dung trong tri liéu phéi hop nham dat duoc viéc kiém sodt dudng huyét 6t hon.
Liéu khdi déu thong thutng clia Glucophage XR Ia 500 mg, ngay 11an vao bifa an
t6i, trong khi liéu lugng ctia insulin duoc diéu chinh dya trén viéc do duong huyét.
Sau khi chinh liéu nén can nhac chuyén sang dung Glucophage XR 1000 mg.
Ngui I tudi: Vi tiém tang kha néng giam chic nang than & nhitng doi tugng
nquoi I6n tudi, liéu ding cia metformin hydrochloride nén dugc diéu chinh dua
vao chic nang than. Can thudng xuyén dénh gid chiic nang than.

Tré em: Do khong c6 dit liéu, khong nén dung Glucophage XR cho tré em.

CHONG CHI DINH:

M3n cdm véi metformin hydrochloride hodc véi bét ctt thanh phan nao cua
thudc. Dai thdo dudng nhiém toan thé ceton, tién hon mé ddi thao duong. Suy
than hodc rdi loan chic néng thén (do thanh thai creatinin < 60 ml/phiit). Cac
truding hop cap tinh cd kha nang lam thay i chiic nang than nhur: mat nudc,
nhiém triing ndng, soc, tiém tinh mach cac chédt cdn quang c6 chia iod. Cac bénh
cép tinh hoac man tinh ¢d thé gay gidm oxy md nhu: suy ho hdp hodc suy tim,
con nhéi mdu co tim gan day, séc. Suy gan, nhiém doc rugu cp tinh, ching
nghién rugu. Phu nif cho con bd.

NHONG LUU ¥ DAC BIET VA CANH BAO KHI DUNG THUOC:

Nhiém toan acid lactic: Hi€m khi nhi&m toan lactic nhung Ia bién chiing vé
chuyén hoa nghiém trong (ty 1€ ti vong cao khi khng diéu tri kip thdi) co thé
xay ra do sy tich Iy metformin. Nhitng ca nhiém toan acid lactic dugc bao cdo &
nhiing bénh nhan dung metformin hydrochloride xay ra chi yéu & nhiing bénh
nhan déi thdo duong bi suy than. Tan sudt nhiém toan acid lactic co thé va nén
duoc giam thiéu bang cach danh gid cac yéu to nguy o khac 6 lién quan nhu
déi thao dudng kém kiém sodt, da ceton, nhin d6i kéo dai, dung qua muc thifc
udng cé chita cdn, suy gan va bét cif cac trusong hgp nao lién quan dén viéc giam
oxy mo. Chdn dodn: Nhém toan acid lactic duoc déc trung bdi chiing kho th do
nhiém acid, dau bung, ha than nhiét va sau d6 la hon mé. Cac két qua xét
nghiém chdn doan la gidm pH méu, ndng do lactate huyét tuong trén 5
mmol/lit, va su tang chénh léch anion va tang ty I& lactate/ pyruvate. Néu nghi
ngd bi nhiém toan acid lactic, phai ngung dung metformin hydrochloride va lap
tifc dua bénh nhan vao bénh vién. Chic ndng than: \i metformin duoc bai tiét
qua than, do thanh thai creatinin (c6 thé udc luong dugc bang céch dung cong
thifc Cockcroft-Gault) va/hodc ndng do creatinin huyét thanh nén dugc xac dinh
trudic khi bt dau diéu tri va mot cach déu dan sau do: it nhat Ia hang nam ¢ bénh
nhan ¢6 chitc nang than binh thudng, it nhat 2 dén 4 1an mot ndm & bénh nhan
c6 d thanh thai creatinin trong gidi han binh thugng va & ddi tuong ngudi In
tudi. Suy gidm chiic nang than & d6i tuong nqudi 16n tudi thudng gap va khong
¢6 triéu chiing. Canh bdo dac biét nén thuc hién ¢ nhiing trudng hgp ma chiic
nang than c6 thé b suy giam, vi du nhu khi bét dau diéu tri cao huyét ap hodc
thudc loi tiéu va khi bat dau tri liéu v6i cdc thudc khang viém khong steroid
(NSAID). Cdc chdt cdn quang c6 chifa jod: Tiém tinh mach cac chét can quang
¢6 chita iod trong céc nghién c(tu vé tia X c6 thé dan tdi suy than, nén ngung st
dung metformin hydrochloride trudc, hay ngay tai thoi diém xét nghiém va
khong dugc dung lai cho t6i 48 gid' sau do, chi'sau khi chitcndng than dugc danh
gid [ trd lai binh thudng. Phdu thudt: Nén ngung dung metformin hydrochlo-
ride 48 gitr truc khi phau thudt co chon loc vdi gay mé t6ng quat va khong nén
dung lai cho tdi 48 i sau do. Cdnh bdo khdc: Tét ca bénh nhan nén tiép tuc ché
do.an kiéng vdi su phan bd mdt céch diéu o luong tinh bt an vao trong ngay.
Nhiing bénh nhan qué can nén tiép tuc ché dd an han ché nang lugng. Thc hién
déu dan cac xét nghiém thong thudng dé theo doi bénh dai thdo dudng. Dung
metformin hydrochloride don tri liéu thung khong gay ha dudng huyét, mdcdu
véy nén than trong khi st dung chung metformin hydrochloride véi insulin hay
sulfonylureas. V6 thudc c6 thé xudt hién trong phén. Nén thdng bao cho bénh
nhan biét @6 [a binh thudng. Phu ni ¢d thai, cho con bi: Phu nif ¢6 thai: bén
nay, khong c6 dif liéu vé dich té hoc lién quan. Nghién cdu trén dong vat khong
théy nh huéing dén viéc mang thai, bao thai hodc sy phat trién cta bao thai, qua
trinh sinh d& va sau khi sinh. Khi bénh nhan cé ké hoach mang thai va trong sudt
thai ky mang thai, khong diing metformin dé diéu tri ddi thdo dugng ma phai
dung insulin dé duy tri muc dudng huyét cang gan véi chi s6 binh thugng cang
6t dé giam nquy co dj dang thai nhi do chi s dudng huyét bat thudng. Cho con

Tai liéu théng tin cho cdn b Y Té

bii: Metformin bai tiét qua sifa & chugt. Dit liéu tuong tu khong dugc thyc hién
trén ngudi va vi vy, tlly vao tdm quan trong clia thudc ddi véi ngudi me, o thé
quyét dinh nqung cho con b hodc ngung diing metformin hydrochlorid. Ldi xe
va van hanh mdy méc: Don tri liéu Glucophage XR khong gay ha dudng huyét
vavi thé khong anh hung dén kha néng I3i xe va vén hanh may moc. Tuy nhién,
khi st dung ciing véi cac thudc tri bénh dai théo duong khdc (sulfunylureas,
insulin, repaglinide), bénh nhan phai dugc canh béo vé nquy co ha duding huyét.

TAC DUNG NGOAI Y:

Céc phan (ng khong mong mudn sau c6 thé xdy ra khi sit dung metformin’
hydrochloride: Tén sudt dugc dinh nghfa nhu sau: rét thugng: >1/10; thuong:
>1/100, <1/10; khdng thudng: >1/1000, <1/100; hiém: >1/10000, <1/1000;

r4t hiém: <1/10000; chua biét (khong thé dy dodn dua trén s§ liéu sin &).

Trong tiing nhom tén sudt, cac phan ting khong mong mudn duoc trinh bay theo

mc do nghiém trong gidm dan. Rdi loan hé thdn kinh: Thudng: rGi loan vi

4gidc. Roilon tiéu héa: Rat thudng: cac r6iloan da day rudt nhu budn non, non,

tiéu chay, dau bung va chan an. Céc tc dung ngoai y nay xay ra thudng xuyén ‘
hon trong giai doan bat dau diéu tri va thudng ty khéi trong hau hét cac truong 1
hop. Su tang liéu cham ciing cd thé cai thién kha nang dung nap dudng tiéu hoa.

Réi loan da va mé dui da: Rét hiém: céc phan ting trén da nhu ban do, ngia,

may day. Rdi loan dinh dudng va chuyén héa: Rét hiém: Nhiém toan acid

lactic, giam hap thu vitamin B12 véiviéc gidm ndng dd trong huyét thanh trong

sudt thi gian dai sit dung metformin. Can nhdc nguyén nhan gay bénh néu

bénh nhan bi mac bénh thiéu mau nguyén hong cau khdng 16. Réi loan gan

mat: Chua biét: cc bdo cdo don doc vé bét thudng cdc xét nghiém chiic nang

gan hodc viém gan va héi phuc khi ngung dung metformin hydrochloride

Théng bao cho bac si nhiing téc dung khdng mong mudn gdp phdi khi st dung

thudc

TUONG TAC V1 CAC THUGC KHAC, CAC DANG TUGNG TAC KHAC:

Két hop khdng khuyén ding: Rugu: Ngo doc cap tinh lam tang nguy co nhiém

toan acid lactic, ddc biét trong trudng hop doi hay kém dinh dudng, suy gan.

Trénh st dung con hodc cac ché phdm cd chifa cdn. Céc chdt can quang ¢ chifa -

iod: Tiém tinh mach cac cht can quang cé cha iod o thé dan dén suy than, dan

dén viéc tich tu metformin hydrochloride va nguy co' nhiém toan acid lactic. Nén

ngung st dung metformin hydrochloride truc do hodc tai thoi diém xét nghiém

va khong duoc diing lai cho t6i 48 gidrsau d, va chi sau khi chiic nang than duoc

dénh gid 1a trd lai binh thuong

Cdc két hop yéu cdu than trong khi sit dung: Glucocorticoid (dung toan than

va tai chd), cac chat chil van beta-2, va céc thudc loi tiéu ¢ hoat tinh tang dudng

huyét ndi tai. Thong béo cho bénh nhan va kiém tra duing huyét thutng xuyén

hon, dac biét khi méi bat dau diéu tri. N&u cén thiét, diéu chinh liéu thudc tri dai

théo duding trong sudt thoi gian diéu tri vdi cac thudc khac va cho tdi khi ngung

st dung. Céc thuc tic ché men chuyén 6 thé lam gidm ndng do duding huyét.

Néu can thiét, diéu chinh liéu thudc tri dai thdo duong trong sudf i

tri vdi cdc thudc khac va cho tdi khi ngung st dung.

QUA LIEU:

Khong nhan thdy ha dudng huyeét khi s dung metformi e

lén dén 85 g, méc dir c6 xay ra nhiém toan acid lactic. Sildyng qud lié | b

min hodc ton tai dong thai nhitng yéu t6 nguy co ¢ thelga nﬁ\?m:toauacﬁg ;&

lactic.Nhi&m toan acid lactic 1 mot trutng hop cdp ciiu y kifea phéi duocdiéutri  ~

tai bénh vién. Phuong thic hiéu qua nhat dé loai bd lactatéwa metformin la f“

thdm phan mau. i SN

HAN DUNG:

3 nam ké tif ngay san xuat.

BAO QUAN:

Bao quan dudi 30°C tranh dm. Dé xa tam tay tré em.

PUOC SAN XUAT TAI:

Merck Sante s.a.s. 2 rue du Pressoir Vert 45400 Semoy, Phap. _

NHA PHAN PHOI:

(ong ty C6 phan Duoc liéu Trung uong Il - 24 N%
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