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Glumeform 1000

Metformin hydroclorid 1000 mg

Dé xa tam tay tré em.

Doc ky hudng dan su dung trude khi dang.

Thudc nay chi ding theo don thudc.

THANH PHAN CONG THUC THUGC

Thanh phan hoat chat: Metformin hydroclorid ................. 1000 mg

Thanh phan ta dugc: Hypromellose 2208, natri carboxymethyl cellulose, magnesi
stearat, colloidal silicon dioxyd.

DANG BAO CHE: Vién nén giai phong kéo dai.

Mo ta san pham: Vién nén dang caplet, mau tring hodc trang nga, hai mat tron,
canhva thanh vién lanh lan.

CHI DINH: Diéu trj dai thao dudng typ 2 (khong phu thudc insulin) & ngudi truding
thanh, dac biét & ngudi béo phi, sau khi da &p dung ché dd dn kiéng va tap thé duc
don thuan khong hiéu qua.

Glumeform 1000 XR c¢6 thé dugc dung nhu don tri liéu hodc phdi hgp véi cac thudc
tri ddi thao dudng dudng udng khéac hodc véi insulin.

CACH DUNG, LIEU DUNG

Luu y: Udng ca vién Glumeform 1000 XR, khdng bé hodc nhai vién thudc.

Liéu khuyén cao

Lieu khdi dau doi v6i bénh nhan dang khong st dung metformin 1a 500 mg, mot
lan/ ngay, dung dudng udng. Néu bénh nhan khdng gap phan (ing c6 hai dudng tiéu
hoa va can phai ting liéu thi co thé dung thém 500 mg sau mdi khoang thoi gian
diéu tri t 1 dén 2 tudn. Liéu dung clia metformin can dugc can nhac diéu chinh
trén tiing bénh nhan cu thé dya trén hiéu qua va do dung nap cta bénh nhan va
khéng vuot qua liéu toi da dugc khuyén cdo la 2000 mg/ ngay.

Ngudi I6n: Glumeform 1000 XR dugc chi dinh cho nhitng bénh nhan da dugc diéu
tri bang metformin (dang giai phéng tiic thi hodc giai phong kéo dai).

Lieu Glumeform 1000 XR nén tuong duong véi liéu hang ngay clia metformin (dang
giai phong tic thi hodc giai phong kéo dai), toi da la 2000 mg udng vao biia an toi.
Sau 10 - 15 ngay diéu tri nén kiém tra sy tuong thich vé liéu lugng cla Glumeform
1000 XR dua trén viéc do lugng dudng huyét.

Két hgp vai insulin:

DOi v6i bénh nhdn da dugc diéu tri metformin phdi hgp véi insulin, liéu Glumeform
1000 XR nén tuong duong vdi lieu hang ngay ctia metformin, t6i da la 2000 mg
udng vao bita an t0i, trong khi liéu insulin dugc diéu chinh dua trén viéc do lugng
dudng huyét.

Ngudi cao tudi: Liéu dung clia thudc nén dugc diéu chinh dua vao chic nang than.
Can thudng xuyén danh gia chiic nang than.

Tré em: Do chua co dii lieu, khdng nén dung Glumeform 1000 XR cho tré em.
Khuyén cdo st dung thudc trén bénh nhan suy than

Glumeform 1000 XR c6 thé dugc st dung 6 bénh nhan suy than mic do trung binh
(d0 thanh thai CICr tir 45 - 59 mL/ phat hodc mic lpc cau than eGFR i 45 - 59 mL/
phit/ 1,73 m?) chi khi khdng c6 cac yéu to khac lam tdng nguy cd nhiém toan lactic
va phai diéu chinh ligu nhu sau: liéu khéi dau 1a 500 mg hodc 750 mg metformin
hydroclorid (tuong (ng 1 vién Glumeform 500 XR hoac 1 vién Glumeform 750 XR),
11an/ ngay. Liéu tdi da la 1000 mg/ ngay (1 vién Glumeform 1000 XR). Chiic ndng
than nén dugc theo ddi chat ché (m6i 3 - 6 thang).

Danh gia chiic nang than trudc khi khai dau diéu tri véi metformin va danh gia dinh
Ky sau do.

Chong chi dinh metformin trén b&nh nhan cé eGFR dudi 30 mL/ phat/ 1,73 m®.
Khong khuyén cao khai dau diéu tri véi metformin 6 bénh nhan cé eGFR nam trong
khodng 30-45 mL/ phat/ 1,73 m”.

0 bénh nhan dang sii dung metformin va cd eGFR giam xudng dudi 45 mL/ phat/
1,73 m?, danh gid nguy cd - Igi ich khi tiép tuc diéu tri.

Ngting st dung metformin néu b&nh nhan c¢6 eGFR gidm xudng dudi 30 mL/ phat/
1,73 m? [xem muc Chéng chi dinh, muc Canh bdo va than trong].

Ngirng st dung metformin khi thuc hién xét nghiém chan doan hinh anh c6 si
dung thudc can quang chia iod

Trén nhitng bénh nhan cé eGFR ndam trong khodng tif 30 - 60 mL/ phat/ 1,73 m?,
trén nhitng bénh nhan c6 tién sl bénh Iy vé gan, nghién rugu hodc suy tim, hodc
trén nhitng bénh nhan sé st dung thudc can quang chira iod qua dudng ddong mach,
ngiing metformin trugc hodc tai thoi diém thuc hién xét nghiém chan doan hinh
anh co st dung thudc can quang chia iod. Panh gid lai chi s6 eGFR sau khi chiéu

chup 48 gio s dung lai metformin néu chic nang than on dinh [xem muc Canh
bao va than trong|.

CHONG CHI DINH: Bénh nhan da co tién st qud man véi metformin hodc mot
trong cac thanh phan cla thudc.

B&nh nhan suy than ndng (eGFR du6i 30 mL/ phat/ 1,73 m*) [xem muc Canh bdo
va than trong|].

B&nh nhan toan chuyén hoa cap tinh hodc man tinh, bao gém ca nhiém toan ceton
do tiéu duding.

Cac trudng hop cap tinh co thé lam thay di chiic ndng than nhu: mat nudc, nhiém
khuan ning, soc, tiém chat can quang cd chifa iod.

Cac trudng hgp bénh cap tinh c6 thé gay gidm oxy md nhu: suy tim mat bu, suy hd
hap, con nhdi mau catim, soc.

Suy gan, nhiém doc rugu cap tinh, nghién rugu.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nhiém toan lactic

Qua trinh giam sat hau mai da ghi nhan nhiing ca nhiém toan lactic lién quan dén
metformin, bao gdm ca trudng hgp tl vong, gidm than nhiét, tut huyét ap, loan
nhip chdm kéo dai. Khdi phat cla tinh trang nhiém toan acid lactic lién quan dén
metformin thuting khong dé phat hién, kém theo céc triéu chiing khong dién hinh
nhu khé chiu, dau co, suy hd hap, lo mo va dau bung. Nhiém toan acid lactic lién
quan dén metformin dugc ddc trung bang nong do lactat tdng Ién trong mau
(> 5 mmol/ L), khoang trong anion (khdng c6 bang chiing cua keto niéu hodc keto
mau), ting ty 18 lactat/pyruvat va nong do metformin huyét tuong ndi chung tang
> pg/ mL.

Y&u t& nguy ca clia nhiém toan acid lactic lién quan dén metformin bao gom suy
than, st dung dong thoi véi mot sd thudc nhat dinh (vi du cac chat tic ché carbonic
anhydrase nhu topiramat), tir 65 tudi trG 1&n, c¢d thuc hién chiéu chup st dung thudc
can quang, phau thuat va thuc hién cac thi thudt khac, tinh trang giam oxy hit vao
(vi du suy tim sung huyét cap), udng nhiéu rugu va suy gan.

Cac bién phap giam thiéu nguy cd va xu tri nhiém toan acid lactic lién quan dén
metformin 6 nhdm b&nh nhan c6 nguy co cao dugc trinh bay chi tiét trong t6 hudng
dan st dung thudc (muc Liéu dung va cach dung, Chong chi dinh, Canh bao va
than trong, Tudng tac thudc va St dung thudc trén nhiing doi tugng dac biét).

N&u nghi ngd co toan lactic lién quan dén metformin, nén ngling sU dung
metformin, nhanh chong dua bénh nhan dén bénh vién va tién hanh cac bién phéap
x(i tri. 0 nhiing bénh nhan da diéu trj v6i metformin, da dugc chan doan toan lactic
hodc nghi ngd cd khd ndng cao bi toan lactic, khuy&n cdo nhanh chong loc méu dé
diéu chinh tinh trang nhiém toan va loai bé phan metformin da bj tich Ity
(metformin hydroclorid c6 thé tham tach dugc véi do thanh thai 170 mL/ phat
trong diéu kién huyét dong Iuc tot). Loc mau co thé 1am dao ngugc triéu chiing va
hoi phuc.

Hung dan cho bénh nhan va ngudi nha vé cac triéu chiing cla toan lactic va néu
nhitng triéu chiing nay xay ra, can ngling thudc va bao céo nhiing triéu chiing nay
cho bac sl.

Doi vGi mbi yeu td 1am ting nguy cd nhiém toan lactic lién quan dén metformin,
nhiing khuy&n cdo nham gi(p giam thiéu nguy cd va x{ tri tinh trang toan lactic lién
quan dén metformin, cu thé nhu sau:

Suy thdan: Nhiing ca nhiém toan lactic lién quan dén metformin trong qua trinh
giam sat thudc hdu mai xay ra chl yéu trén nhitng bénh nhan bi suy thdn nang.
Nguy ca tich Itly metformin va nhiém toan lactic lién quan dén metformin tang Ién
theo muic dd nghiém trong cla suy than bai metformin dugc thai trii chl yéu qua
than. Khuyé&n céo 1am sang dua trén chifc nang than cla b&énh nhan bao gom [xem
muc Liéu dong va cdch dang, Dugc ly 1dm sang].:

- Tru6c khi khoi dau diéu tri v6i metformin can udc tinh mic do loc cau than (eGFR)
cta bénh nhan.

- Chéng chi dinh metformin trén bénh nhan ¢6 eGFR dudi 30 mL/ phat/ 1,73 m’
[xem muc Chéng chi dinh].

- Khong khuyén cdo khdi dau diéu tri vGi metformin & bénh nhan c6 eGFR nam
trong khodng 30 - 45 mL/ phat/ 1,73 m®.

- Thu thap di liéu vé eGFR it nhat 1 lan/ndm & tat ca cac bénh nhan su dung
metformin, ¢ bénh nhan c6 kha nang tang nguy co suy than (vi du nhu nguoi cao
tudi), chiic ning than nén dugc danh gia thudng xuyén hon.

- § bénh nhan dang st dung metformin va c6 eGFR giam xuéng du6i 45 mL/ phat/
1,73 m?, danh gid nguy co - Igi ich clia viéc tiép tuc phac do.

Tuong tac thude: St dung dong thoi metformin véi mot s6 thudc cd thé lam tang
nguy cd nhiém toan lactic lién quan dén metformin: bénh nhan suy giam chiic nang
than dan t6i nhitng thay doi dang ké vé mat huyét dong, anh huéng t6i can bang
acid-base hodc lam ting tich liy metformin [xem muc Tuong tdc thudc]. Vi vay,
can nhac theo doi bénh nhan thudng xuyén han.

Bénh nhan ti 65 tudi trd Ién: Nguy cd toan lactic lién quan dén metformin tang Ién
theo tudi clla bénh nhan bdi bénh nhan cao tudi cd khd nang bi suy gan, suy than,
suy tim I6n han nhitng b&nh nhan tré tudi hon. Can danh gid chic ndang than
thuding xuyén hon doi véi nhitng bénh nhan I6n tudi.




