NOI DUNG HUGNG DAN SU DYNG THUGC CHO NGUGI BENH

Metformin HCI 850 mg 850

Boc ki hudng dn sit dyng trude khi ding.

B8 xa tm tay tré em.

Théing bdo ngay cho bic sThode dugc sTnhiing tde dyng khdng mong mudn gdp phdl khi sdt dung thudt.

Thude ndy chi ding thea ddn cua bdc sT

THANH PHAN, HAM LUONG COA THUGC:

Metformin HCI 850 mg

Té duge vila 0l 1 vién

(HPMC K100, HPMC 606, HPMC 615, agrosil, PVP K90, methacrylic acid

copolymer, magnasi stearat, PEG 6000, talc, titan dioxyd).

MO TA SAN PHAM: Vign nén bao phim tron, méu tréng hodc tring ngd, mot mét ob vach ngang, mdt m3t tron, canh v
thanh vién kinh I@n.

QuY CACH BONG GOI: Hop 10 vix 5 vién.

THUGC DUNG CHO BENH G1: iy tr| bénh d4i thao duing typ 2 (khéng phy thudc insulin), da biét & ngubi béo phi, sau khi
4 &p dyng ché A5 dn kidng khong higu qu.

NEN DUNG THUBC NAY NHU THE NAO VA LIEU LUONG:

LIEU DUNG VA CACH DUNG:

Lifu khuy#n cdo

LiBu khisi ddu At véi bénh nhin dang khing sit dung metformin 1a 500 mg, mit 1En/ ngdy, ding duing uing. NEu bénh nhin
knong gdp phan ing o6 hai dudng tidu hoa va cdn phai tang (iBu thi co thé ding tham 500 mg sau mbi khodng thd gian didu
tri tir 1 d8n 2 tudn. Lifu ding clia matformin cdn dugc c&n nhdc difu chinh trén ting bénh nhan cy thé dia trén hitu qud va 4o
dung nap cla bénh nhin vA khing vugt qus it da dugc khuylin cao 12 2000 mg/ ngay.

Wgudi ldn:

Bon tri ligu hodc phi hop vél cae thubc trj dai thao duBing uing khac:

Lifu khdi ddu théng thuting 12 1 vién 500 mg hode 1 vién 850 mg metformin hydroclorid, 2 - 3 0/ ngay, wing trong hode sau
biza dn.

Sau 10 - 15 ngay didu tri, liu ding nén dugc difu chinh trén co sd do dubing huyet. Sy gia ting ligu chdm co thé cai thién sy
dung nap qua duting tiéu hoa.

Lidu 164 da cla metformin hydroclorid 13 3 g mdi ngay, chia 3 14n/ ngay

Chuy8n ti nhing thudc trj A4 théo duding khdc sang: ngung thulic dang sil dyng va bt ddu didu tri bAng metformin véi liéu chi
dinh @ trén.

Phéi heip véi insulin: C4 thé phéi hop metformin voi insulin € dat kifm sodt dubing huyét 18t hon. Lidu khii du thing thuiing
ciia metformin I 1 vién 500 mg hodc 1 vién 850 mg, 2 - 3 1n mbi ngdy, cbn lidu cla insulin due didu chinh thy theo mic
duing huyst.

Nguii cao tufli: Do nguy co suy gidm chiic ndng than & nguti cao tudi, liéu metformin nén duge difu chinh dya trén chic ning
than. Bénh gid chic ndng thin cin duge thyc hign thubing xuyén.

Tré em:

Ban tri li§u hodc phai hop vai insulin:

Glumeform ct thé dupe sit dung cho tré em tir 10 twsi tré ln.

Lifu khdl ddu thdng thubing K 500 mg hodec 850 mg mettormin hydroclorid mét 140 mai ngay, uiing trong hode sau bifa &n.
Sau 10 - 15 ngdy didu tr, liéu ding nén duge diéu chinh trén ce:sddo.dubing huyét, Sy gia tang liéu cham co th cai thign sy
dung nap qua duting tigu hoa,

LiBu tdi da clia mettormin hydroclorid 14 2 g mdi ngiy, chia 2 - 3 180/ ngdy.

Khuyén céo sif dyng thufc irén bénh nhin suy thin

Bénh gid chic ndng than trudc khi ki ddu difu trj voi metformin vi dénh gid dinh ki saudd.

Chiing chi dinh metformin tréin binh nhn cd eGFA dudi 30 mL/ phit' 1,73 m’.

Khéing khuy&n cdo khdi ddu diéu tri véi metformin & biénh nhan cd eGFR ndm trong khodng 30 - 45 mL/ phit/ 1,73 m".

{1 bénh nhan dang s dung metformin vi c6 eGFR gidm xufing dudl 45 mLiphit/1,73 m’, dénh gid nguy ca - gi ich khi tisp tuc
difu tri.

Ngiing sir dyng metformin néu bénh nhan cb eGFA gidm xudng duti 30 mL/phit!1,73 m* [xam mye Chdng chi dinh, myc
Cidnh bdo va thin trong.

Metformin 6 thé duge sl dung & bénh nhin suy thin mic df trung binh, giai doan 3a (d9 thanh thil creatinin CICr tit
45 - 59 mL/ phit hoic mifc loc cdu thn eGFR tif 45 - 58 mL/ phit/ 1,73m’) chi khi khéng cé cdc y&u td khc co thé tam ting
nguy ca nhifm acid factic va phai didu chinh liu nhu sau:

Lifu khii ddu: 500 mg hodc B50 mg metformin hydroclorid, mdi ngay mot in. Lifu st da 3 1000 mg mi ngay, chia 2 ln,
Gée chile nang thdn nén duge theo di chat ch2 (mdi 3 - 6 thang).

Ngimg si dyng metformin khi thyfc hign xét nghi@m ch&n dodn hinh dnh c6 sif dyng thuic cdn quang chia lod

Trén nhing bénh nhdn co eGFR ndm trong khodng tir 30 - 80 mL/ phit/ 1,73 m’, trén nhiing bénh nhan cb tién s bénh 1y vé
gan, nghién rugu hodc suy tim, hodc trén nhilng B8nh nhan s& sl dung thude cén quang chifa iod qua duting ddng mach,
ngimg metformin truc hodc tai thi difm thc hign xét nghigm chdn dodn hinh 4nh c6 sif dung thulic can gquang chia iod.
Binh gid lai chi s eGFR sau khi chii chyp 48 gits st dyng lsl metformin niu chilc ndng than dn dinh [xem myc Cdnh b v
thén trong].

KHI NAD KHONG NEN DUNG THUBC NAY: Min cim vol metformin hods bat ci thanh phdn nio cla thudc.

Ngubi bénh o6 trang thai dj hoa cdp tinh, nhifm khudn ning (phéi dugc didu tri dai thao duting bing Insulin).

Bénh cp tinh hodc man tinh co thé din 16 gidm cxy & md nhat, suy tim hodic suy ho hap, nhill méau co tim vila xdy ra, sbc.

Cac bénh 1y cdp tinh ¢t khd nang dnh huding cb hai dén chic niing than nhw mét nudc, nhifm khudn ning, sbc, tikm trong
mach méu céc chdt cin quang co iod (chi ding tal metformin ki chic ndng than tré vé binh thuiing).

Suy gan, nhim ddc rugu ep tinh, nghign ruow

Gy mé: Ngimg metiormin vao budi séng trudic khi mé va ding lai khi chic ndng thin trd vé binh thudng,

Dal théo dubing typ 1, dai thao dubing cé nhidm toan ceton, tifn hin mé dai thido duing.

B&nh nhan sty than ndng (eGFR dudi 30 mL/phit1,73 m") fxem mue Cdnh bdo va thdn treng).

BEnh nhan a3 cb tién sd gua min vai metformin.

B&nh nhan toan chuyén héa cp tinh hodic man tinh, bao gém ca nhidm toan ceton do tidy dubing.

TAC DUNG KHONG MONG MUGN:

Téc dyng khing mong mudn (ADR) thubing g3p nhat t vé tidu hda. Nhing tac dung nay lign quan dén lidu va thudng xay ra
a0 hoc bt d4u didu tri, nhung thubing 1 nhat thl,

Thuting gép, ADR > 1/100

Tiéu hoa: Tigu chiy, bufin nén, ndn, ddy hot, khd tigy, chung byng, phan khing binh thuiing, tdo bén, ¢ ndng, rdi foan vi gidc.
Thdn kinh trung uong: Nhic ddu, dn lanh, ching mat,

Ca - xiong: Yéu co.

H& hip: Kha thd, nhidm khudn duding ho hip trén,

[Da: Ban da.

ft g@ip, 1/1000 SADR < 1/100.

NhiBm toan lactic (rét hifm gap), thigu méu hing cdu khiing 18, vigm phdi

Huting diin cach xif tri ADR

C4 thé tranh nhilng ADR vé tiéu hoa néu uiing metformin vao bila 2n va tang Héu ddn ting butic

Khéng xdy ra ha glocose huy#t trong difu trj don dic bing metformin. Tuy nhign dd thdy cd tal bin ha glucose huydt khi co két hop
nhing y&u t thudn Igi khac (nhu sulfonylurd, o),

Khi ding dai ngay co thé co nguy oo gidm hip thu vitamin B12 nhung it guan trong vé 1m sdng va hdn hily mdi xdy ra, thifu méu hing
cu khéng 18. Bidu tr| nhilng trubing hop nay bing vitamin 812 cb ket qud ot

Nhilim acid lactic hi§m khixdy ra, nhung c6 thé gay tir vong véi tj 1§ cao.

Cén luw § noimg didutri metformin néu ning a0 lactat huy8t tuong vugt qua 5 mmol/ it

Suy gidm chi ndng thin hodc gan & mit chi dinh bit buc phai ngiing diéu trj metiormin.

Khi bi nhéi mau cotim hodc nhiBm khudn méu, bit bude phal nging diing metformin ngay.

Kiéng ding hodc han ché uing nigu do tang nguy co nhiBm acid lactic.

NEu nguii bénh nhin di kéo dai hodc duge did trj vai ché 86 3n cd lugng calo et thap thi 18t nhat I3 ngiing ding metiormin.

NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM G KHI BANG SU DUNG THUOC NAY: Thudt i tifu, corticosternid,
phanothiazin, thudic trénh thai, oestrogen, phenytoin, acid nicotinic, nhing thulic chen kénh calc, isoniazid, nhing thufic tic dung
giding thén kinh giao cim lAm giam tée dung kifm sodt dubing huyét cla metformin. Nhilng thudic thai trir qua thin (amilorid, digoxin,
marphin, ranitidin, trimethoprim, vancomyein, ...) tgng tac véi metformin bing cdch canh tranh thl tril qua Gng thin. Cimetidin lam
ting B0% néng dd dinh clia mettormin trang huy#t tudng, do 86, tranh ding phili hap metformin véi cimetidin.

CAN LAM GI KHI MOT LAN QUEN KHONG DONG THUBC: Udng liéu ti€p theo nhy huong dln. Khdng sif dung thém thudic o bl lai lidy
3 guén df trinh qué lifu.

CAN BAD QUAN THUGC NAY NHU THE NAD:

M kh, nhigt d khbng qud 30°C, trinh dnh séng.

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

Khting thay gidm dufing huy#t sau khi uSng 85 g metformin, mic di nhim acid lactic 43 xdy ra trong truling hop d6.

CAN PHAI LAM G KHI DUNG THUGC QUA LIEU KHUYEN CAO;

Nhifim toan lactic t mot clip ciluy khoa v phal duge difu tri t3i bnh vign. Metformin co thé thdm phan duge voi hf s thanh thii lén i
170 mL/ phit; sy thidm phan méu cd thé o6 tie dyng loal trir thusc tich Ity & nguii bénh nghi 14 ding thudc qud fiy.

NHONG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Nhi&m toan lactic

Qud trinh gidm s4t hju mai d3 ghi nhin nhing ca nhilm toan lactic lién quan dén metformin, bao gm cd trubing hop b vong, gidm
thiin nhigt, tut huyt &p, logn nhip cham kéo dai. Khdi phat clia inh trang nhifm toan acid lactic 18n quan 88 metformin thubing khiing
df phat hi#n, kém theo cdc tridu chitmg khdng difn hinh nhur khd chiu, dau ca, suy hé hip, o ma va dau byng. Nhi#m toan acid lactic lign
quan dén metformin duic dac trung bing ndng 40 lactat ting 18 trong mdu (> 5 mmol L), khodng tréing anion (khang cd bing ching
clia keto nigu hodic keto méu), tang ty 1& lactat/pyruvat va niing db metformin huy8t tuang ndi chung tang > Sug/ mL.

Y tfi nguy co clia nhilm toan acid lactic lign guan dén metiormin bac gm suy than, st dung déng thili wil mét sd thudc nhat dinh (vi
dy céc chdt Oc ché carbonic anhydrase nhy topiramat), tir 65 tudi trd 1&n, c6 thye hidn chify chup sif dung thuc cin quang, philu thudt
v thitc higin céc thil thudt khdc, finh trang gidm oxy hit vio (vi dy suy tim sung huy&t cdp), ubng nhisu rugu va suy gan.

Cac bién phap gidm thifu nguy o va xit tri nhilm toan acid lactic li8n quan d&n metformin @ nhém bént nhén ¢t nguy cd cao dude trinh
bay chi tiét trong t huling ddn sif dung thulic (muc Lidu ding va cdch dimg, Chang chi dinh, Canh béo va than trong, Tuong tac thudc
vit SU dung thufic trén nhiing ddi fugng d3c bigt).

NEU nghi ngdl cf toan lactic lién quan dén metformin, nén nging sl dung metfarmin, nhanh chdng dua béah nhin d&n bénh vign va
ti€n hanh cac bign phap xir tri. & nhing bénh nhan da didy tri véi metformin, dd duge chén dodn toan lactic hodc nghi ngd ¢ khi nang
cao bi toan lactic, khuyfn cdo nhanh chéng loc méu dd didu chinh tinh trang nhifm toan va loai bd phdn metformin da bi tich fy
(metformin hydroclorid cd thé thim tch duge vl dd thanh thii 170 mL/phat trong didu kién huy&t d@ng hyc t6t). Loc méu ca thé lam
déo nguge tridu ching v hdi phuc.

Hufing ddn cho banh nhin va nguii nhi vé cac tridu chitng ciia toan lactic vé nélu nhing trigu ching néy xdy ra, cin ngimg thudc v bio
cio nhilng trigu ching nay cho bdc sT,

DG véi mii yEu 18 lam tang nguy oo nhillm toan lactic lién quan d&n metformin, nhiing khuy&n cdo nhim gidp gidm thiu nguy oo va xit
tri tinh trang toan lactic lign quan d&n metformin, cy thé nhu sau:

Suy thin: Nhing ca nhiBm toan lactic lién quan d&n metformin trong qua trink gidm 4t thulc hiu mal xdy ra chd vEu trén nhing bénh
nhén bj suy thin nang, Nouy cd tich Gy metformin vA nhifm toan lactic lign quan dén metformin tang 12n theo mic dj nghiém trong
chia suy than béi metformin dugc thii trll chiyéu qua thiin, Khuy8n cdo [dm séing dua trén chic ning thiin cda bénh nhin bao gim [xem
mye Ligu ding va edch ding, Duge Iy 1m sang]:

= Trutic khi khii du diéu tr] vol metformin cin udc tinh mic a9 lpc cdu thin (8GFR) cla binh nhan.

- Chiing chl jnh metformin trén bénh nhan c8 eGFR duli 30 mL/ phti 1,73 m’ [xem myc Chdng chi dinh].

- Khting khuyén cdo khéi ddu didu trj vii metformin & bénh nhan cd eGFR ndm trong khodng 30 - 45 mL/ phit/ 1,73 m™.

= Thu thiip dd figu vé eGFR it nhidt 1 ln/nam  t8t ¢ cac bénh nhan sif dyng metfarmin. & bénh nhan ¢ khi nang tAng nguy oo suy
than (vi dy nhe ngubi cao twdi), chic ndng than nén dugc danh gia thuting xuyén han,

- @ bénh nhan dang sif dyng metformin vé co eGFR gidm xulng duti 45 mL/ phit/ 1,73 m’, danh gid nguy cd - ki Ich clia vide 1igp tue
phéc ad.

Tuang tde thudt: S dung ddng thdi metformin vai mat s& thuc oo thé 1am ting nguy ca nhim toan lactic lign quan d8n metformin:
bénh nhén suy gidm chic nang thin din 16 nhing thay i ddng k& vé mat huy8t ddng, dnh huling thi can biing acid-base hoic lam
tang tich iy metformin [xem myc Tudng féc thude]. Vi viy, cén nhic theo dbi bénh nhin thubng xuyén han.

Bénh nhan 11 65 tud) trd fém: Ny od toan factic lin quan d8n metformin tang Ién theo tudi clia bgnh nhan béi banh nhan cao tull cd
kha nang bj suy gan, suy thin, suy tim |dn hon nhilng b&nh nhin tré tudi hon. Cén danh gid chic ndng thin thubing xuyén hon adi voi
nhiing bénh ahén idn twdi.

Thtc hign céc xdt nghigm chin dodn cd si dyng thudt cén quang: Tigm thubc cin quang vao ndi mach & nhing bénh nhén dang dify
tri metformin co thé din tai suy gidm cap tinh chitc nang than va gay ra toan lactic. Noing st dung metfarmin trude hodc tal thai digm
thec hifin chi chyp o6 st dyng thulic cdn quang co chifa iod & nhiing benh nhén ¢ eGFR ndim trang khodng 30-60 mL/ phit/ 1,73 m’,
nhiing bénh nhan cd tifn i suy gan, nghidn rugu, suy tim hodc nhing bénh nhdn s& si dung thudc cin quang chifa lod theo duting
dong mach. Banh gid I3i eGFR 48 gitysau khi chilu chup va sii dung lai metformin néu chic ndng than 8n dinh,

Phil thudt hode cdc thil thudt khde: Sy u gilt thiic 2n va dich trong qué trinh phu thudt hodc thyc hién céc thi) thudt khic co thé lam
tang nguy co gidm thé tich, tut huyit 4p va suy thdn, N&n tam thdi ngiing sit dung metformin khi bgnh nhan bi gidi han ugng thile 4n va
dich nap vio.

Phdii ngimg metformin 48 gits truic moi can thigp ngoai khoa cdn gdy mé toan than, hodic gy mé tly siing, hodc quanh mang cing. Chi
diing lai metiormin 48 git sau can thidp hodc &n tri fal bing duing migng v sau khi chdc chin chic ndng thin da trilai binh thuting.
Tinh trang gidm oxy hit vao: Qud trinh theo d6i hdu mai da ghi nhiin mdt 58 ca nhilm toan lactic lign quan d&n metformin xdy ra trong
binh cAnh suy tim sung huygt cdp (dac bidt khi oo kim theo gidm tudi mau va gidm oxy hoy8t). Tryy tim mach (sfic), nhéi mau co tim
cp, nhim khudn huyét va cic banh i khic lign quan dén gidm oxy buy8t o6 méi lin quan vl toan lactic va cing co thé gdy nitd huyét
trutic than. Khi nhiing biéin cf nay xdy ra, ngitng metformin.

Uting ruiglu: Rugu ob khd ning dnh huling dén tic ding clia metformin 1&n chuyéin hda lactat vé tit d8 o6 thé lAm tng nguy ca nhibm
toan lactic lign quan dén metformin. C4nh béo banh nhan khong wing nigu khi sif dung metformin,

Suy gan: Banh nhan suy gan c thd tn trifin thanh toan lactic lién quan dén metformin do suy gidm thii trif lactat din 11 tng ndng 4o
lactat trong mdu. Vi vy, trdnh sl dyng metformin trén nhing bénh nhin 03 dugc chdn dodn bénh gan thing qua bling ching xét
nghiéim hodc lam sang.

Thay th& metformin bing insulin trong truing hop nhifm khudn ndng, chdn thuong sau phiu thudt, cb thal.

Bénh nhdn bf suy tim thi nguy cd thifu oy mdu va suy than. (1] nhiing bEénh nhin suy tim man tinh i dinh, metformin cf thé duge sit
dyng, tuy nhign cén giam sét thubng xuyén chiic nang tim va than.

DG vili bénh nhian suy tim cdp tinh va khiing &n dinh: chéing ¢k dinh,

Phy nil ct thai va dang cho con bii:

Chéing chi dinh thudic cho phy nd cb thai. Phy nil cho con b cén cén nhic nén ngimg cho con b hojic ngimg thulic, can i vio mic d)
quan trong clia thusc vai nguti me.

Anh huiing cila thuic A81 vii cang vige:

Glumeform 850 khting gdy ha dubng huy8t khi ding don de. Tuy nhign, cdn thin trong khi kit hop thuic vl céc thufic tr dai thao
duting khac vi nguy o ha duting huyét,

KHI NAD CAN THAM VAN BAC ST, DUGC ST:

NEU cén tham thing tin xin hal  kifn bdc sThodc dugc sT.

HAN DUNG COA THUGC; 36 thang ké tirngay sin xut,

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

Ngay 16 thang 4 nam 2018

San xuét tai:

CONG TY cO PHAN DUGC HAU GIANG - Chi nhanh nha may duge phdm DHG tai Hau Giang
L6 B2 - B3, Khu cong nghiép Tan Phu Thanh - giai doan 1, xa Tan Pha Thanh, huyén Chau Thanh A, tinh Hau Giang
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