NOI DUNG HUGNG DAN SU DUNG THUGC CHO NGUBI BENH

Metformin HCI 850 mg 850

BDoc ky hudng adin st dung trude khi ding.

D xa tdm tay tréd em.

Thang bdo ngay cho bdc sThade dupe s nhdng tic dung khdng mong mudn gdp phdi ki sit deng thedc.
Thudic ndy chi ding theo dan cua bic si

THANH PHAN, HAM LUONG CUA THUGC:

T4 dupe vila 00 1vién
(HPMC K100, HPMC 606, HPMC 615, aerosil, PVP K90, methacrylic acid
copolymer, magnesi stearat, PEG 6000, talc, titan dioxyd).
MO TA SAN PHAM: Vién nén bao phim tron, mau tring hodc tréing nga, mdt mat b vach ngang, mdt mat tron, canh v
thanh vién [Anh I3n.
QUY CACH DONG GO Hyp 10 vi x 5 vign,
THUGC DUNG CHO BENH Gi: Diéu trj bdnh 84 thdo dudng tip 2 (khdng phy thudc nsulin), A3e bigt & nguts béo phi, sau khi
43 &p dyng ché &4 &in kiéng khong hidu qud.
NEN DUNG THUOE NAY NHU THE NAD VA LIEU LUONG:
LIEU DUNG VA CACH DUNG:
Lidu khuyén cdo
Liu khdi ddu 6% voi bénh nhdn dang khdng sii dung metformin K 500 mg, mt n/ ngdy, ding dudng ulng. Neu bénh nhan
khding gdp phdn ing o hai dubng tidu hoa va cdn phii tang lifu thi o6 th ding thém 500 mg sau mdi khodng thil gian dify
il 1 dén 2 tudin. Lihu ding cisa metformin cn dupc cAn nhdc @/ chinh trén ting binh nhan cy 1hE dya trén hidu gul vi 6
dung nap clia binh nhan vi khong vt qud it da duge khuylin cdo it 2000 mg/ ngdy.
Noui lon:
Dan trj u hodc phil hop voi cc thudc trf ddi thdo duting udng khdc:
Liu khi¥ ddu thaing thubng 1a 1 vién 500 mg hadc 1 vién 850 mg metformin hydroclorid, 2 - 3 M/ ngay, uing trong hodc sau
bida dn.
Sau 10 - 15 ngy dibu tr|, iy ding nén dugc du chinh trén co b do dubng huylt, Sy gia ting ifu chdm cb thi cii thign sy
dung nap qua dubng tidu hiéa.
Lilu i da clsa metformin hydrockorid 1 3 g mdi ngdy, chia 3 Mn/ ngdy
Chuyn til nhing thudc tri 841 thdo dubing khic sang: ngung thudc dang st dyng va bt ddu diku tr| bing metformin vai iuchi
djnh Btrén.
Phéi hop véh insulin: C4 thé phi hop metiormin vl insulin 06 dat kiém sodt dubng huyt 15t hon. Liby khdi ddu thong thutng
ciia metiormin 14 1 vién 500 mg hodc 1 vin 850 mg, 2 - 3 in mBi ngiy. con tify cim insulin duyc GHy chinh thy theo mic
dung huyét
MNgudi cao teffi: Do nguy o0 suy giém chic ning thin & ngudi cao tufi, Iy metiormin nén dugc fifu chinh dya trén chix nang
than. nlmwcmnmﬂnﬂmqlnummmn
Tréem:
Dan trf lfu hodc phai hap v insulin:
Glumeform ot thé dupk sif dung cho tré em tir 10 tuf trd ke,
Liéu khik adu thang thubng 1 500 mg hodc 850 mg metformin hydroclorid mot in mAi ngdy, uing trong hodc sau bila dn,
Sau 10 - 15 nghy diku b, Iu ding nin uoc déu chinh trén sesddo.dubng huyét. Sy gia ting lid cham co thé cli thign sy
dung nap qua dubng tidy haa.
LI ¥ da clia metformin hydroclorid 14 2 g mdi ngdy, €hia 2 - 3 Mn/ ngdy.
Khuyén cdo sil dyng thudic trén bénh nhdn suy thin
Danh gid chic ning thin trude khi khdl ddu dide tri voi metformin v dinh g4 dinh k sau 46
Chiing chi dinh metiormin trén bénh nhin cb ¢GFR dudi 30 mL/ phin/ 1,73 m’
Khing khuyéin co khil ddu didu tr| vl metiormin 3 b&nh nhin o6 eGFR nlim trong khodng 30 - 45 mL phit/ 1,73 m'.
(J béah nhan dang sif dyng metiormin va cd eGFR gidm xung duti 45 mL/phit/1,73 m’, ddnh gid nguy cd - Igh ich khi tifp tye
Qidutr),
Ngimng st dung metiormin nu béah nhdn cb 8GFR gidm sxuling dudk 30 mU/Bhi/1,73 m' fxam myc Chding chi dinh, myc
Cdnh bdo vd thin trong).
Metformin cd thé duge sii dyng & binh nhin suy thin mic &8 trung binh, gial dogn 3a (49 thanh thii creatinin CICr 1
45 - 59 mLJ/ phirt hodic mix Igc clu thn eGFR 10 45 - 59 mL/ phit/ 1,73m’) chi ki khdng c6 ce yihu ¥ khdc o6 thé m ting
niguy 60 nhilm acid lactic va phdi difu chinh lid nhi sau
Lidhy ki ddc 500 mg hoic 850 mg mettormin hydrociorid, md ngdy mdt Un. Lifu 1 da th 1000 mg mi ngdy, chia 2 n,
Cdc chic ndng thin nin due theo 96i chdt chi (mdi 3 - 6 thng).
Ngifng sii dyng metformin khi thyc hign xél nghigm chiin dodn hinh dnh ¢ sd dyng thutic chn quang chda lod
Trén nhilng bénh nhan cb eGFR ndm trong khodng tif 30 - 60 mL/ phit/ 1,73 o', trén nhilng boh nhdn cb tién sif bdnh 1 vé
gan, nghi#n rugu hodc suy tim, hodc trén nhing binh nhin s# si dung thube cin quang chifa lod qua dubng ddng mach
ngiing metiormin trudc hodc tal thil diém thc hién xét nghigm chén dodn hinh dnh b si dyng thulic cin gquang chia iod.
Danh gid lai chi s6 eGFR sau khi chiiu chp 48 gid st dung 1yl metformin néu chic ndng thin e dinh fxem myc Cinh dilo vi

than trong].
KHI NAO KHONG NEN DUNG THUBC NAY: Min cam it metformin hode bt i thinh phin ndo ciia thuic
Ngui bénh cf trang thai di hoa cdip tinh, ahibm khufin ndng (phdi dunc difu irj d4i thao dudng blng insulin).
Binh clp tinh hode man tinh cd th din 188 gidm oxy & mé nhu: suy tim bodc suy hd hdp, nhii miu co tim via xdy ra, sfc,
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Huding dn cach xif iri ADR

CA thé trinh nhing ADR vé tidu héa néu ulng metformin vao bila dn vi ting iy ddin ting budc.

Khoing xiy ra ha glucose huylt trong didu tri don ddc bing metformin. Tuy nhién a3 thdy co tai bifin ha glucose huyét khi cb k&t hop
nhiling yiu 8 thudn igi khic (nhu sulfonyburd, nugu).

Khi disng ¢4 ngay ¢6 thé cb nguy co gidm hap thu vitamin B12 ahung it quan trong wé 1im sang v hiin hdu mék xdy ra. thifu may héng
cukhing 16, Didu tri nhing trudng hop ndy bling vitamin B12 cb kit oul 16t

Nhibm acid lactic hifm khi sy ra, nhung ot thé gly il vong vi ty & cao.

Gdn kuj ngimg didu trj metiormin néiu néing 04 tactat huy 8t tuong vut qud 5 mmol/ it

Suy gidm chit: ndng thin hodc gan 1 mét chi dinh bit buc phéi ngiing didu trj mettormin.

Khi bi nh6i mau cotim hode nhilm khidn méu, b4t bulc phili ngiing disg metformin ngay.

Khaing dimg hode han ch uling rumu do ting nguy co nhillm acid lactic

NEu nguid bénh nhin 06 kéo di hodic dupc didu tri v chif 8 n ob lugng calo riit thep thi 16t At 4 nging ding mettormin

NEN TRANH DUNG NHONG THUOC HOAC THYC PHAM GI KHI BANG SU DUNG THUBC NAY: Thuc il tifu. corticosternid,
phenothiazin, thubic tranh thal, oestrogen, phenytoin, acid nicolinic, nhilng thuc chgn kBnh caici, Isoniazid, nhimg thutc tic dung
giing thin kinh giao cim lm gidm tic dung kifm sodt duting huyét cia metformin. Nhiing thuic thili irit qua thin (amilorid, digoxin,
morphin, ranttidin, trimethoprim, vancomycin, ) tuing tic vl metformin bing cach canh 1ral|h1!li.iiltm.n {ing thin. Cimetidin lam
tang 60% néng 04 dinh cla metformin trong huy¥ tung, do d4, tranh ding phii hop

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC: Usng Tifu 1 theo nhu hudng din. Kndag si dung thém thac o b i i
03 quan o8 trinh qué libu.

CAN BAD QUAN THUGC NAY NHU THE NAOD:

Nk ichd, nhit df khong qud 30°C, tranh dnh sing

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

Khdng thiy gidm dubing huy8t sau khi uing 85 g metformin, mac i nhiim acid lactic dd xdy ra trong trubng hop 46,

CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN

Nhilim toan tactic 1 mt cp ciu y khoa va phdi dugc diéu trj tai bdnh vién. Metiormin co 1hé thdm phan dupe v bé 6 thanh thai 1én 1
170 mLJ phis; sy thdm phan mdu cb thé c6 tdc dyng loai tril theic tich iy & ngudi bénh nghi 1 ding thudc qud lidy.

NHONG DIEU CAN THAN TRONG KHI DUNG NAY:

Nhidm toan lactic

Qusd trinh gidm s&t hiu mai d ghi nhdn nhilng ca nhifm toan lactic &n quan dén metiormin, bao gdm cd trubing hp tif vong, gidm
than nhift, tut huyEt 4p, loan nhip chim kéo ddi_ Khdi phat cia finh trang nhilim toan acid lactic lién quan déin metformin thubing khiing
of phat hin, kbm theo cde trifu chiing khdng difin Hinh nhu khd chiu, dau co, suy hd hap, lo ma va dau bung. Nhilm toan acid lactic lign
quan dén metformin duge d3c trung bing ndng 80 lactat tAng 1Bn trong miu (> 5 mmoll L), khodng tring anion (khdng o bling ching
cika keto nigu hojc keto méu), tng ty 12 lactat/pyruvat vi néing 60 metiormin huyét tuong néi chung tang > Spg/ ml.

Yéu 16 nguy co cia nhilim toan acid lactic lifn quan dn metformin bao gim suy than, sii dung 08ng thil voi mt s thubc nhat ginh (vi
dy cdc chit e ché carbonic anhydrase nhu topiramat), tl1 65 tufi trd #n, b thyc hién chiu chyp sif dung thufic <in quang, phiu thult
i thye hign cic this thudt khac, finh trang gidm oy hit vio (vi dy suy tim sung huyét cfp), ung nhifu rups va suy gan

Céc bin phip gidm thidu nguy co v xii tri nhim toan acid lactic lién quan d&n metformin & nhom bénh nhdn cb nguy co cao duoe trinh
bay chi 1iét trong 1 hudng din si dyng thudic (myc Lidu ding v cich ding, Chding chi dinh, Cinh bio v thin trong, Tuong tic thusc
vi S dyng thudc trén nhing o0i tuong dac bigt).

NEu nghi ngd c6 toan lactic lién quan dén metformin, nén nging sit dung metiormin, shanh chéng dua binh nhdn d€n bénh vitn vi

11 hanh cac bign phap i trl. () nhing bénh nhan d4 diéu tri vi metformin, 03 duoe chdin dodn toan lactic hodc nghi nob c6 kh nang
©ao bi toan lactic, khuyéin cdo nhanh chdng lpc may 08 diéu chinh finh trang nhilm toan v logi b phdn metformin ¢ b tich By
(metformin hydrociorid c6 th thim tich dupe vl 0 thanh thii 170 mLiphit trong didu kién huyst ddng I 16t). Loc mdu cd the lam
o nguic tridu ching va hii phyc.

Hutng din cho binh nhan va ngut nhi vé c4c tridu ching cla toan tactic vi nu nhOng tridu ching ndy xdy ra, cdn nging thufic vi bio
Ao nhing tridu ching ndy cho bdc <.

DO vdi mdi yu 16 lhm tang nguy conhilim toan lactic lién quan 0€n metiormin, nhilng khuyEn cdo nhdm gidp gidm thiflu nguy co v i

tri tinh trang toan kactic lién quan dén metformin, cy th nhu sau

Suy thin: Nhiimg ca nhilm toan Lactic lidn quan & metformin trong qud trinh gidm st thulc hdu mai xdy ra chi yéu trén ahing bénh
nhdn bj sty than ndng. Nguy co tich iy metformin vi nhifim loan lactic ién quan dén metformin ting Mn theo mik 4) nghidm trong
cisa suy Ihdn b mettormin duge thal tris chil yifu qua thin. Khuyéin cio lm siing dua trém chic ndng thin cla binh nhin bao gdm frem
mye Lidly ddag vi cdch ding, Duge Iy lm sing):

~Truc khi khis dfu @i tr voi mettormin cdn udc tinh méc 80 loc cu thdn (eGFR) cia binh nhin

- Chéing chi dinh metformin trin binh nhin of GFR dutl 1,73 m’ fxem myc Chdng chi dinhj.

~ Knng kiwaylin co khisi ddu diu trj vl metiormin d biinh nhdn co eGFR nlim trong khodng 30 - 45 mL/ phit/ 1,73 '

« Thu thip 6@ by vé eGER it nhdt 1 1En/nam & bt cd cde bénh nhdn si dung metformin. (f bénh nhan o0 khi niing ting nguy co suy
than (vi dy nbw nguix cao i), chix ning thin nén dunc danh gid thudng xuyén hon,

- () bénh nhan dang sif dung metformin va c6 6GFR gidm xuing duti 45 mL/ phit/ 1,73 m', ddnh pid nguy ca - Il ich clia viéc ip tye
phic 88,

Tuiong tic thufic: S dyng 88ng thi metlormin vii mt s8 thulc co thié m ting nguy co nhibm toan lactic lbn quan dfn metformin:
binh nhin say gidm chic niing than din i nhing thay 6 ding ké vé mit huyét ddng, dnh hubing 1 cin bdng acid-base hojc Bm
t4ng tich Ky metformin [xem myc Tudng téc thud), Vi vy, can nhic theo ddi bnh nhdn thubing xuyén hon,

Bénh nhan 1 65 tudi trd K Nguy cd toan lactic Iién quan d8n metformin ting ln theo tuli cia bénh nhan bdi binh nhan cao tuli b
khd nang bi suy gan, sty thin, suy tim 1an hon nhing bénh nhdn tré tull hon. Cdn déah gid chikc ndng thin thubing xuyén hon o voi
nhiZng bénh nhan ién tudi

Thyc hign cdc xdt nghigm chiln dodn 6 sd dyng thudc cdn quang: Tiém thubc cin quang vio ndi mach & nhiing bénh nhn dang diu

trj mettormin c4 thé din 1 suy gidm clp tinh chdx ndng thin va gdy ra toan lactic. Nging i dung metformin tube hodc tl thii difm
thye hign chiu chyp o6 sl dung thubc cin quang oo chia lod 4 nhang biah nhdn cd #GFR ndm trang khodng 30-60 mL/ phit/ 1,73 m',
nhing bink nhn 6 tifn s suy gan, nghién rupu, suy tim hode nhing binh nhin sé sit dyng thubc cin quang chia iod theo duting
ddng mach. Binh gid 13i eGFR 48 gib sau kni chidiy chyp v 5if dung lai mettormin néu chixx ndng thin Bn dinh.

Phdlu thujt hode cac th thuft khde: Sy s giil thils 3n v dich trong qud trinh phiu thudt hode thye hin cac thi: thudt khdc of thé am
1Ang nguy cogidm thé tich, tut huyt dp va suy than. Nin tam hi nging sif dyng methormin khi binh nhin bi gidi han lupng thic dn vi
dich nap vio.

Phdi nging metformin 48 gib trutic mgi can thikp ngodi khoa cdn glly mé todn than, hodc gly mé tly sSing, hodc quanh méng cing. Chi
diing lal metiormin 48 gid sau can thidp hodic An trd lai bing dubng miing vA sau khi chic chin chic ndng thin d trd lai binh thuing.

Tinh trang gidm oxy hif vdo: Qud trinh theo dbi hdw mdi ¢ ghi nhdn mdt s ca nhim toan lactic lién quan dén mettormin xdy ra trong
bénh cinh suy tim sung huyft cdip (ddc bt khi cb kim theo gidm ol méu vA gidm cxy huyt). Tryy tim mach (sfic), nhii mdu co tim
céip, nhibm khudin huyBt va cac bénh Iy khc in quan d8n gidm oxy huyét of mdi lién quan val toan lactic vi cing c6 th gdy nitd huy@t




Ngiing sif dyng metformin khi thyc hién xét nghidm chdn dodn hinh dnh c6 sil dyng thudie cin quang chita lod

Trén nhilng bnh nhan cb eGFR nim trong khodng i 30 - 60 mL/ phit/ 1,73 m, trén nhing binh nhn b tién s binh i vé
gan, nghién rupu hodc suy tim, hodc trén nhiing bénh nhdn s& sif dyng thudc cin quang chia lod qua dudng ddng mach,
ngiing metformin trudc hajc tai thili diém thyc hién xét nghigm chin dodn hinh dnh cb s dyng thuc cdn quang chila iod
Danh gid lai chi 5 eGFR sau khi chiiu chup 48 gid s dung lai metformin néu chdc ning than Be dinh [xem mye Cdah bdo vi
thdn trong].

mmmmmm NAY: Min cim voi metformin hodc bt ol thanh phdn ndo clia thubc.

Ngubi binh ¢ trang thai dj hoa cip tinh, nhim khudn ngng (phii duoc diéu trj di thio dudng bing insulin).

Bénh c4p tinh hodc man tinh cb thd dn tdi gidm oy & md nhut suy tim hodc suy hd hip, nhdi méu cotim vim xdy ra, sic.
Cac bénh 1j cdp tinh co kha nang Anh hubing cb hai 8én chic ndng thgn nhu mat nutic, nhidm khudn ndng, sdc, tiém trong
mach mu cdc chit cin quang cb iod (chi ding lai metformin khi chic ndng thin trd vé binh thudng).

Suy gan, nhifm ddc rugu cp tinh, nghién rugu

Gy mé: Nging metlormin vio bufi sdng trutic khi md va diing lai khi chde ndng thin trd vé binh thubng.

D4 thao dubng typ 1, ddi thio dubing cd nhilim toan ceton, tifn hia mé ¢éi théo dudng.

Bénh nhdn suy thin ndng (eGFR dubi 30 mUphdt/1,73 m’) [xem myc Cdnh bio vd thin trong].

Bénh nhdn da cd ti6n 517 qui min vii metformin,

Bé&nh nhan toan chuyén hoa cdp tinh hodc man tinh, bao gbm cd nhilim toan ceton do i duting.

TAC DUNG KHONG MONG MUGN:

Téc dung khing mong mulin (ADR) thubng pdp nhdi 1 vé tibu hoa. Nhing tdc dung ndy lién guan dén lifu vh thubng xiy ra
vao lic bt difu diéu tri, nhung thubng 1 nhdt this,

Thuting gdp, ADR > 1100

Tigw héa: Tigu chdy, budin ndin, ndn, ddy hol, kho tidw, chudeg bung, phan khiing binh thubng, tdo bon, g ndng, rGi loan vj gisc.
Thdn kinh trung uong: Nhic ddu, on lanh, chong mat

Ca- xuong: Yéuco,

1O hdp: Kno thd, nhilm khudn duting b hip trén.

Da: Ban da.

[t gdp, 1/1000 SADR < 1/100.

NhiBm toan lactic (¢4t hi€m gdp), thifu méu héng cdu khing 16, viém phdi
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#0ng mach. Ddnh gid lai eGFR 48 id sau khi chiu chyp vi sif dyng lai metformin néu chixc ndng thin n dinh.
Phdu thujt hofic cdc the thut khdc: Sy luu gill thifc 2n va dich trong qud trinh phiu thudt hode thyc hign céc thi thdt khac cb thé Bm
tang nguy ca gidm thé tich, tut huydt 4p vi suy thin. Nén tam thil nging si dung mettormin khi binh nhdn bj gidi han lupng thilc an va
dich nap vao.

Phii ngimg metformin 48 it trudc mei can thidp ngogl khoa cln gdy mé toan than, hodc gdy mé tly sing, hodc quanh mang cing. Chi
diing lai mettormin 48 gid sau can thiép hodc &n trd ki bing dudng midng va sau khi chéc chin chilc nang thin ¢4 trd kai binh thubing.
Tinh trang gidm axy hit vio: Qud trinh theo di hau méi 08 ghi nhdn mdt s& ca nhilm toan lactic lién quan d€n mettormin xdy ra trong
bénh cinh suy tim sung huyét cp (d3c bigt khi cb kém theo gidm tuii méu va gidm oxy huyt). Tryy tim mach (s6c), nhéi mau co tim
céip, nhim kiudin huyfit v cdc bénh i khac lién quan dén gidm oxy huyift co mii lién guan vl toan lactic va cling c6 thé gdy nito huyt
rudc thin. Khi nhilng bién cf nay xdy ra, ngimg metiormin.

Uding ruigu: Hnmwwmmhhma&mm&mnnmmnnmmmnwumﬂnmwnnmmum
toan lactic lién quan dén $nh nhan khang it dyng metiormin,

Suy gan: Nnnnnlnmonnmmlﬂlnmdnmmwmmmndﬁ-mmmwwﬂmﬂmunﬂnumnﬁww
lactat trong mdu. VA vy, trinh sif dyng metiormin trén nhilng bénh nhin 04 dugc chin dodn bénh gan thdng qua bling ching xét
nghigm hodc lAm sang.

Thay the metiormin bdng insulin trong truing hop nhim khudn néng, chn thuong sau phily thedt, cb thal.

Banh nhin bi suy tim thi nguy co thidu axy mdu vA suy than. O nhing bésh nhan suy tim man tinh G dinh. metiormin ¢6 the duoc si
dung, tuy nhién cn gidm sét thuting xuyén chic ning tim va thn.

D6 w81 bénh phan suy tim cip tinh v khing 8n djnh: chdng chi dinh.

Phy nif ¢6 thal va dang cho con bi:

Chéing chi dinh thulic cho phy il ¢6 thai. Phy nil cho con b cén can nhdc nén nging cho con bl hodc ngimeg thude, cin ol vio mic d)
quan trong clia thudc vii nguii me.

Anh huting cia thutlc 881 voi cong vige:

Glumetorm 850 khong gy ha dubing huyt khi diing don d0c. Tuy nhiln. c4n than trong khi k&L hop thullc wik cac thuSc tri ddi thdo
auong khde vi nguy cohg dubing huyét

KHI NAD CAN THAM VAN BAC ST, DUgC SI:

Niu cn thém thdng tin xin hti § ki béc s hadc duoe s1

HAN DUNG CUA THUBC: 36 thang ké 1 ngay sin xult.

NGAY XEM XET SUA D01, CAP NHAT LAI NI DUNG HUONG DAN SU DUNG THUGC:

Ngdy 16 thang 4 ndm 2018

San xuét tai:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nhd mdy duge phdm DHG tai H3u Giang
L6 B2 - B3, Khu cdng nghiép Tan Phi Thanh - giai dogn 1, x@ Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

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

g
0292.3899000

E-mail; dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn




