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(54) Compus de tiacumicina §i regim de tratament asociat

(57) Rezumat:
1

Se propune un compus al tiacumicinei, un
stereoizomer al acesteia, un polimorf al
acesteia sau un solvat farmaceutic acceptabil al
acestela §i o compozifie farmaceuticd, ce
confine un compus al tiacumicinei, un
stereoizomer al acesteia, un polimorf al
acesteia sau un solvat farmaceutic acceptabil al
acesteia utilizate in tratamentul oral al
infectiilor provocate de Clostridium difficile
(CDI) sau diareii, sau bolii asociate cu
Clostridium difficile (CDAD) la pacient n
conformitate cu un regim de dozare selectat
din grupul ce constd: 1 - administrarea a 200
mg de compus tiacumicinic BID, timp de 5
zile, urmate de 5 zile de repaos, apoi 200 mg
odatd pe zi pentru urmétoarele 10 zile si ii -
administrarea a 200 mg de compus
tiacumicinic BID, timp de 5 zile, urmate de o
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2
singurd doza de 200 mg peste o zi, timp de 20
zile.

De asemenea, se propune o metoda de
restabilire a populatiei de bifidobacterii din
intestin la pacientul care suferd de infectii
provocate de Clostridium difficile (CDI) sau
diaree, sau boli asociate cu Clostridium
difficile (CDAD) si care primeste  tratament
oral cu un compus al tiacumicinei, de la 50%
pana la 90% din populatia de bifidobacterii din
mtestin -~ cu administrarea  compusului
tiacumicinic, timp de 15..45 zile de la
inceputul tratamentului, prin administrarea
orala a compusului tiacumicinic la pacient in
conformitate cu regimul de dozare, care este
selectat din grupul mentionat mai sus.
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(54) Tiacumicin compound and associated treatment regimen

(57) Abstract:
1

A tiacumicin compound, a stereo-isomer
thereof, a polymorph thereof or a
pharmaceutically acceptable solvate thereof,
and a pharmaceutical composition, containing
a tiacumicin compound, a stereo-isomer
thereof, a polymorph thereof or a
pharmaceutically acceptable solvate thereof,
are provided for use in the oral treatment of
Clostridium  difficile 1infections (CDI) or
Clostridium difficile associated diarrhea or
disease (CDAD) i a patient in accordance
with a dosage regimen selected from the group
consisting of: 1. Administering 200 mg of the
tiacumicin compound BID for 5 days followed
by 5 days of rest and then 200 mg once daily
for a further 10 days and 1i. Administering 200
mg of the tiacumicin compound BID for 5 days

2
followed by a single 200 mg every other day
for 20 days.

Further, a method is provided for
recovering of gut Bifidobacteria population in
a patient, suffering from Clostridium difficile
mfections (CDI) or Clostridium difficile
associated diarrhea or disease (CDAD) and
receiving oral treatment with a tiacumicin
compound, from 50 to 90% of the gut
Bifidobacteria population prior to
administering the tiacumicin compound during
days 15-45 after start of the treatment by orally
administering the tiacumicin compound to the
patient according to a dosage regimen, which
is selected from the above-mentioned group.
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54) TnaKmemﬂosoe COCIUHCHUE N accounnpOBaHHblﬁ PeKHM JICUeHUs

(57) Pedepar:
1

IIpeutoskeHO ~ THAKYMHIIMHOBOE  CO€-
JIUHEHHE, €r0 CTEPEOH30MED, €ro MoIuMopd
WIH  ero (apManeBTHICCKH ITPHEMIIEMBIH
COmpBaT M (papMarieBTHUCCKAs KOMITO3HITHSL,
coJiepKalias THAKYMHIIMHOBOE COCIUHCHUE,
€ro CTEPEOU30MEP, €ro IOTUMOp( WIH €ro
(hapMareBTHIECKH MIPUEMIICMBIH CONBBAT JUIA
IIEPOPATIHHOTO JIeUCHHA HH(EKITHH BHI3BAHHBIX
Clostridium difficile (CDI) unu nuapew, wiu
3aboneBanus accoruupoBannoit ¢ Clostridium
difficile (CD AD) y maruenTa B COOTBETCTBHH
CO CXEMOHM JO3MPOBAaHHS, BHIOPAaHHOH u3
TPYIIBL, cocTosme u3: i - BBeAeHHa 200 Mr
THaKyMUITUHOBOrO  cogjuHeHus BID B
TEUEHUE 5-H CYTOK, C IOCICAYIOIUMH 5-U
CyTKaMH IIepephiBa, 3aTeM 200 Mr ofuH pa3 B
CYTKH, B TeUeHHE cleaylomux 10 cyTok u ii -
BBEJICHUS 200 MI' THAKYMHUITUHOBOTO
coenuHeHus BID B TeueHHEe 5-H CYTOK C

2
OCIIEAYIOIUME OTHOKpaTHBIMH 200 Mr yepes
CYTKH, B TeueHUe 20 CyTOK.
Taxxe, IIPE/IIOKEH CIIocod
BOCCTAHOBJICHHS ITOITYJISATINE OHPHI00aKTEPHH
KUITIEUHUKa Yy  IaIHeHTa,  CTPaJIalolero

HHPCKITHAMU BEBI3BAaHHLIMH Clostridium
difficile  (CDI) wmm  jgmapeen,  WiIH
3a00JIeBaAHICM ACCOITMUPOBAHHOMH c

Clostridium difficile (CD AD) u nomy4arorero
[IEPOPaIbHOE  JICUECHHE  THAKYMHITHHOBLIM
coequHeHHEeM, oT 50% g0 90% mnomymsamuu
oudumodaxTepuit KHIIEUHHKA THAKY-
MHIIMHOBOTO COEJUHEHUA B TeueHue 15...45
CYTOK IIOCJIC Hayana JICUCHHS ITOCPEICTBOM
[IEPOPATIHHOTO  BBEJCHHS THAKYMHITMHOBOTO
COCTUHCHHS MAIlNECHTY B COOTBETCTBHH CO
cxemoHn JICUCHH, BBIOpAHHOH u3
BBINNICYKAa3aHHOH IPYIIIHL.
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