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DE xa tim tay tré em. @

Boc ky hueng din st dung trirde khi ding,

Thiing bio ngay che bdc sy hode durge sy nhitng téc dung Idﬁngmnngmﬁ! gdp phdi
khi sir-dyng thudc. -

THANH PHAN CONG THUC THUGC
Thinh phin hoat chit Saccharomyces boulardil CNCM 1-745 dbng kh ... .250mg .
Thanh phin 1 duwgc: e monohydrat, fructose, colleidal anhydrous silica (Aerosil 200),
hiromi v trdl cly (bt frute).
DANG BAO CHE _
B4t pha han dich udng déng trang adi.
M6 b bdt mAl ndu nlat co mi tras cy.
cHi DINH
aDigu ir] théu chiy cdp do nhidm khuan (do virus hodcwi khuan),
« Dy phong va digu tri théu chdy va viém dai trang lién quan dén khang sinh, s
«Diy tri du phong tai phit bénh do Clostridium difficile, phi hop wéi vancomyin/
metranidazole,
«Bigu trj du phong téu chay lien quan dén nuél dn qua dng théng:
«Bidu tr| héi chirng rudt kich thich. :
CACH DUNG, LIEU DUNG
/!

1 hodc 2 goi, mé 1n hodc hai lin mi ngay.

Céch ding : |

Buwng udng. g

D4 Iurama bét chira trong gol vae mat it nirc hodc 3é.udng ngot, trin déu va udng. Bat cling co
thé dugic tréin v thirc 3n-hodc dd vao binh bi ciia zmge ;

Do nguy €o nhiem bin trong khang khl, khong nén md gal trang phang bénh. Nhin vidn y té
nén deo gang tay trong khi pha thé cac san pham men vi sinh cho bénh nhan sir dung, sau do
nhanh chong logi b0 gding tay vi rifa tdy ding cich txem phan Canh bido vi thin trong khi ding
thuoc). v

CHONG CHIDINH » -
»Qua man vl hoat chat hodc vii bat kir'ta duge nde coa thude,
»Bénh nhin e dat Gng thong {atheter) tinh mach trung tRm e s -
« Bénh nhin bi bénh ndng hodc bi suy gidm mién dich do nguy co nhigm nam huyét (xem phén
Cinh b4 va thin trong khi dling thube).
CANH BAD VA THAN TRONG KHI DUNG TRUOC ]
Néu cac Triée chimag kéo dai trang hom 2 ngdy difu trivai [y thiing thuéng, can danh gla lal
phuong phap digu tr, o e A )
wigc digy trf khdng thay thé bl nede khi digu nay lacan thigt, Lieu b nurge vi dug ditng
(diromiq ubng-tiém truyen tinh mach (1)) nén dinoe didu chinh thea mir 46 ning ctia tiéu chiy,
i v tirsh trang sirc khide clia binh nhin.
B b nhitng truemg hop rdt hifm gdp nhifm nim (va:cly. mdu duong tinh v&i cde ching
Saccharomyees) duoe bao cio chi véu & nhitng bénh nhan dit:ong thong (catheter} tinh mach
trung 1am, bénh nhan bi bénh nghiém trong hodc suy giam mien dich, thuong ddn 8n sét. Trang
hét cic trudmg hop, bénh nhan hétahigm rndm sau khi ngimg ditu il bang Saccharomyees
boulardii, st dung thude khing ni3m vi loai bd dng théng (catheter) khi car ":hl%r_ Ty nhién, d2
€6 ket qud gy & vong & mit s6 banh nidn nguy kich (xem phin Chéng'¢hi dinh va Tic dung
khéng mang mugn cda thusc). e 5 i
Nhur tat ca cac thudc Jam tix vi sinh vit séng khac, phai dac bigt cho y khi pha ché sin nbamgqv
vai sif ¢6 mwat cla bénh nhin dit Sng thang (catheter) tinh mach trung fAm ciing nhu 44t ang
théing (catheter} ngoai vi, thim chi ca khi khéng duoc died tri bing Saccharomyces borlardii, de
tléén;l ldy nhigm bing 1ay vi/ hodc phat tan vi sinh vit trang khing khi ixem phi#n Cich ding,
lidu ding). : 3 A
B2nh nhin phil duoc thing bao vé su cin thiét: ;

«Tir bii nirde bing cich udng nhifu d8 uéng min hele ngot d& b luong dich bi mat do-tiéu
chiy (nhu cdu nude trung binh hing nody cia ngui én 1 2 fio; :
« An khi bi tidu chy: loai trir mt 56 Joai thirc &n nhdt [ & fach s8ng, 1rai ¢y, rau xanh, thirc dn

cay, thirc 3n hodc 6 ubng dé fanh, wu tién thit nuomg vi com. by

Do san pham bao gdm cic 1€ bio séng phit trién & 37°C: khdng trdn lin thudic véi chdt long
hodc thire &n qua ong {trén S0°C), wép lanh hodc ¢ chira cdn.

BIOFLORA 230 mg 6 chira lactpse. Nhitng bénh nhan cé cac van dé di truﬁn‘hf&hjggp vé
khéng dung nap galactose, thiéu hut lactase tadn phin hose kém hap thu glucose-galactose
khéng nén diing thufe nay.

BIOFLORA 250 ma c6 chira fructose: Nhimg bénh nhin ¢& cie viin ¢d di truyén vé khing dung
nap fructose (HF) khng nén diing/ duoc cho ding thudc nay.

TUONG TAC, TUONG KY C0A THUGC

Do ban chit ndm men, khng dumc diing BIOFLORA 250 mg vai thudc khing ndm dutig udng
hodc toan thin. -
Tuong ky: do khong o cac nghién ciu vé tinh twang ky cia thudc, khdng trdn iin thude nay
voi cic thude khac,

SUF DUNG THUOC CHO PHU NIT CO THAI VA CHO CON B

Phunircdthai R

Khong oo dir liéu dang tn ey vétinh gly qudi thal trén dang vat

Cho dén nay chira ¢6 béo colam sang nao vé bit ky tic dung ody di tit hodc gdy doc cho thai.
Tuy nhign, viéc theo d6i cic truémg hop mang thai sir dyng thudc ndy khang du 62 loai tris bat
ky nguy co nan. Do do, fhir mt bién phap phong ngisa, khong nén sir dung thudc ndy trong
thii ky mang thai. - =5

Cho con b

Do khong co dir 1iéu vé sur bai 1iét cda thuic ndy trong sira me, néh traah s dung thube nay
trong thix ke cho con bu.

ANH HUGNG COA THUSE LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chia ca bang chitmg vé &nh hutng cia thudc 16 khd ning 1i xe, vin hinh may moc,

TAC DUNG KHONG MONG MUON CUA THUGE

Cac tac dung khéng mong musn 83 bio edo duoc phin loal dudi déy theo nhdm hé o quan
v theo th sudt, duge 8inh nohla | rdt thutmg odp (= 1/10), thuénggfp (= 1/100, < 1/10),
it gdp &= 1/1.000, < 1/100), hiém gdp (= 1/10.000, < 171.000), r3t hiém odp (< 1/10.000) va
khing ré (khiing the wéc tinh tit cac dir liéu hign ). ; y
Trong mbi nhém tdn sudt, cac phdn g bit kol duoe trinh biy theo thit tr mitc 45 nghiém
trong gidm dén. § j

Nhom hé coquan | Hiém gip Rat hiém aap Khong ra
(Thidt ngif theo
MedDRA)

{91 loan da va mo Phin (g d| ima: ngim, nol

durdi da may day, phat ban %, Ca Téc
dung tai chd hiade anh hugng
todn than (igoal ban tal chd
hoic todn thin), sung md lién g
ket cfia- mit (phii mach).

RGi loan hé mien dich Phan (mg phin vé hodc tham
chi séic

Rél loan tiéu hoa Biiy hai Tdo bon

Nhigm khuan vi Nhigm ndm huyét & bénh nhan | Nhigm khufn huyét

nhiem ky sink triing & diir ang théng {catheter) | & bénh nhin bj bénh
tinh miach trung tdm va o bénh | ndng hedc bi sty glam’
nhan bi bénh nang hodc bi suy | mign dich (xem phin
gidm mién dich (xem phin Ciinfy bdo vi thin
Canh bao va than trong khi wong khi dung thudc)
diing thudc)

Bab o cic phan tng hmg h;rlinghi ngtr sau khicd gify phép luu hanh thudc 14 ditw quan trang,

L

iy nay cho phép theo, dbi lién tuc ean bang loi ichinguy co'cla thudc. Cac chuyen gia v té
dugt yiu cau bao céo bat ki phan Ung bt lon nghi naér ndo qua hé thing bio e qudc gia.
QuA LIEU VA CACHXU TRI 1 :

khong co dir ligu vé st dung thude qud lisy, khang ding qud lifu chi dinh cha thubc,

QUY CACH DONG GOI

Hap-10 goi, mbigs 765:mg

Hép 20 gdi, mBi géi 765 mg

Hép 200 gol, mik géi 765 mg

DIEU KIEN BAO QUAN

Bdo quin & not kh rdo dudi 30°C

HAN DUNG

36 thana ke tirngdy sin xudt

TIEU CHUAN CHAT LUONG: TCCS

TEN, Bia CHI CUA CO 5S¢ SAN XUAT THUGC
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