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Doc ky hrdng din st dung trede khi ding.

Thong bdo ngay cho bac sy hojc dirge 5y nhimg tic dung khéng mong mudn gap phil 26 dir lidu dang tin cay vé tinh gdy qudi thal trén &ing vit.
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ichi st dung thuée. Cho démpay cha c6 Bido cdo 13m sing ndo ve bt ky tac dung gy di 1t hodc gdy dbc cho thal.
; s ] Tuy nhiém, Viée theo d6i ti¢ trueng hap mang thal st dung thudc nay khéng 00 dé loaj tris bat
THANH PHAN CONG THITE THUGC ky ngiy tonan. Do 46, nhi mt bién phip pnong ngira, khéng nén s dung thudc nay trong
Thanh phin hoar chdt: Saccharomyces boulardif CNCM [-745 déng kho . .250 mg tha ki mang thai. i :
Thanh phdn t4 digt Lactose monohydrat, magnesium stearate. QM!!&% -
Thinh phin vi nang: gelatin, titanium dioxide. Do khoing €6 dif 114U vE sy bai it clia thuSc ndy trong sia me, nén trink sir dung thude niy
DANG EAD CHE trong thisi ky cho con bd,
Vién nang cimg, ANH HUGNG CUA THUGC LEN KHA NANG LAT XE VA VAN HANH MAY MOC
M Ld: vin nang mau tring dyc ¢& chira bdt mau ndu nhat vii mif Gdc trung. Chua coBang ching vé dnh hisdng cda thubc Ién khi ndng 131 xe, vin hanh mdymac.
CHi BINH . . : TAC DYNG KHONG MONG MUON CUA THUOC Ry AR
« DIl tr] Tﬁ&j':}i!b!p,ﬂﬁ fihiBm khudn tdo virts hiodc vi khuan). s ¢ tie dung khéng mong mudn da bie o difoc phin Toai dudi diy thea nhom hé co quanyva
« D phing va diéu trl tiéu chiy va viém dal trang lidn quan dén khang sinh, theo tan suulg dirgre dinh nghiald: rit thudng gap (= 1/10), thudng giip (= 1/100, < 1/10), it gdp
+Didu il diz phong &1 phat bénh do- Clestridium difficlle, phél hop vél vancomycin/ (2 1/1.000, < 1/100) hiém gépli= 1/10:000, < 1/1.000), rit hiém gdp (< 1/10.000) va khdng
metronidazole: 1B tkhBng thé we tinh (i cdc 4 ligu hién ca).
« Didu tri du phéng tiéu chay Hén quan dén nudi 3n qua dna thang. Trang mbi nhom tin suit, cac phan ng bir loi dugc trinh bay theo thir i mire 43 nghigm
« Difu trihdi chitng rudt kich thich. trong gidm din; o v
Viéa nang BIOFLORA 250 mg dugc chi dinh & nguéi 1 va tré em trén 6 widk. - —
5 2 o Nhom hé cog Hiém gap Rit hiém gdp Khong rd
CACH DONG, LIEU DUNG (Thust ngi th
s o : 7 uit ngir theo
L ity : ¥ 3 MedDRA}
1 hodc 2 vign nang, mit 1 hodc hai lin mBingay..
Cach dun R0 loan da v mo Phdn ng di img: ngua, ndl
Duing uing, dudl da may day, phit ban da, ca tac
Nudt vién nang v&l mét Iy nudc. b dung ta ¢k hodc dnh hudmg
OV tré nhé dudi 6 tudl, khuydn cdo khing nén nudt vign nang (do ob nguy co thudc di sal fudng) T gy . * | toan‘than (n: goai ban tal b
V3 nén'sir dung bot pha hon dich ubng trong.gal. hodc toan than), stng md lien
Da niguy <o nhiem bin trong Khiang khi; iéhﬂng nén:l; vién nang uargg“[:}hggghbinh. Nhin vién d kBt chia mit (phi mach).
y t& nén deo ging tay trong khi pha ché cic san pham men vi sinh: nhin si dung, T O e :
sau 86 nhanh chang (oal b6 gang tay va ra tay ding cach {xem phdn Canh bio va thin trong R h€ P e E:u:i:éu;ng Bl hose: i
khi dang thudich
CHONG CHi BINH v— = ;
« Qué min véi hoat chat hodc véi bit ki ta duge nao clla thudc. RGi loan Héu hoa B4y hoi Téo bon
« Bénh nhin co d5t.dng thong (catheter) tinh trung tim . .
+ Bénh nhdn bl bénh nang hodc bl suy gldm mién dich do nguy conhidm ndm huyet (xem phdn I s
Cinh bdo va thin trong khi dang thudel. NRIEm khuan va Nhigm nim huyét & oénh | Nhism khudn huyét
CANH BAQ VA THAN TRONG KHI DUNG THUGC nhigm ky sinh triing nhan ca dat Sng thing & bénh nhin bj bénh
Néu cic tridu chimg kéo dai trong hon 2 ngay difu trf vol liéu théng thutna, cin dénh gid lai {catherer) tinh mach trung ndng hosc bl sty glam
phuana phap Giéu tri. tam va & bnh nhdn bi benh | mién dich (xem phin
Vidc digu tri khing thay the bii nuee khi didu nay 12 cdn thigr, Liu bo nudc v dutmg ding | nidng hode bi suy gidm mifn | Cdnh bin va thin trong
(@urdma vdng-tidm triyen tnh mach (V) nén dugc diu chinh theo mir @8 ndng cia tigu chay, dich {xem phin Canh baova | khi dimg thudc)
tuéi v tinh trang sifc khoe cia bénh nhin, I than trgng khi ding thudc)

4 ¢ nhing tm:mg hop rdt hiem gdp ghn':ﬂ ndm, vé cdy mau dﬁunt;ng..;inh vol (acﬂmrlg g
Saccharom woe bio cdo chi yéu & n nh nhin ddt thang (catheter) tin =RO C30 CAC AUANMNGLdLIG L RS TYY il iy . ")

mach lmﬂg’ﬁi Bénh nhan ki bénh nghiém trm :Eic suy giam mién.dich, thiring ‘:F\Eﬁ s Bao cao cac phindmg bir loi nghi nga saw khi <o gidy phép luu hanh thutic 13 didu quan trang.
sé. Trang hdu hét cic trugng hop, bénh nhan het nhiém fam ssu khi ngima diéu tri bing  Di€u nay cho phép the dol lién tuc can bing loj ich/nguy co'cla thudc. Gic chuyen gia y 1€
Saceharomycas boulardii, s ding thusic khing ndm vi loai bo Gnyg theng {catheter) khi can nﬁiw\.éy cau bao cac bt ky phin iing b3t lol aghi ngd nao qua hé thang bao cio quic gia.
thiét, 1;uv n ;;'f?n. @4 o6 ket qud gﬂ':':_gl.rwang & mot 58 bénh nhin nguy kich (xem phin Ching chi  QUA LIEU VA CACH X7 TRI

dinh va Tae dyng khdng mong mufn cua thude), Kliong co dir fieu vé st dung thubc qua lidu, khdng ding qua ligu chi dinh cla thudc:

Nhir 18t o4 cic thudc [m tix vl sinh vat s6ng khac, phii dc biét chil v khi pha chi sin phim nay mﬂﬂf‘:ﬁ GG! . g e S

v&i sur 6 mit ez bénh nhan dit 8ng thong {catheter) tinh mach trung tim cling nhu dit Gng & _‘5' f €oxlin

théng (catheten ngogi vi, thim chi ca khi khéng duoc diéu trj bang Saccharamyces boulardil, 9P VACUDEh nAn)

i) d ey ' HBp 2 vi X 6 vién nang
::"t;?sﬁlg:?u::;ﬁn bing tay vaf hodc phat tan vi sinh vit trong khiing khi l,’:mn phén Cich HGp 2 i x 5 ¥itn nang

Vién nang BIOFLORA 250 mg ¢6 chira lactose. E::EU %mkw duéi 30°C
Nhdmg bénk nhin ¢6 cac vin dé di truyén hifm gip vé khéing dung nap galactose; thidu hut qudn G0t khi rae !
lactase toan phan hoic kém hap thu !ucase—galactuse khéing nén dung thuéc nay: HAN DUNG

génh nhin phii duge thing bio vé su cin thigt: ' 36 thang k& tir ngdy sén xudt

« Tt b ALrGC bing cach udng nkidu dé udng man hodc ngat dé b lugng dich bi mét da tién i R
chiby (nhu ciu nude trung binh hang ngy cia ngu) Ien a2 itk Ty CHENEIRTLUGNGICE o
« &n khi b tiéu chdy: loal trir mot 56 loal thirc &n nha 13 x& lich 3dng, trai ciy, rau xanh thire  TEN. DIA CHi CUIA CO 56 SAN XUAT THUOC
in cay, thire 3n hode 46 udng d€ lanh, uu tién thit wdna va com. b 8 BIOCODEX . 1
Do sdn pharm bao gém cic (& bao séng phat tridn & 37°C: khong trén In thugc wei chit lng  1-Avenue Blaise Pascal, E0000 Beauvais, Phap.
hodc thirc in qud ndng (trén 50°C), uap lanh hedic ¢é chira con.

TUONG TAC, TUONG KY €0A THUSC

Do bin chit ndm men, khéng uec ding BIOFLORA 250 mg véi thudc khing ndm durdng uéng
hodc toan than.

Tuwng ky: do khang o cic nghidn ciru vé tinh tuong ky cira thudc, khéng trén 1an thudc niy
vii chc thudc khie.

34145/01

siocopex ™



