTueT No JlaTa aHaau3a

Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026

JlaTa npoH3BOACTBA I'open no (BKJI)

Analysis performed according to ND / Ananu3s nposeaes no HJ/I: IT1 N012824/03-140119 (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, amend Ne 3 from 28.09.2022 / u3zm. Ne 3 ot
28.09.2022)

Ne Test / Ilokasarens . Result / PesyabTaThi Specification / Hopma
5 | Water/Boaa 2.7% Not more than 6.0 % w/w / He 6onee 6,0 %

6 |Related substances / PoacTsennbie npuMecH

[ Impurity A / Tlpumecs A Less than LOQ (LOQ = 0.0057%) / ]NMT 0.20 % / He 6onee 0,20 %
| Hmxe npenena oGHapysxenus (110 = |
0.0057%) |

Impurity B / Tpumecs B 0.04% | NMT 0.20 % / He 6onee 0,20 %

Impurity C / I[Tpumecs C NMT 0.20 % / He 6onee 0,20 %

Not detected / e obHapyxeHa |

Impurity D / [lpumecs D Not detected / He 0GHapysxeHa NMT 0.20 % / He 6oee 0,20 %
Below BDL (BDL=0.0062 %)/ Hike

Impurity E / IIpumecs E nopora perucrpatuu (TP =0.0062 %) | NMT 0.20 % / He 6onee 0.20 %

Impurity F / Tlpumecs F Less than LOQ (LOQ = 0.0136 %) /| NMT 0.20 % / He 6onee 0,20 %

Hike rmpepena KOJMYECTBEHHOrO
onpeneneHus (ITKO = 0.0136 %)

Any unknown individual NMT 0.20 % / He 6onee 0,20 %
; . 0.02%
impurity / Envnuynas
HeuAeHTHDUUHpyeMast
npUMech
Total impurities / Cymma 0.05 % NMT 1.5 % / He 6onee 1,5 %
npuMecei
7 | Uniformity of dosage units / 34 Acceptance value (AV) should be not more
OaHOpOAHOCTL 03U POBAHUS than 15.0 / ITokazartens npuemaemoctu (AV) J
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [TponykT coorreTcTBYeT TpehoBanusm HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToarotosneno: Ankit/” [Tpoeepeno: Ramakant Opnobpeno: Menemxep / Pyict)ng,:menb
A// ‘ ? ] W&/ . Kusum Lata :\,\a\-i_ b=
= -
Reprint Date /23.03.2023 Reprint Date /23.03.2023 Reprint Date /23.03.2023
Hara: Hara: Jata:
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Product Nise tablets 100 mg
IpoaykT Haii3®, tabsaetku 100 mr
Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepusi N O0bem cepuu 5000000Tadnerok
Analytical Report No / : 890001652132 Date of Analysis / : 23.03.2023
AHaANTHYECKHT oTUeT No JlaTa anaaunsa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
JlaTa npou3BOACTBA Tonen ao (BKJI)

28.09.2022)

Analysis performed according to ND / Ananus nposeaen no HJI: T1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
M. Ne 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / u3m. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / w3m. Ne 3 or

I Ne Test / Ilokazatenn

Result / Pe3yabTaTnt

Specification / Hopma
JI0/KEH ObITh He Gonee 15,0

a) Total aerobic microbial
count / Ob1ee yucio
a’pOGHBIX MUKPOOPraHU3MOB

8 | Microbial limits* / MukpoGuo

JIOTHUYECKAs YHCTOTa™

Not Applicable

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

b) Total combined yeasts and
mould count / Obwiee uucso
IOPOOKEBBIX U [UIECHEBBIX
rprboB

Not Applicable

| Not more than 100 CFU/g /
| He 6osee 100 KOE/r

¢) E. coli

Not Applicable

[ Shall be absent in 1g/
JI0JDKHBI OTCYTCTBOBATH B ] T

9 | Assay/ Koanvecrsennoe
| onpegenenue

99.6 mg/99.6 mr

Not less than 90.0 mg and not more than
110.0 mg C13H»N-Os5S Nimesulide in tablet /
Or 90,0mr pmo 110,0mMr C;3H;2N-OsS
(numecynun) B Tabnetke

10 tablets in PVC/aluminum blister. 1, 2, 3 or 10

IMpumeuanne: ITponykr coorseTcTBYeT TpedoBanusmM HJT

10 |Package/ Ynakoska |10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet | blisters and patient information leaflet in a
in a carton. / Ilo 10 rtabsncrok B|carton. / IJo 10 Tabnerox B IIBX /
[IBX/anromunreBom onucrepe. ITo 3 | amomunueBom 6nuctepe. Ilo 1, 2, 3 wmu 10
6arcTepa BMECTE ¢ MHCTpYKUKEH MO | GIMCTEpOB  BMECTE C  MHCTpyKuHeH 1no
NPUMEHEHHIO B NMAYKy KAPTOHHYIO. | IPUMEHEHHIO B MTAYKy KapTOHHYIO.
11 _ITabeling / MapkupoBKa Complies as prescribed / According to ND / -
| CooteeTcTBYET TpeOOBaHHAM B cooteerctBum ¢ HJ
12 |Storage conditions / Store protected from light below 25°C / B 3amuuieHHOM OT CBETa MECTE NpHU
XpaHeHHne TeMmIeparype He Bbiuie 25°C
Remarks : The Product conforms to ND / Conclusion : APPROVED /

3axmouenue: OJIOGPEHO

Prepared by /
[TogrorosneHo: Anki’r.

S

Checked by /
[IpoBepeHo: Ramakanl

ot

Approved by: Manager / Executive /
OnobpeHo: MeHe,mKep/ kaoa HTeNb
Kusum Lata &;

Reprint Date /23.03.2023
Hara:

Reprint Date /23.03.2023
Hara:

Reprint Date /23.03.2023
Jlara:
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Product : Nise tablets 100 mg
MNpoaykr : Haiis®, rabaerkn 100 mr
Batch No / 1 V2300485 Batch Quantity / : 5000000 tablets /
Cepus Ne Obbem cepuu 5000000TadneTok
Analytical Report No / : 890001652132 Date of Analysis / 1 23.03.2023
AHAAINTHYECKHI oTHeT Ne Jara ananu3sa
Date of Manufacture / : Feb-2023 Date of Expiry / : Jan-2026
Jara npousBoacrea I'ogen no (BKA)

Analysis performed according to ND / Ananus nposeaen no HJI: I1 N012824/03-140119 (amend Ne 1 from 08.06.2020 /
n3M. Nu 1 ot 08.06.2020, amend Ne 2 from 10.08.2020 / uam. Ne 2 ot 10.08.2020, amend Ne 3 from 28.09.2022 / nam. Ne 3 ot

28.09.2022)

| 13 ‘Shelf life / Cpox roqHocTu |3 years/ 3 roaa o ]

*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.
* AHanu3 mo mnokaszareto «MHKpOGHONOFrMYECKas YWCTOTa» IPOBOAMTCA MPOM3BOAMTENEM TPH BbINYCKE TEPHOAUYECKH
(c uHTEpBaJIOM ONHO McnibiTaHKe Ha 20 cepwii WK He MeHee 1 pasa B ron). [Tokaszatens MoxeT ObITh He BKIoYeH B CepTHdukar

aHanu3za GupMBbl.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeyanme: [IponykT cooTBeTCcTBYET TpeboBanusm H]I 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[ToarorosneHo: Ankit” ITposepeno: Ramakant Onobpeno: Menemxep / PykoBoautenb
/\ , @:EC%T - Kusum Lata s \\ e+
L~ ; - ki
Reprint Date /23.03.2023 Reprint Date /23.03.2023 Reprint Date /23.03.2023
Jara: Jara: Hara:
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