NOI DUNG HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

Metformin HCI 850 mg 850

Boc ky hudng dén si dung trudc khi ding.
D& xa tim tay tré em.
Thding bdo ngay cho béc sT hodc dugc sTnhiing tic dung khéng mong mu6n gap phdi khi sit dung thudc.
Thudt nay chi ding theo don cia béc si.
THANH PHAN, HAM LUGNG CUA THUGC:

in HCI. 850 mg
Ta dugc vita di 1vién
(HPMC K100, HPMC 606, HPMC 615, aerosil, PVP K90, methacrylic acid
copolymer, magnesi stearat, PEG 6000, talc, titan dioxyd).
M0 TA SAN PHAM: Vién nén bao phim tron, mau tréng hoac tréng nga, mot mét cé vach ngang, mot mat tron, canh va
thanh vién lanh lan.
QUY CACH BONG GOI: Hop 10 vi x5 vién.
THUGC DUNG CHO BENH Gi: Didu trj bénh déi thao duding typ 2 (khdng phy thudc insulin), dac bigt & ngudi béo phi, sau khi
da 4p dung ché do &n kieng khong hiéu qua.
NEN DUNG THUDC NAY NHU THE NAO VA LIEU LUGNG:
LIEU DUNG VA CACH DUNG:
Liu khuyén cao
LiBu khéi ddu ddi véi bénh nhan dang khong st dung metformin 1a 500 mg, mot Idn/ ngay, dung dubng udng. Néu bénh nhan
khong gap phan ting cd hai dubing tiéu héa va cdn phai ting liéu thi c6 thé dung thém 500 mg sau mdi khoang thdi gian diéu
trjtir 1 dén 2 tudn. Liéu diing clia metformin cdn dugc can nh&c didu chinh trén timg bénh nhan cy thé dya trén hiéu qud va do
dung nap cia b&nh nhan va khdng vugt qué liu tdi da dugc khuyén cao 1a 2000 mg/ ngay.
Nguwi ldn:
Bon trj ligu hogc phéi hop véi céc thudc trj dai thao dudng udng khéc:
Liéu khéi ddu théng thuding 1 1 vién 500 mg hodc 1 vién 850 mg metformin hydroclorid, 2 - 3 [dn/ ngay, udng trong hoac sau
bz dn.
Sau 10 - 15 ngay diéu tri, liu dung nén dugc didu chinh trén cd s& do dubing huyét. Sy gia tang liéu cham c6 thé cai thién sy
dung nap qua duding tiéu héa.
LiBu t6i da clia metformin hydroclorid 1a 3 g mdi ngay, chia 3 I4n/ ngay.
Chuyén tif nhiing thudc tri déi théo dubing khéc sang: ngung thubc dang sif dung va bét déu diéu tri bing metformin véi liéu chi
dinh & trén.
Phai hgp véi insulin: C6 thé phdi hgp metformin vi insulin dé dat kigm soat dubing huyét t6t hon. Liéu khai ddu thong thuiing
clia metformin 12 1 vién 500 mg hogc 1 vién 850 mg, 2 - 3 14n mdi ngay, con liéu clia insulin duge diéu chinh tiy theo mic
duding huyét.
Ngu@i cao tudi: Do nguy co suy giam chifc nang than & ngudi cao tudi, liéu metformin nén dugc diéu chinh dya trén chic nang
than. Banh gid chic ndng than cdn duge thyc hién thuting xuyén.
Tré em:
Bon tr ligu hodc phdi hgp véi insulin:
Glumeform c6 thé dugc sif dung cho tré em tir 10 tudi trdy 1én.
LiBu khéi ddu théng thudng 12 500 mg hoac 850 mg metformin hydroclorid mot 14n mdi ngay, uding trong hodc sau bia an.
Sau 10 - 15 ngdy diéutri, liéu dung nén duge diéu chinh trén co:séido duiing huyét. Sy gia tang liéu cham c6 thé cai thién sy
dung nap qua dudng tidu hoa.
Liéu t6i da cila metformin hydroclorid 13 2 g mdi ngay, chia 2 - 3 1dn/ ngay.
Khuyén céo sif dung thudc trén bénh nhan suy than
Dénh gid chiic nang than trudc khi khdi ddu diéu trj véi metformin va danh gid dinh ky sau d6.
Chéng chi dinh metformin trén bénh nhan c6 eGFR dudi 30 mL/ phit/ 1,73 m’.
Khang khuy&n co khéi ddu diéu trj véi metformin  bénh nhan c6 eGFR ndm trong khoéng 30 - 45 mL/ phit/ 1,73 m".
i} bénh nhan dang si dung metformin va c6 eGFR gidm xudng duti 45 mL/phit/1,73 m*, dénh gid nguy ca - Igi ich khi ti€p tuc
dibutri.
Ngimng sif dung metformin néu bénh nhan c6 eGFR gidm xudng du6i 30 mL/phdt/1,73 m* [xem myc Chdng chi dinh, muc
Cénh bdo va than trong].
Metformin c6 thé dugc sif dung & bgnh nhan suy than mic do trung binh, giai doan 3a (d9 thanh thai creatinin CICr tif
45 - 59 mL/ phit hodic mic loc cdu than eGFR tir 45 - 59 mL/ phat/ 1,73m?) chi khi khang c6 cdc y&u t6 khac c6 thé 1am ting
nguy ca nhiém acid lactic va phai diéu chinh liéu nhu sau:
Liéu khdi ddu: 500 mg hodc 850 mg metformin hydroclorid, méi ngay mot 14n. Liéu t6i dala 1000 mg mdi ngay, chia 2 l4n.
C4c chifc ndng than nén dugc theo ddi chat che (mdi 3 - 6 thang).
Ngiing sif dung metformin khi thyc hién xét nghiém chén doan hinh anh cé si dyng thudc can quang chifa iod
Trén nhilng b&nh nhan c6 eGFR nm trong khodng tif 30 - 60 mL/ phit/ 1,73 m’, trén nhiing bénh nhan c6 tién sif bénh Iy vé
gan, nghién rugu hodc suy tim, hogc trén nhiing bénh nhan s& sif dung thudc can quang chifa iod qua duding dong mach,
ngiing metformin trudc hozc tai thdi diém thyc hién xét nghiém chén doén hinh anh c6 sif dyng thudc can quang chia iod.
Dénh gid lai chi s6 eGFR sau khi chigu chup 48 gid sif dung lai metformin néu chic nang than 6n dinh [xem muyc Canh bdo va
than trong].
KHI NAO KHONG NEN DUNG THUGC NAY: Mén cm véi metformin hodc bt ctrthanh phan nao ciia thudc.
Ngudi bénh c6 trang théi dj hoa cap tinh, nhiém khudn néng (phéi dugc diu tri dai théo dubng bang insulin).
Bénh cdp tinh hodc man tinh c6 thé dan t6i gidm oxy & mo nhit: suy tim hodc suy ho hdp, nhdi mau co tim vita xy ra, séc.
Cac bénh Iy cdp tinh ¢6 kha nang anh hudng 6 hai dén chiic nang than nhu mét nudc, nhiém khudn nng, séc, tiém trong
mach méu céc chét can quang cd iod (chi dung lai metformin khi chic nang than tré vé binh thubing).
Suy gan, nhiém doc rugu cp tinh, nghién rugu.
Géay mé: Ngiing metformin vao budi sang trutic khi mé va diing lai khi chiic néng than tré vé binh thubng.
Dai thao dudng typ 1, déi théo duing c6 nhidm toan ceton, tién hon mé déi théo duding.
Bénh nhan suy than nang (eGFR dudi 30 mL/phdt/1,73 m?) [xem myc Cdnh bdo va than trong].
Bénh nhan da c6 tién sif qua man véi metformin.
Bénh nhan toan chuyén héa cép tinh hodc man tinh, bao gom c& nhiém toan ceton do tiéu duting.
TAC DUNG KHONG MONG MUGN:
Tac dung khdng mong mudn (ADR) thudng gap nhat 1a vé tiéu héa. Nhilng tic dyng nay lién quan dén liéu va thubing xdy ra
vao lic bét ddu didu tri, nhung thudng 12 nhét thoi.
Thuding gép, ADR > 1/100
Tiéu hoa: Tiéu chdy, bubn ndn, non, ddy hai, khé tiéu, chuéng byng, phan khong binh thubing, téo bon, ¢ néng, réi loan vj gidc.
Thén kinh trung uong: Nhiic d4u, 6n lanh, chéng mit.
Co- xuong: Y&u co.
Ho hap: Kho th, nhiém khudn duing ho hap trén.
Da: Ban da.
it gap, 1/1000 <ADR < 1/100.
Nhi&m toan lactic (4t higm gap), thiéu méu héng cdu khdng 16, viém phdi.

Hudng dén céch xif tri ADR

C6 thé trdnh nhiing ADR vé tiu hoa néu usng metformin vao bila &n va tang liéu ddn timg budc.

Khong xay ra ha glucose huyét trong diéu tri don doc bing metformin. Tuy nhién da thay c6 tai bign ha glucose huy8t khi c6 két hgp
nhiing y&u 8 thudn Igi khac (nhu sulfonyluré, rugu).

Khi dung dai ngay c6 thé co nguy cd giam hap thu vitamin B12 nhung it quan trong vé Iam sang va han hilu mdi xdy ra, thi€u mau hdng
cdukhdng 16. Biéu tri nhiing trudng hop nay béing vitamin B12 c két qua t6t.

Nhi&m acid lactic higm khi xdy ra, nhung c6 thé gy tif vong vai ty 1§ cao.

C4n luuy ngiing diéu tri metformin néundng do lactat huyét tuong vugt qua 5 mmol/ lit.

Suy gidm chiic nang than hoic gan la mot chi dinh bt budc phéi nging diéu trj metformin.

Khi bi nhdi mau ca tim hogc nhi&m khudn méu, bt budc phai ngiing dung metformin ngay.

Khdng diing hoic han ché udng rugu do ting nguy cd nhiém acid lactic.

N@u ngudi bénh nhin d6i kéo dai hodc dugc diéu trj véi ché do an c6 lugng calo rét thap thi tot nhat 1a ngiig ding metformin.

NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI BANG SU DUNG THUBC NAY: Thusc i tiéu, corticosteroid,
phenothiazin, thudc tranh thai, oestrogen, phenytoin, acid nicotinic, nhilng thudc chen kénh calci, isoniazid, nhiing thudc tac dung
giong thdn kinh giao cam 1am giam téc dung kiém soét dudng huyét clia metformin. Nhiing thudc thai trif qua than (amilorid, digoxin,
morphin, ranitidin, trimethoprim, vancomycin, ...) tudng tac véi metformin béing céch canh tranh thai trif qua 6ng than. Cimetidin lam
tang 60% ndng do dinh clia metformin trong huyét tuong, do 6, tranh diing phdi hgp metformin véi cimetidin.

CAN LAM G KHI MOT LAN QUEN KHONG DUNG THUGC: Udng liéu tiép theo nhu hubng din. Khong s dung thém thudc 08 b lai liéu
@ quén dé trénh qua liéu.

CAN BAO QUAN THUGC NAY NHU THE NAO:

Nai kho, nhigt do khong qué 30°C, tréanh 4nh sang.

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

Khéng thdy giam dubing huyét sau khi usng 85 g metformin, méc du nhi&m acid lactic da xay ra trong trudng hop do.

CAN PHAI LAM 61 KHI DUNG THUGC QUA LIEU KHUYEN CAO:

NhiBm toan lactic 12 mot cdp cituy khoa va phai dugc diéu tri tai bénh vién. Metformin c6 thé th&m phan dugc véi hg sd thanh thi g téi
170 mL/ phit; syt thdm phan méu c6 thé co tac dyng loai trif thudc tich iy & ngudi bénh nghi 12 duing thudc qué lidu.

NHOUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Nhi&m toan lactic

Qué trinh gidm sat hau mai da ghi nhan nhiing ca nhiém toan lactic lién quan dén metformin, bao gdm ca trudng hop tif vong, gidm
than nhiét, tut huyét 4p, loan nhip cham kéo dai. Khi phét clia tinh trang nhim toan acid lactic lién quan dén metformin thuting khong
dé phat hién, kem theo cc trigu chiing khdng dién hinh nhu kho chiu, dau ca, suy hd hép, lo ma va dau bung. Nhiém toan acid lactic lién
quan dén metformin dugc dic trung bing ndng do lactat tang I8n trong méu (> 5 mmol/ L), khoéng tréing anion (khdng c6 béing ching
clia keto nigu hodc keto méu), téng ty I8 lactat/pyruvat va ndng do metformin huy&t tuong néi chung tang > 5pg/ mL.

Y&u 6 nguy co clia nhiém toan acid lactic lién quan dén metformin bao g8m suy than, it dung déng thasi véi mot s6 thubc nhat dinh (vi
du céc cht tc ché carbonic anhydrase nhu topiramat), tif 65 tudi trd 18n, co thyc hién chiéu chup sif dung thudc can quang, phéu thuat
va thyc hign céc thii thuat khéc, tinh trang giam oxy hit vo (vi dy suy tim sung huyét cép), uSng nhiéu rugu va suy gan.

Cac bién phép giam thiéu nguy co va xif tri nhim toan acid lactic lién quan dén metformin & nhém bénh nhan c6 nguy co cao dugc trinh
bay chi tiét trong t& hubng dAn si dyng thudc (muc Liéu diing va céch dung, Chéng chi dinh, Canh bdo va than trong, Tuong téc thudc
va Sif dung thudc trén nhiing d6i tugng dac biét).

N&u nghi ngd c6 toan lactic lién quan dén metformin, nén ngig st dyng metformin, nhanh chéng dua b&nh nhan dén bénh vign va
tién hanh céc bign phap xi tri. & nhiing bénh nhan da diéu trj véi metformin, da dugc chén doan toan lactic hoic nghi ngd c6 kha néng
cao bj toan lactic, khuy&n cdo nhanh chong loc méu dé diéu chinh tinh trang nhi&m toan va loai b phdn metformin da bj tich Iy
(metformin hydroclorid c6 thé thdm tach dugc véi d thanh thai 170 mL/phit trong diéu kign huyét dong Iyc t6t). Loc mau c6 thé lam
d&o ngugc trigu ching va hdi phyc.

Hu6ng dan cho bénh nhan va ngudi nha vé cAc trigu ching clia toan lactic va néu nhiing trigu chitng nay xay ra, cdn nging thudc va béo
cdo nhilng trigu chiing nay cho béc si.

D3 véi mdi y8u td 1am tang nguy ca nhi&m toan lactic lién quan dén metformin, nhiing khuyén céo nham gidp gidm thiéu nguy ca va xir
tritinh trang toan lactic lién quan d&n metformin, cy thé nhu sau:

Suy than: Nhiing ca nhim toan lactic lién quan d&n metformin trong qué trinh gidm sét thudc hgu mai xy ra chii yéu trén nhiing bénh
nhan bj suy than ning. Nguy cd tich lily metformin va nhim toan lactic lién quan dén metformin tang I&n theo mdc do nghiém trong
clia suy than béi metformin duge thai trif chil y&u qua than. Khuyéh céo lam sang dya trén chic nang than clia bgnh nhan bao gm [xem
muyc Ligu dung va cdch dang, Duge Iy Idm séang):

- Trude khi khdi ddu diéu trj véi metformin cdn u6c tinh mic do loc cdu than (eGFR) clia bénh nhan

- Chdng chi dinh metformin trén bénh nhan c6 eGFR duti 30 mL/ phiti/ 1,73 m’ [xem myc Chdng chi djnh].

- Khong khuy&n céo khdi d4u didu tri véi metformin & bénh nhan c eGFR ndm trong khoéng 30 - 45 mL/ phit/ 1,73 m*.

- Thu thap di ligu vé eGFR it nhat 1 14n/nam & tat ca céc bgnh.nhan sif dyng metformin. O bénh nhan c6 kha nang tang nguy ca suy
than (vi dy nhu ngudi cao tudi), chifc nang than nén dugc danh gid thuong xuyén hon.

- (/bénh nhan dang sif dung metformin va co eGFR giam xudng dudi 45 mL/ phit/ 1,73 m’, danh gid nguy cd - Igi ich ciia viéc tiép tuc
phéc dé.

Tudng téc thude: Sit dung dBng thoi metformin véi mot s6 thudc ¢ thé Iam tang nguy co nhiém toan lactic lién quan dén metformin:
bénh nhan suy gidm chic nang than din téi nhiing thay ddi dang ké vé mat huyét dong, &nh hudng 6i can biing acid-base hoic lam
tang tich oy metformin [xem myc Tuong téc thudc]. Vi vy, can nhic theo ddi bgnh nhén thuding xuyén hon.

Bénh nhan tir 65 tudi trd 1én: Nguy cd toan lactic lién quan dén metformin tang Ién theo tudi cia bénh nhan béi bénh nhan cao tudi ¢o
khé néing bj suy gan, suy than, suy tim I6n hon nhiing bénh nhan tr tudi hon. C4n dénh gié chiic nng than thubing xuyén hon dGi voi
nhiing bénh nhan 16n tudi.

Thyc hign cdc xét nghiém chan doén cd si dyng thudc can quang: Tiém thudc can quang vao ndi mach & nhilng bénh nhan dang diéu
tri metformin ¢6 thé din t6i suy gidm cap tinh chilc nang than va gay ra toan lactic. Ngiing sif dyng metformin trudc hogc tai thasi diém
thyc hién chigu chup c6 sif dung thudc can quang c6 chiia iod & nhiing bénh nhan c6 eGFR ndm trong khoang 30-60 mL/ phit/ 1,73 m’,
nhiing bénh nhan c6 tién sif suy gan, nghién rugu, suy tim hoic nhing bénh nhan sé sif dung thudc can quang chia iod theo dudng
dong mach. Danh gi4 lai eGFR 48 gid sau khi chiéu chyp va sit dung lai metformin néu chic ndng than 6n dinh.

Phiu thuat hodc cdc thi thudt khdc: Sy lwu gill thic an va dich trong qua trinh phéu thudt hodc thyc hién céc thi thuat khéc co thé 1am
tang nguy co giam th tich, tut huyét 4p va suy than. Nén tam thdii ngung st dung metformin khi bgnh nhan bj gidi han lugng thifc &n va
dich nap vao.

Phéi ngiing metformin 48 gid trudc moi can thiép ngoai khoa cén gay mé toan than, hodc gdy mé tly sdng, hoc quanh mang ciing. Chi
dung lai metformin 48 gid sau can thigp hodc an tré lai bing dudng miéng va sau khi chéc chin chiic ndng than da trd lai binh thuting.
Tinh trang gidm oxy hit vao: Qué trinh theo ddi hau méi da ghi nhan mot s ca nhiém toan lactic lién quan dén metformin xay ra trong
bénh canh suy tim sung huyét cap (dac bigt khi c6 kém theo gidm tui mAu va gidm oxy huy&t). Tryy tim mach (s8c), nhéi méu co tim
cdp, nhiBm khudn huyét va céc banh Iy khac lin quan dén giam oxy huy8t c6 mdi lién quan vdi toan lactic va cling c6 thé gy nita huyét
trudc than. Khi nhiing bién & nay xay ra, ngiing metformin.

U6ng rugu: Rugu ¢6 kha nang anh hubing dén téc dong clia metformin I8n chuyén héa lactat va tir d6 c6 thé lam ting nguy cd nhiém
toan lactic lién quan d&n metformin. C&nh béo bgnh nhan khong udng rugu khi sir dung metformin.

Suy gan: Bgnh nhan suy gan c6 thé tién trién thanh toan lactic lién quan dén metformin do suy giam thai trif lactat dén t6i ting ndng do
lactat trong méu. Vi vy, tranh sif dyng metformin trén nhiing bénh nhan da dugc chén dodn bénh gan thong qua bing ching xét
nghigm hogc lam sang.

Thay th& metformin béng insulin trong trudng hgp nhi&m khuén néing, chdn thuong sau phéu thuat, co thai.

B@nh nhan bj suy tim thi nguy ca thigu oxy méu va suy than.  nhiing bénh nhan suy tim man tinh 6n dinh, metformin c6 thé dugc sit
dung, tuy nhién cdn gidm sat thubing xuyén chilc nang tim va than.

D8i véi bgnh nhan suy tim cép tinh va khong 8n dinh: chéng chi dinh.

Phy nif c6 thai va dang cho con bi:

Ch6ng chi dinh thudc cho phy ni c6 thai. Phy nif cho con b c&n can nhéc nén ngiing cho con bii hodc ngiing thudc, cén cif vao mic do
quan trong ciia thudc vi ngudi me.

Anh huing ciia thudc 061 vdi cong viec:

Glumeform 850 khdng gy ha dung huyét khi diing don dc. Tuy nhién, cdn than trong khi ket hgp thudc véi cac thudc tri déi théo
duing khéc vi nguy co ha dudng huyét.

KHI NAO CAN THAM VAN BAC ST, DUQC ST:

N&u cdn thém thdng tin xin héi y kién bac sThodc dugc sT.

HAN DUNG CUA THUGC: 36 thang k tif ngay san xudt.

NGAY XEM XET SUA DI, CAP NHAT LAI NOI DUNG HUGNG DAN SUf DUNG THUGC:

Ngay 16 théng 4 nam 2018

San xudt tai:

CONG TY C& PHAN DUGC HAU GIANG - Chi nhanh nha mdy duge ph&m DHG tai Hau Giang
L6 B2 - B3, Khu cong nghigp Tan Phd Thanh - giai doan 1, x@ Tan Phii Thanh, huyén Chau Thanh A, tinh Hau Giang

DT: (0293) 3953454 e Fax: (0293) 3953555

Moi thic méc vé sén pham,
xin vui 16ng lién hé
© 0292.3899000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn




01 DUNG HUGNG DAN SU DUNG THUGC CHO CAN BQ Y TE

Metformin HCl 850 mg 85

4ANH PHAN CAU TAO COA THUGC:
etformin HCI 850 mg
i duge vita di 1vién
1PMC K100, HPMC 606, HPMC 615, aerosil, PVP K90, methacrylic acid
)polymer, magnesi stearat, PEG 6000, talc, titan dioxyd).
ANG BAO CHE: Viign nén bao phim.
ugc LYC Hoc:
1a ATC: A10BA02
lumeform 12 thudc trj déi théo dubng véi thanh phdn hoat chat 12 metformin, thudc nhém biguanid. Metformin Iam gidm néng
3 glucose trong huyét tuong khi déi va sau bt &n & ngudi bénh déi thao duding typ 2. Ca ché tac dung clia metformin dugc gidi
rich nhu sau: e ché tdng hop glucose & gan va giam hép thu glucose & rudt, lam ting sif dung glucose & t& bao, céi thién lien
5t clia insulin véi céc thy thé, kich thich phan hily glucose theo duing ky khi. Glumeform Iam gidm sy tang dudng huyét &
Qudi bj dai thao dubing, nhung khong gay tai bién ha dubing huyét (trif trudng hop nhin d6i hodc phdi hap véi céc thudc hop
6ng téc dung khac). Thudc ciing khng c6 tac dung ha dubing huy8t & ngudi khong bi dai théo duding.
goai tac dyng ch6ng tang duting huy@t, Glumeform con c6 anh hubng c6 Igi I8n thanh phén céc lipid mu & nhiing bénh nhan
 déi théo dudng typ 2. Thudc lam gidm ndng df triglycerid, cholesterol toan phan va LDL cholesterol. Hoat dong phan hiy
brin tng va sy két tap tiéu cu giam dugc ghi nhan & nhiing b&nh nhan d4i thao dubing sau khi diéu trj véi metformin.
IUGC BONG HOC: Metformin hép thu cham va khdng hoan toan & dubing tiéu héa. Kha dyng sinh hoc khodng 50 - 60%. Thilc
n 1am gidm mic do va tbc o h&p thu ciia metformin. Metformin lién két véi protein huy8t tuong & mic do khong dang ké.
hudc bai tiét chil y&u qua than & dang khdng chuyén hoa. Nira ddi trong huy&t tuong 12 1,5 - 4,5 gid.
1UY CACH BONG GOI: Hop 10 vix 5 vien.
Hi DINH: Diéu tri bénh d4i thdo duding typ 2 (khong phu thudc insulin), ddc biét & ngudi béo phi, sau khi da ap dung ché do an
iéng khong hiéu qua.
1EU DUNG VA CACH DUNG:
i6u khuyén céo
iu khdi du d6i voi bgnh nhan dang khong sif dung metformin Ia 500 mg, mot 1dn/ ngay, dung dudng udng. Néu bénh nhan
hong gap phan (ing c6 hai dubing tiéu hoa va cdn phai tang liéu thi ¢6 thé diing thém 500 mg sau mdi khodng thdi gian diéu trj
A1 dén 2 tudn. Liéu ding clia metformin cdn dugc can nhic diéu chinh trén tiing bénh nhan cy thé dya trén hiéu qué va do
ung nap clia b&nh nhan va khong vugt qu liéu toi da duge khuyén céo 12 2000 mg/ ngay.
Igudi Idn:
)on tri ligu hogc phdi hgp véi cac thudc tr dai thao dubng udng khac:
iBu khdi d4u thong thudng 2 1 vién 500 mg hodc 1 vién 850 mg metformin hydroclorid, 2 - 3 1dn/ ngay, udng trong hoéc sau
iia n
sau 10 - 15 ngay diu tri, liéu ding nén dugc diéu chinh trén co s& do duong huyét. Su gia tang lidu cham c6 thé cai thién sy
lung nap qua dudng tiéu hoa.
i t6i da clia metformin hydroclorid 12 3 g méi ngay, chia 3 14n/ ngay.
>huy8n tir nhiing thudc trj dai thdo dubing khac sang: ngung thudc dang sif dung va bét ddu diéu tri bing metformin véi liu chi
finh G trén.
>hi hop véi insulin: C6 thé phdi hgp metformin vai insulin dé dat kiém sodt dubng huyét tét hon. Liéu khoi ddu thong thudng
sia metformin 1a 1 vién 500 mg hodc 1 vién 850 mg, 2 - 31dn mdi ngay, con liéu clia insulin dugc diéu chinh tiy theo mic
Jubng huyét.
\gu@i cao tudi: Do nguy cd suy gidm chilc nang than & ngudi cao tudi, liéu metformin nén dugc diéu chinh dya trén chic nang
han. Banh gia chic nang than cdn dugc thyc hign thudng xuyén.
Tré em:
Jon tri ligu hodic phdi hp vdi insulin:
3lumeform cé thé duge si dung cho tré em tir 10 tudi tré 18n.
_iBu khdi ddu thong thubing 12 500 mg hodc 850 mg metformin hydroclorid mét I4n mdi ngay, udng trong hoéc sau bia an.
Sau 10 - 15 ngay didu tri, lidu ding nén dugc diéu chinh trén cd s§ do dubing huyét. Sy gia téng lidu cham c6 thé cai thign sy
Jung nap qua dudng tiéu hoa.
Libu t6i da clia metformin hydroclorid 1a 2 g méi ngay, chia 2 - 3 14n/ ngay.
Khuy&n cdo sif dung thudc trén bgnh nhan suy than
Danh gi4 chic nang than trudc khi khéi d4u didu tri véi metformin va danh gié dinh ky sau do.
Chéng chi dinh metformin trén bénh nhan c6 eGFR duti 30 mL/ phit/ 1,73 m’.
Khdng khuyén céo khai ddu diéu tri véi metformin & bgnh nhan c6 eGFR n&im trong khodng 30 - 45 mL/ phiit/ 1,73 m’.
( banh nhan dang sif dung metformin va co eGFR gidm xudng dui 45 mL/ phit/ 1,73 m’, danh gid nguy ca- Igi ich khi tiép tuc
didutri.
Ngiing sif dung metformin néu bénh nhan c6 eGFR gidm xudng dudi 30 mL/ phat/ 1,73 m* [xem muc Chéng chi dinh, muc
Cénh bdo va than trong].
Metformin ¢6 thé dugc sif dung & bénh nhan suy than mdc do trung binh, giai doan 3a (d thanh thai creatinin CICr tif
45 - 59 mL/ phitt hoac mic loc cdu than eGFR tir 45 - 59 mL/ phat/ 1,73m’) chi khi khdng 6 c4c y&u t6 khéc 6 thé 1am tang
nguy cd nhiém acid lactic va phai diéu chinh liéu nhu sau:
Liéu khési ddu: 500 mg hodc 850 mg metformin hydroclorid, m3i ngay mot I4n. Liéu toi da la 1000 mg mdi ngay, chia 2 lan.
C4c chilc nang than nén dugc theo ddi chit chd (mdi 3 - 6 thng).
Ngitng sif dyng metformin khi thyc hign xét nghigm chén doén hinh &nh c6 sif dyng thudc can quang chifa iod
Trén nhiing bénh nhan c6 eGFR ndm trong khodng tir 30 - 60 mL/ phdt/ 1,73 m’, trén nhiing bénh nhan cb tién sit bénh Iy vé
gan, nghién rugu hodc suy tim, hoac trén nhiing bénh nhan s st dung thudc cén quang cha iod qua dubng dong mach, nging
metformin tru6ic hoac tai thdi diém thyc hién xét nghiém chén doén hinh anh c6 sif dung thudc can quang chifa iod. Banh gia
lai chi s6 eGFR sau khi chigu chup 48 gid sif dung lai metformin néu chic nang than dn dinh [xem myc Canh bdo va thdn
trong].
CHONG CHI BINH:
Mén cam véi metformin hoéic bét cif thanh phdn nao clia thudc.
Ngudi bénh c6 trang théi dj hoa c&p tinh, nhiém khudn nang (phai dugc diéu tri dai thao dudng bing insulin).
Bénh c4p tinh hodc man tinh c6 th dan téi giam oxy & mo nhut: suy tim hodc suy hd hdp, nhéi méau catim viia xdy ra, sac.
Céc bénh Iy cdp tinh c6 kha nang anh hubing c6 hai dén chilc nang than nhu mat nudc, nhiém khudn nang, sdc, tiém trong
mach mau céc chat can quang 6 iod (chi diing lai metformin khi chic nang than trd vé binh thubing).
Suy gan, nhi€m doc rugu c&p tinh, nghién rugu.
Gay mé: Ngiing metformin vao budi sang trudc khi mé va diing lai khi chifc nang than tré v8 binh thudng.
Déi thdo dudng typ 1, d4i théo duding ¢ nhi&m toan ceton, tién hon mé déi thao dudng.
Bénh nhan suy than nang (eGFR duéi 30 mL/ pht/ 1,73 m*) [xem myc Canh bdo va than trong].
Bénh nhén da c6 tién st qué mén véi metformin.
B&nh nhén toan chuyén hoa cép tinh hoic man tinh, bao gém cé nhim toan ceton do tiu dubing.
CANH BAO VA THAN TRONG:
Nhi&m toan lactic
Qué trinh gidm s&t hau mai da ghi nhan nhiing ca nhidm toan lactic lién quan dén metformin, bao gdm cé trudng hop tif vong,
gidm than nhigt, tut huyét &p, loan nhip chdm kéo dai. Khdi phét clia tinh trang nhim toan acid lactic lién quan dén metformin

thudng khong d& phét hign, kém theo céc trigu chiing khong dién hinh nhu khé chiu, dau cd, suy hd h&p, 1o ma va dau byng. Nhim toan
acid lactic lién quan d&n metformin dugc déc trung bing ndng d lactat tang 1&n trong méu (> 5 mmol/ L), khodng tréng anion (khong c6
bling chiing ciia keto nigu hodc keto mau), tng ty I8 lactat/ pyruvat va néng do metformin huy8t tuong néi chung tang > 5pg/ mL.

Y&u 6 nguy ca clia nhi€m toan acid lactic lién quan d&n metformin bao gém suy thn, sif dung déng thasi véi mot s6 thudc nhét dinh (vi dy
c4c chat dc ché carbonic anhydrase nhu topiramat), tif 65 tudi trd én, c6 thyc hign chiéu chup sif dung thudc cdn quang, phau thudt va
thyc hign céc thi thut khéc, tinh trang gidm oxy hit vao (vi dy suy tim sung huyét c&p), udng nhiéu rugu va suy gan.

C4c bién phép gidm thigu nguy ca va xif tri nhim toan acid lactic lién quan d&n metformin & nhém bénh nhan ¢6 nguy cd cao dugc trinh
bay chi tiét trong tis hudng d&n sif dung thudc (muc Liéu diing va cach ding, Chdng chi dinh, Canh béo va than trong, Tuong téc thubc va
St dung thudc trén nhilng d6i tugng dac biét).

N&u nghi ngd cd toan lactic lién quan dén metformin, nén ngimg sif dung metformin, nhanh chong dua bgnh nhan dén bénh vién va tién
hanh c4c bién phap x{ tri. § nhiing b&nh nhan da diéu trj véi metformin, da dugc chdn doén toan lactic hodc nghi ngd c6 kha nang cao bj
toan lactic, khuy&n céo nhanh chong loc mau dé diéu chinh tinh trang nhi8m toan v loai b phdn metformin da bj tich Iy (metformin
hydroclorid c6 thé thdm tach dugc véi do thanh thai 170 mL/ phit trong diéu kign huy&t dong lyc t6t). Loc mau c6 thé lam dao nguge trigu
chiing va héi phyc.

Hutng d&n cho bénh nhan va ngubi nha vé cAc trigu chiing clia toan lactic va néu nhiing trigu chiing nay xy ra, cn ngimg thudc va bio
c4o nhiing trigu chiing nay cho bac si.

B6i véi mdi yéu t6 1am tang nguy co nhiém toan lactic lién quan d&n metformin, nhiing khuy&n c4o nhim gitp gidm thiéu nguy co va xir tri
tinh trang toan lactic lién quan dén metformin, cuthé nhu sau:

Suy than: Nhiing ca nhi&m toan lactic lién quan dén metformin trong qua trinh gidm sét thudc hau mai xdy ra chil y&u trén nhiing bénh
nhan bj suy than nang. Nguy ca tich Ily metformin va nhi&m toan lactic lién quan dén metformin téng In theo miic do nghiém trong ciia
suy than bési metformin dugc thai trir chit y&u qua than. Khuyén céo 1am sang dya trén chiic néng than clia bénh nhan bao gdm [xem muc
Liéu dung va cdch ding, Duge Iy lam séng]:

- Truéc khi khdi ddu didutr véi metformin cdn udc tinh mic d9 loc cdu than (eGFR) clia bénh nhan.

- Chdng chi dinh metformin trén bénh nhan c6 eGFR duéi 30 mL/ phit/ 1,73 m* [xem myc Chdng chi dinh].

- Khong khuy&n céo khési d4u didu tri véi metformin & bénh nhan c6 eGFR nim trong khodng 30 - 45 mL/ phit/ 1,73 m’.

- Thuthp di ligu vé eGFR it nhat 1 14n/ nam & tt ca cac bénh nhan sit dung metformin. 0 bénh nhan ¢6 kha nang tang nguy cd suy than
(vi du nhu ngudi cao tudi), chilc nang than nén dugc danh gid thuding xuyén hon.

- @ bgnh nhan dang sit dung metformin va c6 eGFR giam xudng duéi 45 mL/ phit/ 1,73 m’, dénh gid nguy ca - lgi ich clia vige tiép tuc
phéc dd.

Tuong tc thudc: St dyng déng thasi metformin véi mot s6 thudc c6 thé lam tang nguy co nhiém toan lactic lién quan dén metformin:
bénh nhan suy gidm chiic nang than din tai nhiing thay di dang k& vé mat huyét dong, anh hubing t6i can bing acid-base hodc lam ting
tich Ity metformin [xem muc Tudng téc thudc]. Vi vy, can nhc theo ddi b¢nh nhan thudng xuyén han.

Bénh nhan ti 65 tudi trd 16n: Nguy ca toan lactic lién quan dgn metformin tng Ién theo tudi cia bgnh nhan béi bgnh nhan cao tui c6 kha
ning bj suy gan, suy than, suy tim I6n hon nhiing bénh nhan tré tudi hon. C4n dénh gid chilc nang than thubing xuyén hon ddi véi nhiing
bénh nhan I6n tui.

Thuc hign céc xét nghigm chan dodn cd sif dung thudc cén quang: Tiém thuSc can quang vao ndi mach & nhiing bgnh nhan dang diéu tri
metformin c6 thé dan téi suy giam cdp tinh chiic nang than va gy ra toan lactic. Ngiig sit dung metformin trudc hoc tai thi diém thyc
hién chigu chup c6 sif dyng thudc can quang co chifa iod & nhiing bénh nhan c6 eGFR nim trong khoang 30 - 60 mL/ phit/ 1,73 m’,
nhiing bénh nhan c6 tién sif suy gan, nghién rugu, suy tim hogc nhiing bénh nhan s& si dung thudc can quang chifa iod theo dubng dong
mach. Danh gié lai eGFR 48 gits sau khi chiéu chup va sif dung lai metformin néu chic néng than 6n dinh.

Phau thudt hodc cdc thil thuat khdc: Sy Iuu gill thiic &n va dich trong qua trinh phiu thuat hodc thyc hién cac thil thuat khac co thé 1am
tang nguy co gidm thé tich, tut huy8t &p va suy than. Nén tam thdi ngimg sit dyng metformin khi bénh nhan bj gidi han lugng thtc &n va
dich nap vao.

Phai ngiing metformin 48 gid truc moi can thiép ngoai khoa cdn gay mé toan than, hodc gdy mé tlly song, hoic quanh mang cing. Chi
dung lai metformin 48 gits sau can thiép hoac 4n tré lai bing duding miéng va sau khi chic chén chiic nang than da tréslai binh thudng.
Tinh trang gidm oxy hit vio: Qua trinh theo ddi hau mai da ghi nhan mot s§ ca nhiém toan lactic lign quan dén metformin xay ra trong
bénh canh suy tim sung huyét cap (dic biét khi c6 kem theo gidm tu6i mau va gidm oxy huy8t). Truy tim mach (s6c), nhdi méu cd tim
cdp, nhi&m khudn huyét va cac bénh Iy khac lién quan dén giam oxy huyét c6 mdi lién quan véi toan lactic va ciing c6 thé gay nita huyét
trudc than. Khi nhiing bign cd nay xy ra, ngitng metformin.

Udig rugu: Rugu co kha nang nh hubng dén tac dong clia metformin Ién chuyén héa lactat va tir d6 c6 thé 1am tang nguy co nhi&m toan
lactic lién quan dén metformin. Cénh béo bénh nhan khong udng rugu khi it dyng metformin.

Suy gan: B&nh nhan suy gan c6 thé tién trién thanh toan lactic lién quan dén metformin do suy giam thai trif lactat dAn t6i ting néng do
lactat trong méu. Vi vy, tranh sif dung metformin trén nhilng bénh nhan da dugc chdn dodn bénh gan thong qua béing chiing xét
nghiém hodc 1am sang.

Thay th& metformin bAng insulin trong truiing hgp nhi&m khugn nang, chén thuong sau phu thuat, c6 thai

Bénh nhan bi suy tim thi nguy co thigu oxy méu va suy than. & nhing bénh nhan suy tim man tinh 6n dinh, metformin 6 thé dugc it
dung, tuy nhién cén gidm sét thudng xuyén chic ndng tim va than.

D6i vai bénh nhan suy tim cp tinh va khong 6n dinh: chéng chi dinh.

Phy nif ¢d thai va dang cho con bi:

Chdng chi dinh thudc cho phy ni ¢6 thai. Phy nit cho con bi cén cn nhc nén ngiing cho con bii hodc nging thudc, can cd vao mic do
quan trong clia thudc véi ngudi me.

Anh huiing cita thuc d6i v6i cong vige:

Glumeform 850 khdng gy ha dubing huy8t khi diing don doc. Tuy nhién, cdn than trong khi két hop thudic véi cac thudc tri ddi thdo dudng
khéc vi nguy co ha dubing huyét.

TUGNG TAC THUGC: Thubc Igi tiéu, corticosteroid, phenothiazin, thudc tranh thai, oestrogen, phenytoin, acid nicotinic, nhiing thudc
chen kénh calci, isoniazid, nhiing thudc tac dung giéng thn kinh giao cam 1am gidm téc dung kiém soét dubng huyét ciia metformin.
Nhiing thudc théi trir qua than (amilorid, digoxin, morphin, ranitidin, trimethoprim, vancomycin, ...) tuong tic véi metformin bing céch
canh tranh thai trif qua 6ng than. Cimetidin lam tang 60% ndng d dinh clia metformin trong huyét tuong, do 6, tranh ding phdi hgp
metformin vdi cimetidin.

TAC DUNG KHONG MONG MUGN:

Tac dyng khong mong mudn (ADR) thubng gap nhat Ia vé tiu héa. Nhilng tac dung nay lién quan dén liéu va thubing xéy ra vao lic bt
d4u diéu tri, nhung thubdng 12 nhat théi.

Thuong gap, ADR > 1/100

Tiéu hoa: Tiéu chay, budn non, ndn, ddy hai, khé tiéu, chudng bung, phan khdng binh thubing, téo bon, g néng, réi loan vj gidc.

Thén kinh trung uong: Nhc ddu, 6n lanh, chéng mat.

Ca- xuong: Y&u ca.

Ho hap: Kho thd, nhigm khudn duing ho hap trén.

Da: Ban da.

[t gap, 1/1000 <ADR < 1/100.

Nhi&m toan lactic (&t higm gap), thigu méu héng cdu khdng 16, viém phdi.

Hutdng dén céch xif tri ADR

C6 thé tranh nhiing ADR vé tiéu hoa néu udng metformin vao bila &n va téng liu dén timg buéc.

Khong xdy ra ha glucose huyét trong diéu tri don doc bAng metformin. Tuy nhién da thay cd tai bién ha glucose huyét khi c6 két hgp
nhiing y&u t6 thuan Igi khac (nhu sulfonyluré, rugu).

Khi diing dai ngay c6 thé co nguy co giam hap thu vitamin B12 nhung it quan trong vé 1am sang va han hilu méi xay ra, thigu mau hong
cdu khng 6. Biéu tr nhiing trubing hgp nay bing vitamin B12 c6 ket qué tot.

Nhi8m acid lactic higm khi xay ra, nhung c6 thé gy tif vong v6i ty I8 cao.

Cén luu y ngling diéu tri metformin néu néng df lactat huyét tuong vugt qud 5 mmol/ Iit.

Suy gidm chifc nang than hozc gan 1a mdt chi dinh bat budc phéi ngiing diéu trj metformin.

Khi bj nhéi mau ca tim hogc nhiém khudn mau, bt budc phéi ngiing dung metformin ngay.

Khong diing hodc han ché uéing rugu do tang nguy cd nhim acid lactic.

N&u ngudi bénh nhin déi kéo dai hodc dugc diéutrj véi ché do &n cd lugng calo rat thap thi t6t nhat la ngimg dung metformin.

QUA LIEU VA CACH XU TRI: Khong thay gidm dubing huyt sau khi udng 85 g metformin, mac du nhi&m acid lactic d& xdy ra trong
trudng hop do.

Metformin 6 thé tham phan dugc véi hé s& thanh thai In t6i 170 mL/ phit; sy th&m phan mau c6 thé cé tac dung loi tris thudc tich Iy
ngudi bénh nghi Ia dung thudc qua liéu.

Doc kj hudng dén sit dyng trudc khi ding.

Thudc ndy chi ding theo don ciia bac si.

DIEU KIEN BAD QUAN: Noi kho, nhiét do khong qua 30°C, tranh énh sang.

HAN DUNG: 36 théng k& tif ngay san xuat. i

NGAY XEM XET SUA D1, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:

Ngay 16 thang 4 nam 2018

Sé&n xuét tai:

CONG TY €6 PHAN DUGC HAU GIANG - Chi nhénh nha may dugc phdm DHG tai Hau Giang
L6 B2 - B3, Khu cong nghiép Tén Phd Thanh - giai doan 1, xa Tan Phd Thanh, huyén Chau Thanh A, tinh Hu Giang

DT: (0293) 3953454 e Fax: (0293) 3953555

Moi théc mac vé san pham,
in vui Iong lién hé
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