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Analytical Report No / 1 890001739830 ' Date of Analysis / : 30.05.2024

AHa TITHYECKHKIT 0FueT N2 lara anandsa o
Date of Manufacture | : 052024 Date of Expiry / : 04/202

Jdara nposmisoncroa , o Fopen a6 (ricn)

| Analysis performed according to ND / Anasws nposened mo BJL: TINO12824/03-140119 (amend M 1 Fom 08.06.2020 /
jreM. N 1 o O 20

Ne Test/Horasaters | Result/ PesvasTarst B Specification / Fiopa
i Description / Qaucamie T Con phes / Coorsercinye: Yeidowish white 1cund biconvex tablets with
smooth  surface. /[ Besuwie © xerrropaThiv
i _OTTEHKCM KPYITHIE JIBGRHOBLI VKL Tabme ki
S PARAKON NOBEPXHOCTEIO, :
2 Identification ¥ -i_—'x:?;":";:e-'.\ / Cooteercrayes The refention time of principal pc.-.‘-\-i:: the
HoaaunuKocts ' clromatogram  of  rest solufion should
comrespond to retention time o principal peak in
i Nimesulide standard solution chromatogram
‘ under Assay / Bpema yJcps#ibaHHs OCHOBBOIO
l NHKa ha xpuMaTﬁi'i'-i?-'.‘dl' }ld:??.\lr)'E‘wlDi"ﬁ
PACTROPA [ODKHG COOTECTCTBOBATE BPCMCHT
‘ VIEQAHEGH A CCHOBHOMO Rk Ha
! XPOMATOrpAMME  PaciBOpa  CTAHAAPTHOMO
obpasua HUMECYJ11IA (paszaen
«KonuucctseHHOS onpeieneiue )
{3 sverape weight and mass 309.4mg /3094 wr 310 mg+5.0%/310mr 2 3,0%
[URRE A e Complies / Cootaererayer 18120 tablets — NMT £ 5 %/
"M ORHOPOAHOCTE MICCHT , 18730 TaBHETO — 16 Ebfee 5 8
220 tabiets NMT 2 10%/ :
2/20 Tabnerox — ne Gonee = 15 %
4 Idssolution/ PacTBopenue 08 %, 96 %, 102 %, 101 %, 97 %, Not less than 75 % (1) of labeled amount of
97 %, Ci3H 127045 nimesuhde s dissolved in 45
inutes / He menee 75 % (Q) ot
fwomuBasnHoro cogepxanir CialpNo0sS
{HHyeeY M) Yeper 45 Mun.
Remarks : | he Product conforms to ND / Conclusion : APPROVED /
Lipumedanue: [Tpoayxt cooteercrayet tpeGoBauuam HII | Bawmoucnue: ONOBRPEHO
Prepared by / | Checked by /- Approved by: Manager / Executive /
11onr0T0RNZHO: E Ilpoeepero: - Oaedpesor Mereaxep / Pyvieononniens E
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: Reprint Date / Reprint Date /
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BatchNeo/ 1 V2400902 Batch Quantity / . 5000000 tablets /
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- jAnatytical Report No P = 890001739830 Date of Analvsis : 30.05.2024 —
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iDate of Manufacture / T Y5204 Date of Expiry / !
ClaTa mpoeoacina o _ Cogen go (v101} ‘ .
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Test/ Hlokararens | Resuli/ oy T Specifivation/ Hopsu
5 Water / Boaa - : 3.2% Not more than 6.0 % w/w [/ He Gonee 6.0 %
i
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1 [ Related substances, Ponerieitbbie onimecH ) ¢
Impurity A / Ipiuecs A Below LOQ {LOQ - NMT 0.20 % / He 6onee 0,20 %
Higie  npesena  KOAMYECTBEHHOTO
onpeaenenus  (iITKD 0.G057 %
Impurity B / [Ipisices B .Below LOQ (LOC 0f 3) / NMT 0.20 % / He Gonee 0,20 %
Hioxe npeaena  KoAMHECTBERHOIG i .
)] 1 ([TKO = 0.0084 %)
1 purity C /7 Tlpumecs N i/ e obRapy &R HAMT 0.20 % / He fonee 0,20 %
| Iinpurity D/ Hpumecs D ‘;.‘-7 t detected / He nBrapyena NMT 0.20 % / He 6onee 0,20 %
i ty L/ Hpumect Not detected / 11e obuapywena NMT 0.20 % / He Gonee 0,20 %
i ty F / | Not detected / we 0buapywena NMT 0.20 % / He 6onee 0,20 %
At 3 NMT 9.20 % / He Gonee 0,20 3
; .
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purities / Cysmwma LM NMT 1.5 %/ He Gonee 1,5 %

IpHMECEH

7 Unitormity of dosage units / 35 Acceptance value (AV) should be not more
OaHopOIHOCTD ZO3HPUBANHA thar 15.G/11 arens npuemtemocti {AY)
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Lcrs’ an 10 CTug/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/T

B Not more Fl
Men } - He 6onee | KOE/N:
Absentin 1g/ Shall be absentin lg/

Orcyrereyer e ir ¢ Honkwet oTeyTeTROBATE B 1 T

P Ass‘a.y- KoanyecreeHnoe 887 mg,/ 93.7 mr N ) mg and mor
: -onpeaeaemise 110.0 mg C+Hi2N2058 Nimesufide in tablet /
| Or 900wmr o 118,0mc  C:HN-OsS
(Hrmecystra) 8 Tabnerke
| 10 (Package/ Voaxosxa 0 tablets in PV C/ajuminum | 10 tablets m PV adunss ster. 1, 2,3 or 10
b i. i t informati 18t and patient informs leaflet in a
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