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Produel Mpouyxr Ne:

Suprax® solutab® 400 mg

Bateh /Cepus e 4044 I\flun'uﬁ-mtm'ing date/]{ara pok3sonctia; 25,09.2024
Date of [ssuc/Jlarq Bhinyeka: 27.01.2025 Specification/ Crewntmiaumy NooT F0486

The fol lowing information is indicated in accordance to the Normative Documentation
(ND) JICP-005595/ IG~280322, variations to N #1-3/
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Oblong a iight m‘ange tablet with a score oh
both sides, with striwberry adoy,

Conforms.
Oblong a light orange tablet with a score oy
both sides, witl; 5 strawberry odor,
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The retention time of the main peak in the
chromatogram of the test solution shauld
saUrespend to the retention time of the main
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Identity, HPLC 7 The retention time ol the maiy peak in the
chromatogram of the test solutinn shou|qd
correspond to the retention (ime of the main
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:_,nda'iiL solution,
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XDOMATOPEMME CTARAAPTHOD PAcTROPR NPOMATCIPIMME CTANAARTIOTO PACTRO:
ueHECHMA, _nedHKeHMa,
Disintegration, No more than 3 min./ Caonforms/ CooTsercTaYer,
PRELL or Pl RF/
PacnainemocTs, He Gonee 3 mun, 1 min
Earp. Qapu., IO PO
Dissolution, At least 80% (Q) of cefixinie of the labeled Conforms/ CooTercTayer.
Ph.EU. or Bh, R¥/ . amount st be po inla solution after 15 min/
102%
PaeTsopenne, He yeuee 80% (Q) uedurenmva or
Eep, Dapu., "G PO [KOHNECTA, JAABAEHIOND HA 3THRETKE,
AOMEHO NepeiiTi 8 pacTrop Yepes 15 MM,
Water, ! Not more than 1%/ Canforms/ CootesTeTayer, »
Ph.EU. or Ph. RF/
Baoaa He Gonee 11% 1%
Erp. Gapu,, [ P,
Meran Duniepa
Dispersion | The content of particles with a size less than | Conforms/ Cooreeterayer.
Ph.ELL. ot Ph. RF/ 710 pm should be st least 99.5% /
Hucnepenocts, CozepmanHe YACTHIL C PATMEDOM MeHEE Conlorms
Enp. daps, I'D PD 710 MEM JIORNCHC COCTARIATS HE MEHEC
99.5 %
Related impurities, Conforms/ CooTsercTayer,
HFLC/ . ' '
P?}w}'nemmc TEPHMECH, | [mpurity A - no more than 3,0%/ 9
, BANER Tpmmesns A - 16 Bogee— 3,0% G234
Impurity B - no more than 2,0%/ 0.07% ¥
Ipnmecs B - e Gonee - 2.0% a8
Impurities C, D, E and [, each - no more <0.5%
than 0,5%/ Tpasreen C, D, E o F, wnskoan e
- #g Boree 0,5%
Other single unidentified impurities no 0.04% '
more Lthan 0,2%/ Tpyrue epnnnynue ol !
HENACHTHH LIPOBATERIE TpHMEST
ne bonee §,2%
Total quantity - no thore than 4,0%/ 0.70% .
Cymmapuoe
iromesTRe — 1e Gonee 4,0%
Residual organie Ethandl content must nol exceed 0.5% Conforms (if pertormed)/ Coor rne.m'mym
solven(st/ (npH BRINONHEHWH) S '
Coemeamiie STaHom He J0NKHE NPEbiLRTh Mﬁl 0 f
0,5% . AN /,r G
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OcraTouysie ]
gprauiiiecKne
| pacrsopirrenu’)
Wiicrobiologieal purity, Complies to requirements or Category IN Conforms (if performed)/ Cooroererayer
D Ph. RF/ CooraeroreyeT TpeGomiipz Bl (YIPU BhITIQHEHTIH)
MuicpoGuonorieckas | Kareropu JA -
unieroTa, ¥ I'h PO
Assay, HPLC/ From 360.0 to 420,0 mg in | tablet (from 90.0 | Conforms/ CooTBeTCTRYET,
ta 105.0%) /
[{omuecToennoe 07 360,0 10 420,0 wr & 1 Tabaerics (o1 90,0 400.5 mg
| onpenenénize, BIWX a0 105,0%)

) Control under this pavameter is not routinely performed and it may be absent in the certificate of analysis. Control frequency is
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| Gruppo Menarin]

mmjh MALEEC) - Flranzo, FLAMA, « Firenzn, CODIF] = Flrenzo, A MENARINI FARMACEUTICA INTERMAZIOMALE - Flrenzo, A, MENMARINI IROUSTRIE FARMAGEUTIGHE RIUNITE - Firenze, A,
MEMATHMI MANUPAGTURING LOGISTICS AMD SERVICES - Fironze, L'Agulla o Plan, MENARINI RCERCHE - Firanzo o Pomazla, MENARINI BIOTECH - Pomezia, GUIDOTTI - Plas, LUSGFARMAGG -
tllna, LUSOCHIMICA - Pisa n Lamagna {Laces}, AESEARCH TOXICCLOGY GEHTAE - Pamazin.

oy ALDANIA « Theana, ARGENTINA - Buonog Alres, ARMENIA - Varavan, AUSTRALIA o NUOVA ZELANDA - Sydnay, AUSTRIA - Vianna, AZERBAIGIAN - [aky, BELGIO « Buxalles, BIELORUSSIA -
nilnsk, HCJSMA—ERIEGGV\NA . samgm. BULGARIA - Balla, GINA - Peching o Shanghal, COREA DEL 5UD ~ Snul A Yongin, COITARICA - San Jasd, CROAZIA - Zagabiia, DANIMARCA « l':nzonﬂnﬂnn.
EL BALVADOR - San Salvadar, ESTORIA - Tallinn, FILIFPING - saniln, FIMLARDIA - Holsink, FRANCIA - Parlgl, GEGRGIA - Tuillsi, GERMANIA - Betling & Drosda, aﬂema - Alana, GUATEMALA - Citth
dal Gustnmala, HOMDURAS - Tag‘uolgnmn. HOMG KOMG - Hong Keng, INDIA - Ahmadanad, Mumbal  Nuovn Daill, (OOPESIA - Beknsl @ Jakaga, IALAMNDA - Dubling & Shannan, KAZAKISTAN - Almaly,
KIROHIZISTAN « Bishkek, LETTOMNIA - Flga, LITUARIA - Hilniug, LUSS EHEURGE - Luunmhuge. MALES|A - Kunfa Lumpur, MESSICO - Glla’ del Measica, MOLDAVIA - Chisinau, MUNTEMEGRQ - Podqurlea.
HICARAGUA - MannFua, QLANDA - Aurstadam, PANAMA - Panama, BALOMNIA - Varsavia, PORTOGALLO - Lishona, REGHO UNITO - Landra, REPLUBBLIGA CECA - Praga, ROMANIA - Bucargsl, AUSEIA =
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