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NOI DUNG HUGNG DAN SU DUNG THUGC CHO NGUDI BENH

Metformin HCI 850 mg 850

Boc ky hudng din si dyng trude khi ding.
D& xa tdm tay trd em.
Thing bao ngay cha bdc sThodc duge si nhing tic dung khdng mang mudn gip phdi khi sif dyng thudc,
Thudc nidy chi ding theo dan cda bdc si.
THANH PHAN, HAM urqms clA THUGC:
Metformin HC... = .. 850 mg
Ta dugc via dﬁ . 1vign
(HPMG K100, HF‘MG EDG HPMC 61 5 aerosll WP K&U mﬂaacrwlc acid
copolymer, magnesi stearat, PEG 6000, talc, titan dioxyd).
MO TA SAN PHAM: Vign nén bao phim trdn, mau trdng hodc trdng ngd, mdt mat cb vach ngang, mdt mat trdn, canh va
thanh wign lanh Ln.
QUY CACH DONG GO Hip 10 vix 5 vign,
THUGBC DUNG CHO BENH GI: Diéu trj binh di théo dudng tp 2 (khdng phy thubc insulin), d8c biét & ngudi béo phi, sau khi
dd &p dyng ché 80 &n kikng khong hidu qud.
NEN DUNG THUOC NAY NHU THE NAD VA LIEU LUDNG:
LIEU DUNG VA CACH DUNG:
Ligu khuyén cdo
Lifu khdi du d6i woi bénh nhn dang khdng sif dyng metformin 12 500 mg, mat ldns ngdy, ding dubng uing. Néu b&nh nhan
khng gdp phén Ging cb hai dubing tidu hia va cin phii tang lifu th e6 the ding thém 500 mg sau mBi khodng thi glan difu
trj tir 1 08n 2 tusdn. Liy dng clia metformin cén duge cannhde didu chinh tréin timg bénh nhan cy th dya trdn hidy qul vi 49
dung nap cia binh nhan va khong vurt qud liéu s da duge kheyEn cdo 13 2000 mg! ngdy.
Nguii 1dn:
Ban trj ligu hoge phii hgp voi céc thude tri d4i thdo dubing uing khic:
LiBu khit d4u thdng thubng & 1 vién 500 mg hodc 1 vin 850 mg metfarmin hydraclorid, 2 - 3 ln/ ngay, ulng trong hodc sau
bila fn.
Sau 10 - 15 npdy difute), liéu ding nén duge déu chinh trén co sb do dudng huydt, Sy gia ting ligu chim ob th cii thitn sy
dung nap qua dubing tidy hda.
Liu 18 da cda metformin ydroclorid 14 3 p mdi ngdy, chia 3 n/ ngay.
Chuy#n tif nhing thudc tri dal thao dubng khac sang: ngung thulc dang sit dyng va bt ddu didu tri bing metiormin voi liduchi
dinh 8 trén.
P g wli insulin: C4 the phei hop metformin véi insulin 04 dat ki€m sodt dubng huyEt 16t hon, Lifu khdi ddu thong thudng
ciia metiormin I 1 vign 500 mg hodic 1 vign 850 mg, 2 - 3 tn mi ngay, con lify clia insulin duge diéu chinh ty theo mic
duing huyt.
Nguii cao tulfi: D0 nguy oo suy gidm chilc néing thn & ngudi cao tudi, (i metformin nén dugc didy chinh dya trén chic ning
thin. B4nh gid chilc ning thin cdn duge wchnen thising xuyén,
Tréem:
Ban trj ligu hoc phii hop wii insulin;
Ghumetorm o6 thé dup st dung cho tré em tir 10 tuli triién.
Lifiu kit afh thng thubdng I 500 mg hodc 850 mg metformin hydrociarid mot n mBl ngay, uling trong hodc sau bl in,
Sau 10 - 15 ngdy difutrf, Iifu dlang nin due diu chinh trén sesddo dubng huybt. Sy gia ting lifs chiim ot thé cii thifn sy
dung nap qua dubing tidu hoa.
Liuthi da cda metformin hydroclorid 14 2 g mbi ngdy, €hia 2 - 3 Mn/ ngdy.
Khuy¥n cdo sif dyng thusc trén bénh nhdn suy thin
Banh gid chic ning than trudc khi khdl ddu didu tri i mettormin v danh gld dinh kj sau dd
Chting chi dinh metformin trén béoh nhin cb e5FR dudi 30 mLy phit/ 1,73 m',
Khing khuyn cdo khil ddu diu trl vl mettarmin 8 bénh nhin cb 6GFR ndm trong kholng 30 - 45 mLY phit/ 1,73 m",
(i bénh nhan dang si dyng metfarmin v co eGFR gidm xuling dudl 45 mL/phit'1,73 m', danh gia nguy co - il fch kN ti€p tue
iy trj,
Ngiing i dyng metiarmin néu bish ahdn cb #GFR gidm xwing dubl 30 mUphat1,73 m’ [xem myc Chdng chi dinh, myc
Canh bdo va thin trong].
Metiormin cb thé duge sii dyng & bénh nhdn suy thin mic d9 trung binh, gial dogn 3a (@ thanh thii creatinin CICT tif
45 - 59 mLf phint hodc mic Ige cu thin eGFR 1145 - 59 mU/ phit/ 1,73m’) chi khi khdng cb cdc yiu 18 khdc of thé lim ting
nguy ¢ nhillm acid lactic va phai difu chinh 1igu nhis sau
Lithu khii ddu: 500 mg hodic 850 mg metformin hydrociorid, mi ngay mdt tn. Lifu 15 datd 1000 mg mbi ngdy, chia 2 n,
Cée chie ndng thiin nin duges theo 401 chidt chi (mdi 3 - 6 théng).
Ngimg sit dyng metiormin khi thy hin xét nghiém chin dodn hinh dnh cd sif dyng thudc cn quang chifa iod
Trén nhilng bénh nhdn cd eGFR ndm trong khodng tif 30 - 60 mL/ phit/ 1,73 m’, trén nhilng bfnh nhdn cd tidn s binh I wé
gan, nghién rugu hode suy tim, hodc trén nhing bénh ahdn sé i dung thude cin quang chia iod qua dudng ddng mach,
nging metformin trude hodc tal thal difm thyc hign xét nghigm chén dodn hinh dnh cb s dyng thudc cin quang chila iod.
Bianh g lai chi s eGFR sau khi chidiu chyp 48 gif sif dung I3l metformin néu chic nang thin 8 dinh fxem myc Gl bdo vi
thén trong].
KHI NAO KHONG NEN DUNG THUGC NAY: Mn cim v mettormin hois b1 ol thanh phéin néo cla thude.
Nguti bénh of trang thi o] héa cdp tinh, nhilim khdn ndng (ohdi dugc didu tr a4i thao duiing béng insulin).
Bénh clp tinh hotc man tinh cé thé diin 16 gldm oxy § m nhut. suy tim hofic swy hd hip, nhii mau co tim vim xdy ra, sfc.

Hurdng din cach xif tri ADR

C6 thé trénh nhing ADR vé tiéu héa nifu ubng metiormin vao bita dn va tng lidu ddn timg butic.

Khing iy ra ha glucose huyift trong disu tri don ddc bing metformin. Tuy nhién d3 thily o tai bign ha glucose huyét khi cd ket hop
nhiing yiu 16 thudn ioi khéc (nbu sultonylurd, ).

Khi diing d4i ngay ¢ th cb nguy co gidm hdp thu vitamin B12 nhung it quan trong vé 1Am sang vi hin hilu méi by ra, thifiy mdy hing
cdukhding 16, Biy tri nhiing trutng hop ndy biing vitamin 812 cf ket oud 1L

Nhilim acid lactic higm khi xdy ra, nhung ¢t the gdy 1l vong voi I 12 cao.

Gén hy ngimg difu tri metformin nBuniing o lactat huyEt huong vuk qud 5 mmol it

Suy gidm chic ndng thin hodc gan 1 mét chi dinh bt bubc phdi nging diéu trj metformin,

Khi bj nh6i mu co tim hodc nhilm kiwdn mau, bdt bude phdi ngiing diing mettormin ngay.

Knhiing ding hodc han ché wing rugu do ting nguy co nhilm acid lactic.

IN&u nguin bénh nhin 661 kéo dai hodc duge dibu tri voi chil 49 &n o lugng calo rit thap thi 1t nhat 1 ngiing ding metformin.

NEN TRANH DONG NHONG THUGC HOAC THYC PHAM GI KHI DANG SU' DUNG THUGC NAY: Thudc Ioi tiflu, corticosteroid,
phenothiazin, thuSc tranh thal, oestrogen, phenytoin, acid nicotinic, nhling thubc chen kenh calci, isoniazid, nhiing thudc tic dyng
gidng thdn kinh glao cim lam gidm tic dung kifim sodt dubng huyét clia metformin, Nhiing thudic thii trif qua than (amilorid, digoxin,
maorphin, ranitidin, trimethoprim, vancomycin, ...} tuang tac wii metiormin bing cach canh tranh théi trif qua Gng thin. Cimetidin lam
téng 60% ndng 89 dinh cisa metformin trong huyét tuong, do d6, trénh diing phai hop metformin wbi cimetidin,

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC: Usng 1iu 1€ thea nhu hugng adn. Knang sil dung thém thic o€ bi ta libu
a8 quén of tranh qus lidu.

CAN BAD QUAN THUGC NAY NHU THE NAD:

Nak kchth, nhidt ) khdng qud 30°C. tranh anh sdng.

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

Khting thily gidm dubing huy8t sau khi ubing 85 g metiormin, mac dit nhim acid lactic d3 xdy ra trong trudng hp d6.

CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAD:

Nhifim toan lactic 14 mt c3p ci y khoa va phdi dugc diu tri tai binh vin. Metformin co thé thim phan dupc vii hé s& thanh thii 18n ti
170 mLJ/ phid; sy thdm phan mdu o6 thé c6 tdc dung loal tril thulic tich Gy & ngubi bénh nghi t ding thdc qud il

NHNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Nhifim toan lactic

Qud trinh gldm s&t hiu mai &3 ghi nhin nhiing ca nhilim toan lactic iién quan dén metormin, bao gdm ¢ trudng hop tif vong, gidm
than nhidt, tue huy&t 4p, kean nhip chidm kéo dal. Khiii phat ¢l finh trang nhifm toan acid lactic 1én quan dén metformin thubing khiing
dE phat hign, kbm theo cic triu ching khng di€n hinh ntu ki chiu, dau cd, suy hd hep, Jo ma v dau byng. Nhibm toan acid lactic lign
quan dén metformin dupe dic trmg bing ndng dd lactat ting 1én trang midu (> 5 mmol/ L), khodng tréing anion (khdag c6 bing ching
i keto niku hode keto mdu), ting ty 18 lactat/pyruvat v ning 89 metformin huyEt tuong ndi chung ting > Spg/ mL.

Yéu 16 nguy ca ciia nhifim toan acid lactic li#n quan dén metformin bao gim suy thin, sil dung dfng thoi vél mdt & thube nhdt dinh (vl
dy cdc chit e ch¥ carbonic anhydrase nhy topiramat), b 65 tufi trd Ién, cd thye hiin chifu ehup sif dung thuic cin quang, phiu thut
v thue hign cde thi thuat khde, tinh trang gidm oxy hit vio (vi dy sty tim sung huyit cp), uling nhidu rupu v suy gan.

Cac bin phdg gidm thidu nguy cova i tri nhifim toan acid tactic (80 quan d&n metformin & nhdm bénh nhdn c6 nguy co cao duge trinh
bay chi 1it trong b hudng din s dung thudic (myc Ligu dimg va cach ding, Ching chi dinh, Canh bdo v thn trong, Tuang tc thule
vt Si dyng thudc trén nhing d6i tugng dac bigt).

N nghi ngd ¢ toan lactic lién quan d&n metformin, nén nging sit dung metformin, nhanh chong dua bénh nhdn dén binh vitn va

tiin Bidnh e bign phap xil tri. O nhilng bénh nhdn da didu tri vii mettormin, 63 duge chdn dodn toan lactic hodc nphi ngh cd kh nang

a0 bj toan lagtic, khuyn cdo nhanh chang lpc mau a8 diéu chinh finh trang nhifm toan v logd bd phén metformin dX bi tich iy
{msttormin hydrociorid o6 thd thim tich dupe val 49 thanh thii 170 mLiphdt trong difu kign huyst aBing e 491). Loc mdu ob the lm

o ngugc tribu ching vi bl phye.

Hugng din cho bénh nhdn va nguts nha vé cic trigu chimg cla toan tactic vi néu nhinp tridu ching nay xdy ra, cdn npling thudc va bio

o nhing tridu chimg ndy cho bac si.

B0 i mdi yliu 16 im tang nguy co nhillm toan lactic lién quan d€n metformin, nhiing khiyln co nhim gid giim thifu nouy co vi xif

tri tinh trang toan lactic lign quan dén metformin, cu thé nh sau

Suy thin: Ning ca nhilm toan kactic Ii#n quan d&n metformin trong qud trinh gidm s4t thutic hiu mal xéy ra chil yés trdn ahing bénh
nhdn bj suy than nng. Mguy oo tich iy metformin v nhifim loan factic i#n quan dén metiormin ting Mn thea mic db nphidm trong

e suy thin b mettormin dugc thil trit chil y&u qua thin, Khuyén céo l4m sdng dua trin chiic ndng thin cia binh nhiin bao gim [xem
mye Lidy ding vi edch ding, D ly 1m sdng):

= Truic khi kit déu diéu tri vii mettormin cdn udc tinh mc. 49 lc cduthin (eGFR) cia binh nhin

- Chiing chi dinh meatformin trén b&nh nhin cf eGFR dut 30 mtfﬁlm 1,73 m’ fxem mye Chdng chi dinh].

- Khiig ki c40 khisi du giku tr} vix metformin & binh nhin c6 eGFR nlim trong khodng 30 - 45 mLJ/ phit/ 1,73 m’.

= Thu thlp o0 litu vé eGFR it nhat 1 nnam & 1t cd céc bénh nhidn s dyng metiormin. & banh nhan co khi ning ting nguy co suy
than (vi du nihu ngubi cao ), chic nng than nén dugc danh gid thutng xuyén han,

- 0 bénh nhan dang sit dyng metformin va co eGFR glim xuding dutii 45 mLJ/ phit/ 1,73 v, ¢dnh gid nguy cd - Il ich clia viee tép tue
phac d6,

Tuong tdc thude: S dyng @6ng thii metiormin vii mit B thulc of thil Bm ting nguy co nhifim toan tactic libn quan dén metlormin:
biinh nhan suy gidm chi ndng than dlin 161 nhilng thay 86 dang k& v& mt huydt ddag, anh hubng 10 can bing acid-base hodc lam
tng tich iy metformin [xem muc Tudng tée thudt). Vi vily, can nhdc theo ddi bénh nhiln thung xuyén hon,

Bénh nhdn t 65 tudi trd 1m, Nguy c4 toan lactic lién quan d&n mattormin tang Mn theo tui cla bnh nhan bal binh nhan cao tudi cb

Kkha nang bi sty gan, sty thin, sy tim 1n hon nhilng bénh nhan 1 wdi hon, Gdn dénh gid chil nling than thubing xuyEn hon a8l voi
nhing bénh nhan kn tudl.

Thuic hign cde xét nghidm chin dodn cd sit dung thude cdn quang: Tiém thuSc cin quang vao ndi mach & nhlng bénh nhdn dang diy

trj mettormin cé thd diin 1 suy gidm c2p tinh chie ndng thin vi ody ra toan lactic. Nging sl dung metformin i hode tal thi diém

thuc hin chilis chyp b st dyng thubic cin quang £t chila lod 8hing bdnh nhin oo eGFR ndm trong khodng 30-60 mL/ phit/ 1,73 m’,
nhing bénh nhin cb tign it suy gan, nghiln ruy, suy tim hode nhing binh nhin s sif dyng thulc cin quang chia iod theo duting
diing mach. Darh gid ki eGFA 48 gid sau khi chifiy chip v sif dyng lai mettormin néu chile ndng thin Bn dinh.

Philus thusdt hodie céc thi thudt khac; Sy luu gill thdc an v dich trong qud trinh philu thudt hede ths hin cac thi thidt khdc oo the lam
ting nguy cogidm thé tich, tt huy&t 4p va suy thiin. Nén tam this ngiing s dyng metformin khi binh nhan bi gidi han lupng thie &n va

dich nap vao,

Phai ngiing metformin 48 git trufic mgi can thikp ngoai khoa cdn iy mé toin than, hodc gay mé tly sting, hodc quanh mang cing. Chi
diing 1ai metormin 48 it sau can thigp hodc &n tri 13k bing dubng mi#ng va sau khi chic chiln chilc ndng thin di trd tai binh thuiing,

Tinh trang gidm axy hit vdo: Qud trinh theo d&i hau mdl ¢4 ghi nhan mdt 58 ca nhi¥im toan lactic lign quan d&n metformin xdy ra trong
bénh cdnh suy tim sung huy#t cip (43¢ bidt khi o6 kém theo gidm Wik mau va gim ooy huylit). Tryy tim mach (stic), nhii miu cd im

cdp, nhilm khulin huyst v cdc binh b khdc lin quan d8n gidm oxy huySt o6 mé li#n guan vl toan lactic va cling c6 th gdy nitd huyét
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Myirmg sif dyng metiormin khi thyfc hién xéi nghi@m chin dodn hinh dnh cd sit dyng thudc can quang chifa lod

Trén nhilng bénh nhan cb eGFR nkm trang khodng i 30 - 60 mL/ phit/ 1,73 m’, trén nhing bnh nhdn cd tin st bk I vé
gan, nghién rugu holie suy tim, hodc trén nhimg bénh ahdn s& s dung 1hudc cdn quang chifa fod qua dubng déng mach,
ngiimg metbormin trubc hodc tai thai diém thyc hign xét nghigm chdn dodn hinh dnh o6 il dyng thudc can quang chia iod

Dénh gid lai chi 55 eGFR sau khi chif chup 48 gity st dyng lai metformin néu chic ndng thin & dinh [xem mye Cdnh bdo vi
thin trong].

KHI NAD KHONG NEN DUNG THUGC NAY: Mn cdm véi metformin hodc bit cd thanh phdn ndo cla thufc.

Ngubi bnh cd trang thdi dj hoa cdp tinh, nhifm khufn ning (phai duge difu tri d4i thio duing bling insulin),

Bénh cip tinh hoic man tinh cd thé dlin 14 gidm oy § mé nhut suy tim o suy b hip, nhéi mdu cotim vis wdy ra, sbe.

Céc bénh I cdp tinh ct kha ning dnh hubing cb hai dén chic nng thin nhu mat nude, nhifm khudn ndng, sdc, tiém trong
migch méu cée chdt cin quang cd iod (chi ding lai metformin khi chie ning thin trd v binh thiding).

Suy gan, nhibm dde nigu cfp tinh, nohidn

Gay mé: Nging metformin vao budi sang trute khi mé v diing Ll khi chie ning than trd vé binh thubing.

D4i thdo dudng tip 1, 4l thin dubing 6 nhilm toan caton, tin han mé ¢ théo dudng.

Bénh nhdn suy thin ndng (eGFR dutk 30 mL/phat/1,73 m’) [xem mye Cinh bda v thin trong).

Bénh nhan 43 cd tifn s qud min vii metiormin

Benh nhan toan chuyén hoa cdp tinh hode man tinh, bao gdm ca nhiim toan ceton do tifu dubing.

TAC DUNG KHONG MONG MUGN:

Téc dung khong mong mudn (ADR) thubng gap nhat 1 vé tidu hoa. Nhiing te dung nay lign guan dén liu va thuting xdy ra
vao lic bt ddu diéutri, nhung thubing K nhat thii.

Thuimg gap, ADR > 1/100

Tigu hoa: Tiu chiy, badn non, ndn, ddy hoi, khd tity, chudng byng, phin khng binh thudng, tdo bon, g nong, rGi loan vi gidc.

Thin kinh trung uong: Nhiic d4u, dn lanh, chong mat

Co- xuong: Yéu co,

10 haip: Kndi thi, nhifim khudn duing hd hip trén.

Da: Ban da.

[t gip, /1000 SADR < 1/100,

Nhilm toan tactic (r&t higm gap). thifu méu hing ciu khdng 16, viém phdi,

aong mach, Dénh gid lai eGFR 48 gitsau khi chifu chyp va st dyng lai metformin néu chiic ndng thin &n dinh.

Phdu thudt hode edc thy thudt khdc: Sy Iy gill thitc 4n v dich trong aus trinh phiu thult hojic thye hign cc thD thug! khdc c6 thé lam
tang nguy cogidm thé tich, tut huy&t 4p va suy than. NEn tam thai nging si dyng metformin khi b§nh nhan bj gigi han lugng thilc &n va
dich nap vao,

Phdi ngimg metformin 48 gits trudc moi can thiép ngoal khoa cin gdy mE toan than, hojic gay mé tiry sing, hodc quanh ming cing. Chi
ding lai mettormin 48 git sau can thibp hodc n trd gl biing dudng migng va sau khi chdc chin chic ndng thin da tr gl binh thudng.
Tinh trang gidm oxy hit vae: Qu trinh theo d8i hau mai 0 ghi nhdn mt s ca nhifm toan lactic lign quan d&n metformin xdy ra trang
bénh cinh suy tim sung huy8t cip (03c bigt khi b kém theo gidm tuii mau va gidm oxy huy8t). Truy tim mach (stic), nhdi mau co tim
cdp, nhibm khugn huy8t v c4c bénh I khdc 1in quan 0€n gidm oxy huyEt cb moi lién quan voi toan lactic va cing c6 th gay nita huyst
truc than. Khi nhilng bign o ndy xay ra, ngimg metiormin.

Uding rue: Rugu o6 khd nang anh hubing dén tc dong cla metformin 18n chuyéin hoa lactat va tir dd ¢t thé IAm tang nguy ca nhifm
toan lactic ign quan d&n metformin. Cinh bdo bénh nhin khdng uling ruow khi sif dung metiormin,

Suy gan: BEnh nhan suy gan o thé tign trién thanh toan lactic 1ién quan d8n metformin do suy gidm thii tri lactat din 14 ting ndng df
factat trong mau. Vi vy, tranh sif dyng metformin trén nhiing bénh nhdn da duge chidn dodn benh gan thing qua bing chig xét
nghifm hodc [dm sang.

Thay thé metformin bing insulin trong trubing hgp nhim kivdn ning, chifn thuong sau philu thudt, co thal

Banh nhan bi suy tim thi nguy co thifi oxy miu vi suy thin,  nhang bénh nhan suy tim man tinh &n dinh, metformin ct thé duge si
dyng, tuy nhién cn gidm s&t thubng xuyén chilc nang tim va thin.

i véi bénh nhdn suy tim cip tinh v khiing dn djnh: chiing chi djnh.

Phy nif cd thal vé dang cho con ba:

Chiing chi dinh thulc cho phy nd cb thai. Phy nil cho con bi cén can nhdc nén ngdng cho con b holc ngimg thudc, can cii vio mic 4§
quan trong ciia thulc véi ngudi me.

Anh huting ciia thuic 481 vdi cdng vige:

Glumetorm B850 khiing gay ha dubing huyt khi ding don d0¢. Tuy nhiln, cdn than trong khi k&t hop thulc wi cic thudc tr| ddi thio
duing khac vi nguy co ha duting huyEt,

KHI NAO CAN THAM VAN BAC ST, Dugc Si:

Niu céin thém thiing tin xin hii  kiin bic sThodc dupc sT

HAN DUNG COA THUOT: 36 thang & 1 ngdy sin xudt.

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

Ngéy 16 thang 4 nam 2018

San xuét tai:

CONG TY CO PHAN DUQC HAU GIANG - Chi nhanh nha méy duge phdm DHG tai Hau Giang
L6 B2 - B3, Khu cong nghiép Tan Phii Thanh - giai doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

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

Moi thic mic vé san phiim,
xin vul king lién hé
| (€)0292.3899000 |
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn




