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BIOFLORAdim 
Vidn nang cing 
Saccharomyces boulardii 

Dé'xa tam tay tré em. 

seers 
Boc ky hiréng dan sit dung true khi ding. ; 
Théng bao ngay cho bac sf hodc dug sy nhitng tac dung khéng mong mudn gap phai 
khi sir-dung thude. 

THANH PHAN CONG THITC THUGC 
Thanh phdn hoat chat: Saccharomyces boulardif CNCM |-745 dong kh . 
Thanh phan ta duvet: Lactose monohydrat, magnesium stearate. 
Thanh phan v6 nang: gelatin, titanium dioxide. 

DANG BAO CHE 
Vien nang cing, 
M6 ta: vién nang mau trang duc ¢6 chira bot mau nau nbat voi mili dae trung. 

CHL BINH : 
“Dieu tr] oer do nhiém khudn tdo viris hoge vi khuan): 
«Dy phéng wa diéu tr] tiéu chay va viém dai trang lién quan dén khang:sinh, 
«Didu tri du phéng tai phat bénh do Clostridium difficile, phdt hop vol vancomycin/ 
metronidazole. 

« Didu mj du phdng tiéu chay lién quan dén nudl an qua dng thong. 
© Digu triehdi chitng ruGt kich thich. 
Vién nang BIOFLORA 250 mg duce chi dinh & ngudi lin va tré em trén 6 tuoi. 

CACH DUNG, LIEU DUNG 
Iron 

Thode 2 vien nang, mat lan hoae hai Ian moi ngay.. 
Cach atime 
Pwong ung. 
Nudt vidn nang vai mét ly nude. 
_Otré nha dud 6 tudi, khuyén cao khéng nén nudt vién nang ido.cé nguy co thudc di sai dudng) 
4a nénsir dung bét pha hon dich udng trong gol. 
Do nguy.co nhiém ban trong khéng khi, khong nén me vién nang trong phang benh. Nhan vién 
y té nén deo-gang tay trang khi pha ché cic san pham men vi sinh cho bénh nhan st-dung, 
sau dé nhank chang loai bd ging tay va ria tay dung cach (xem phan Canh bao va than trong 

khi ding thud). 

CHONG CHI DINH 
. = man vai wea et hodc vei bat ky ta duct nao Sei. 
« Bénh nhaa co dat-dng thang (catheter) tinh tring , 
+ Bénh nhan bj benh nang hoac bi suy alban on aguy co nhiém ndm buyer (xem phan 
Cinh bao va than trong khi dang thudc). 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Néu cac tridu chimg kéo dai trong hon 2 ngay diéu tr} véi liéu thong thudng, can danh gia lai 
phyong phap didu tri. : 
Vide dieu tri khOng thay thé bil nude khi diéu nay [a.can thiét. Lidu bo nude va dudng dung 
(duding uang-tiém riven tinh mach (IV)) nén dude didu chink theo mie dd nang cua tiéu chay, 
‘wéi va tinh trang site knoe cia bénh nhan, 
Da ¢é nhéng tung hop rt hiem g8p nhiem nam, (va cay mau, dyong tinh voi cAc ching 
Saccharomyces) duoc bao cao chd. yeu. é nhiing bénh nhan dat éng théng presen tink 
mach trung tam, bénh nan bi bénh nghiém trong pede sty iam mién-dich, thinong dan dén 
sét, Trang. hau hét cac trudng hop, benh nhan hét ahiém sau khi aging tri bang 
Saccharomyces boulardii, sir dung thudc khang nam va loai bd éng théng (catheter) khi can 
thiét. Tuy , 8 CO két qua gay tur vang o mot sO bénh nhan nguy kich (em phan Chong chi 
dinh va Tac dung khéng mong mudn eda thude). 
Nhu tat cd cdc thudc [am ti vi sinh vat song khac, phai dac bier ch y kh) pha ché san pham nay 
voi su-cé mat cla bénh nhan dat dng thong (catheter) tinh mach trung tam cing nhu dat éng 
théng (catheter) ngoai.wi, thdm chi ca khi khéng duoc diéu tr] bang Saccharomyces. boulardil, 
dé ag fay nhiém bang tay vaf hoac phat tan vi sinh vat trong khong khi (xem phan Cach 
ding, liu ding). ie 

Vién nang BIOFLORA 250 mg cé chira lactose. =< 
Nhdmg bénk nhin ¢6 cdc van dé di truyén hiém gap vé khdng dung nap galactose, thidu hut 
lactase toan phan hoac kém hap thu rig al khdng nén dung thuéc nay, 
Bénh nhin phai duge théng bao vé su can thier: = 
«Tu be nuoc bang cach uéng nhidu dé uéng man hodc ngot dé bi kegng dich bi mat do tiéu 
chay (nhu cau nude trung binh hang ngay cla ngudi lenta:2 tit}, | 

«An khi bj tidy chay: loai trir m6t.s6 loal thie dn nhit la xa lach s6ng, trai cay, raw xanh, thite 
an cay, thite dn hode d6 wang dé lanh, wu tien thit avéng ve com, a ine 

Do san phim bao gdm cac té bao song phat trien & 37°C: khong trén ln thudc voi chat ting 
hod thie in qua nang (trén 50°C), wap lanh hoac cé chira cn. 

TUONG TAC, TUONG Ky CUA THUGC 
Do ban chat nam men, khéng dug ding BIOFLORA 250 ma voi thuée khang nam dwang uéng 
hodc toan than. 

Tuong ky; do khdng co cdc nghién ciry vé tinh tuong ky cla thuée, khéng trém lén thudc nay 
voi c&c thubc khae. 

“4
 

b 

ng tin cay vé tinh gay qual thal tén Ong vat. 
Cho démnay chue cO Bao cao lam sing nao ve bat ky tac dung gay di 1at hoac gay doc cho thal, 
Tuy nhién; vide theo di ede truding hop mang thal sir dung thudc nay khéng du dé loai tei bat 
icy nguy conan, Do dd, nhutmét bién phap phong ngita, khong nan siz dung thudc nay trong 
thei ky mang thai. W ¢ 
Cho 
Oo khon da liu vé'sy bai tit cha thude nay trong sia me, nn tranh sir dung thudc nay 

trong thai ky cho con bi 
ANH bl CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC 
Chua c6 bang ching ve Anh hwdng cda thuéc lén kha nang lai xe, van hanh may mde. 

TAC DUNG KHONG MONG MUON CUA THUGC | ae Bie ire 
Cac tac _ khéng mong mudn da bie cio duoc phan loal dudi day thea nhém hé co quanva — 

theo tan suat, dirgc dinh nghiaila: rat thudng gap (= 1/10), thutng gap (= 1/100, < 1/10), itgap 

( 11,000, 2 1100), hiém gap 1/10:000, < 1/1.000), rat hiém gap (< 1/20.000) va khong 
ro (khang thé ude tinh tr cac dir Niu hién ca). 
Trong mdi nhdmrtan suat, cac phan Gng bat loi duoc trinh bay theo thir te mire dé nghiém 
trong giam dan, 7 

Nhom hé co zo Hiém gap Rat hiém gap Khong r6 
(Thuat ngi theo 

MedDRA} 
RO loan da va mo Phan ding di img: nova, nol 
dudi da. may day, phat ban da, ca tac 
i. dung tal ch hoac anh hudng 

Ral loan hé mién dich Phan Una phan vé hode tham 
chi soe 

Roi loan tiéu hoa Bay hoi Tao bon 

Nhiém khuay ua Whiém nim hoyét.& bénh Nhiém khuan huyét 
& bénh nhan bj bénh 
nang hoc bj suy giam 
misn dich (xem phan 
Canh bab va thén trong 
khi'diing thudc) 

nhan cé dat 6ng thang 
(catheter) tinh mach trung 
tam va & bénh nban bi bénh 
nang hodc bj suy glam mién 
dich (xem phan Canh bao va 
than trong khi ding thudc) 

nhiem ky sinh tring 

Hijo cao cac phan tie bat loi nahi ng sau khi co gidy phép Ju hanh thudc la diéu quan trong, 
one cho. be 3 theo di lién tue can bang loi ich/nguy co-cla thuée. Cac chuyén gia y 1 
duc yéu cdu bao cao bat ky phan ving bat lol aghi ng: mao-qua he thong bao cio quéc.gia. 

QUA LIEU VA CACH xr TRI 
Khong cé da liéu vé et dung thude qua liu, khéng ding qua liéu chi dinh cua thudc. 

QUY CACH DONG Gol 
Hop 5 vix-6¥ién nang 
Hop 2 vi x 6 vién nang 
Hop 2 vi x Sivién nang 

DIEU KIEN BAO QUAN : 
Bao quan Gnei khd rao duai 30°C. 

HAN DUNG 
36 thang ké tir ngay san nude, 

THEW CHUAN CHAT LUONG: TCCS arti 
TEN, O14 CHI CUA CO SO SAN XUAT THUGC 
BIOCODEX 
‘L Avenue Blaise Pascal, 60000 Beauvais, Phap. 
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