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ro HUilNG oiN sU oyNc rruudc

Rx-Thuiic bdn theo don

Vi€n ndn SAVIPIRIDE 4

THANH PHAN

- Glimepirid 4mg

- T6 dugc vtra dri I vi6n

(Celutose vi tinh tnii tOt, lactose monohydrat, tinh

b/t biiin tlnh, natri starch glycolat,

hydrorypropylcelulose (HPC), green lake,

polysorbat 80, magnesi stearat, silic dioryd)

D4,NG SAO CH6

Vi6n ndn

DUOC r,f vA co cHE rAc DVNG

Glimepirid li mQt sulfonamid dtrng dudng u6ng, c6

tdc dung ha glucose huy6t, thu6c nh6m sulfonylure.

T6c dpng cht yilu c[a glimepirid ld kich thich giii
ph6ng insulin tt cdc ti bAo b6ta ddo Langerhans cta

tuyiin tpy.

Co ch6 tdc dung ctia glimepirid ld li€n kiit vOi ttrg

th6 d mdng crla tii bdo beta, lam d6ng c6c k6nh kali

phq thuQc ATP l4i. ViQc tl6ng k0nh kali s€ gdy khri

bgc mdng, ldm md k€nh calci, khiiin cho ion calci

ttrng xdm nh{p vdo b€n trong t6 bao. ViQc tlng n6ng

dQ ion calci trong tii bio se kfch thich sg gidi ph6ng

insulin ra kh6iti5 bao.

Ngodi ra, glimepirid cfing con c6 t6c dung ngodi

tqy. Glimepirid cdi thiQn sg nhay cim ctia c6c m6
, . -tngo4i vi tl6i voi insulin vi ldm gidm sg thu nqp

insulin d gan. Glimepirid lim tdng rAt nhanh s6

luqng c6c ch6t chuy€n chd glucose qua ming td bdo

cci vd t6 biro nr0, ldm ttrng thu nap glucose vdo ciic

m6 co vdr m6 m0.

ChAt chuyiin hoii hydroxy cta glimepirid c0ng c6

t6c dyng hq glucose huy6t nhe, nhung chi d6ng g6p

mQt phin nhd viro tiic dgng ha glucose huyiit toin

phin.

Glimepirid c6 t6c dpng hiQp d6ng v6i metformin

hoic v&i insulin.

DITOC DQNG HQC

Glimepirid c6 sinh khn dqng r6t cao. Thtc In kh6ng

ldm thay a6i aang k6 sy hdp thu cta thu6c, nhung

ti5c dQ h6p thu c6 chQm hon. N6ng tlQ ttii da trong

huy6t tucrng tlat dugc khoing 2 gid 30 phtt sau khi

u5ng thu6c.

Glimepirid c6 th6 tfch phdn bti r6t ttr6p (khoing 8,8

lit) tuong tg nhu thd tich phdn b5 cria albumin.

Glimepirid li6n ki5t m4nh vdi protein huy6t tuong (>

99%) vd c6 tlQ thanh thAi thAp (x6p xi 48 ml/phtt).

Nrla ddi trong huy6t tuong cta glimepirid la 5 - 8

gid, nhung khi dtng li6u cao, nria tl&i sE ddi hon.

Dirng glimepirid dugc d6nh ddu, thiy 5S% c6c chdt

chuy6n hod thdi tru qua nudc tii5u vd35o/o qua phin.

Trong nudc ti6u, kh6ng thdy glimepirid cdn d d4ng

chua chuy6n ho6. Glimepirid ch0 yiiu bi chuy6n hod

d gan. Hai d6n ch6t hydroxy vd carboxy cta

gtirnepirid d6u th6y trong phin vd nudc ti6u.

Glimepirid bai tiait dugc qua sfta trong nghiOn criu d

dQng vqrt, tlru5c clua dugc hing rdo nhau thai, nhung

qua hdng rdo m6u nao rdt kdm.

CHi DINH

Glimepirid dugc dirng bing du&ng u6ng dt4 di6u tri

ddi th6o dudng kh6ng phg thuQc insulin (d6i thno

tlur:ng tfp 2) d nguoi ldn khi kh6ng kii5nr soiit duo. c

glucose huyi5t Uing cniS aO 6n, luyQn t{p vd giirn

c6n. Glimepirid c6 th6 dirng phlii hgp v6i metformin

ho{c vdi glitazon holc vdi insulin.

LIEU LUQNG VA CACH DUNG

Li6u dtng ttry thuQc glucose huylit, ddp fng vi dung

n4p thu6c cria nguoi bQnh. NCn dtng li6u thu6c th6p

nhdt md dat dugc mtc glucose huy6t rtrong mu6n.

Li6u khdi ddu n6n Id I rng/ngiy. Sau d6, cir m6i t -

2 tuAn, n6u chua kidm soi{t dugc glucose huytit thi

tdng li6u th€rn I mg/ngiy cho d6n khi kirlm so6t

duoc glucose huytit. Li6u ti5i da cta glinrepirid li 8

rng/ngiy. Th6ng thuong, ngucri bQnh d6p fng vdi

li€u I - 4 mglngdy, It khi dtng dtin 6 ho{c 8

mg/ngdy. Li6u cao hon 4 nrg/ngdy chi c6 ktit qun t6t

hon d mQt s5 trudng hqp d{c biQt.

Thuong u6ng thu6c I lAn trong ngiry, viro trudc

ho{c ngay trong bita trn s6ng c6 nhi6u thtic trn, ho{c

trudc bta trn chinh dAu ti€n trong ngiy. Nui5t

nguy€n vi€n thu6c, kh6ng nhai, vdi khoAng nira c6c

nu6c. Kh6ng bao gid dugc uiing bir mQt li€u da bi

qu6n kh6ng u6ng. N6u phat hien dd dtng rnQt li€u
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que l6n ho{c u6ng du mQt li6u, phdi b6o ngay cho

thAy thu6c gidi quy6t trudc khi xudt hiQn c6c bi6u

hiQn qu6 li6u.

Phdi ttiiu chinh liiu trong cdc trudng hgp sou:

Ni5u sau kfii u6ng I mg glimepirid mA tld c6 hiQn

tuqxg he glucose huy6t tht ngudi bQnh d6 c6 th6 chi

cAn di6u tri bing cn6 aO [n vd luyQn t{p.

Khi bQnh clugc kirlm so6t, glucose huy6t 6n dinh, thi

dQ nhSy cAm vdi insulin dugc cdi thiQn, do d6 nhu

cAu glimepirid c6 th6 gidm sau khi diAu tr[ clugc mQt

thdi gian. CAn phdi giAm lidu glimepirid dd tr6nh bi

tpt glucose huy6t.

Khi c6n n{ng cria ngu}i bQnh thay d6i.

Khi sinh ho4t cta ngudi bQnh thay d6i.

Khi c6 su k6t trqp v6i thu6c ho{c c6c y6u tti c6 thii

ldm tlng ho{c gidm glucose huy6t.

Suy gidm ch*c ndng gan, thQn

Trudng hgp suy giim chr?c ndng th6n, li6u ban dAu

chi dirng I mg/l lAn m6i ngAy. Li6u c6 th€ ttrng l6n,

n6u ndng dQ glucose huy6t hic tl6i v6n cao. N6u hQ

s6 thanh thdi creatinin duli 22 ml/phrit, thu&ng chl

dtng I mg/l lAn m5i ngdy, kh6ng cAn phdi tlng

hon. D6i vdi suy giAm chfc ndng gan, chua dugc

nghiOn criu. N6u suy than n{ng ho{c suy gan n{ng,

phdi chuy6n sang dirng insulin.

Chuydn tu thuiic khdc chfra ddi thdo drdng sang

glimepirid

Cfrng phAi khdi dAu bing I mg/ngdy, r6i tang li€u

dAn nhu tr€n, dir ngudi bQnh di dirng di5n li6u t6i da

cira thu6c chiia d6i th6o dudng mi trudc d6y da

dtng. N6u thu6c dr)ng trudc d6 c6 thdi gian tac

dgng kdo ddi (nhu clorpropamid), hoiic c6 ttrong t6c

cQng hgp voi glimepirid, c6 th6 phdi cho nguoi bQnh

nghi thu6c trong mQt thoi gian (1,2 ho{c 3 ngiy tui'

theo thu6c dtng tru6c d6).

Ditng phdi hqp glimepirid vd metformin hoSc

glilazon

Khi dtng glimepirid don dQc md khdng kitirn sodt

tlugc glucose huyiit ntra thi c6 thti ding ph6i hgp vdi

metformin ho{c glitazon. CAn di€u chinh li6u, bit

dAu tri liAu thAp cia m5i thu6c, sau tang dAn l6n cho

d6n khi ki6m sodt dugc glucose huy6t. rni sri dqng

tl6ng thdi glimepirid vd metformin, cec nguy co tgt

dudng huy6t liOn quan d6n glimepirid v6n ti6p tgc

vd c6 th6 ttrng l6n. CAn phni th4n trgng,

Ditng phdi hiqp glimepiridvd insulin

Sau khi dtng glimepirid dugc mQt thdi gian, n6u

dirng glimepirid tlon dQc 8 mg/ngAy md kh6ng ki6m

so6t dugc glucose huy6t, thi cO thti phi5i hqp th6m

vdi insulin, bit ctiu ttr li6u insulin thdp, rdi trng dAn

cho d6n li6u ki6m sodt dugc glucose huy6t. Khi k6t

qud dd 6n d!nh, cAn gi6m s6t k6t qui phtii hqp thu6c

bing c6ch theo ddi glucose huy6t hdng ngdy.

CH6NG CHi DINH

E6i th6o tludng php thuQc insulin (d5i th6o dudng

tlp l), nhi6m acid-ceton do rl6i th6o dudng, ti€n h6n

mO ho{c h6n m€ do d6i th6o tfuong, h6n m€ ttrng 6p

tgc thAm th6u do ddi th6o rltrdng vir nhftng trudng

hgp nr.{c ciic bQnh cip tinh. Nh0ng trrro'ng htlp niry

cin dtng insulin.

Ngu<ri b] suy thgn ntrng, suy gan nilng, rlgudi c6 thar

ho{c mui5n 
"6 

thui, ngudi nu6i con bt. Ri6ng ngudi

cho con bt, n6u ngirng cho b[ thi c6 thiS dnng

glimepirid.

Ngudi mdn cdm vdi glirnepirid, ngudi dtr tirng bi di

r?ng, m6n cirm vdi sulfonamid, ho[c nrdn cirn vdi

mQt thdnh ph6n ndo d6 c6 trong thu6c.

THAN TRQNG KHI DUNG THU6C

V6i mgi ngudi bQnh: CAn gini thich cho ngudi bQnh

ld tuy dtng thu6c, v6n phdi thgc hiQn d0ng din ch6

dQ In u6ng vi tflp luy6n hSp ly. Phii th6ng b6o clt<r

bqnh nhdn vi ngudi nhd b€nh nltin vd nguy€n nhin,

cdc bi6u hiQn vd c6ch xt tri tai bi6n tut glucose

nuyiit a6 nguoi bQnh bii5t.

Glimepirid cfrng nhu cdc sulfonylure khdc c6 th6

gdy tut glucose huy6t. Nguoi bCnh dinh duong kenr'

suy thugng thfln, suy gan, suy tuy6n y€n, d{c biQt ld

suy th4n r6t d6 bi tpt glucose huytlt khi dtng

glirnepirid. Khi bi tpt glucose truy6t, phai ti6n hinh

nhu mqc "Qud liiu vd xlc trl'.

Ngudi bQnh dang 6n dinh vdi ctril aO di€u tri bing

glimepirid c6 th6 trd n€n kh6ng ki6m sodt dugc

glucose huy6t khi bi stress, chSn thuong, phSu thu{t,

nhi6m trtrng, s5t cao. Khi d6, n€n dtng insulin ph6i

hqp vdi glirnepirid ho[c dtng don dQc insulin thay

cho glirnepirid.
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Dtng glimepirid cfing nhu dirng thui5c uring hp

glucose huy6t kh6c tuy tli kidm so6t dugc glucose

huydt, nhung sau mQt thdi gian, c6 th6 kh6ng ki6m

sodt dugc glucose huy6t n[a. Khi d6, phdi tdng li6u

ho4c ph6i hqp vdi metformin, glitazon ho{c v6i
insulin.

Khi dirng glimepirid, glucose huy6t c6 th6 kh6ng 6n

dinh, nh6t la khi b6t dAu dirng, ho{c khi thay d6i tr!

liQu, hofc khi dirng kh6ng ddu dtrn, ldm cho sg linh

hog ho{c phdn fng cria ngudi bQnh c6 th6 giAm.

DiAu ndy s0 dnh hudng d6n khA nlng l6i xe ho{c vfn

hinh m6y.

CAn chri f ttAc biQt d6n hiQn tugng tyt glucose huy6t

i ngudi cao tu6i, ngudi dtng thu6c chgn beta ho{c

thu6c hu! giao cdm, vl rdt kh6 ph6t hiQn. NiSu c6 tut

glucose huyiit, phai xri trf kip thdi.

CAn dinh k! theo d0i glucose huyiit va dinh luong

HbAlg ct? 3 - 6 thfng mQt IAn d6 nilu cin, phdi thay

o6i pnac d6 aiou tri.

TI/O.NG rAc vdl cAc ruu6c KHAC, CAC

DANG TUO'NG rAC XHAC

C6c thui5c ldm tlng tdc dpng h4 glucose huy6t cta

glimepirid nhu insulin, c6c thu6c kh6c ldm hp

glucose huy6t, cloramphenicol, ddn chdt coumarin,

cyclophosphamid, disopyramid, ifosfamid, thu6c [c
chii MAO, thu6c ch6ng vi6m kh6ng steroid (acid

paraarninosalicylic, c6c salicylat, phenylbutazon,

oxyphenbutazon, azapropazon), probenecid,

miconazol, c6c quinolon, cdc sulfonamid, thu6c

chgn bOta, thuiic tic ch6 rnen chuyiSn, cdc steroid

d6ng hod vi nQi tii5t t6 sinh dyc nam. Khi ph6i hqp

mQt trong c6c thu6c tr€n vdi glimepirid, c6 th6 d6n

dlin nguy co tqt glucose huy6t .dt ngry hi€m. Khi

d6, phAi di6u chinh, gidm li6u glimepirid.

Cdc thu6c ldm ting glucose nuyi5t t<tri phtii hqp vdi

glimepirid nhu c6c thu6c lgi tii5u, dic bi€t ld thu6c

lqi ti6u thiazid, corticosteroid, diazoxid,

catecholamin vd c6c thu6c cudng giao cdm khiic,

glucagon, acid nicotinic (li€ulcao), estrogen vit

thu5c trdnh thai c6 estrogen, phenothiazin,

phenytoin, hormon tuy6n gi6p, rifampicin. Khi ph5i

hqp m$t trong c6c thu5c tr€n vdi glirnepirid c6 thd

ddn di5n tdng glucose huyiSt, kh6ng ki6m sodt dugc

glucose huyi5t nra. Khi d6, ph6i tli6u chinh tang li6u

glimepirid.

srl DVNG cHo pHU NU cO rHAr vA cHo
CON BU

Thdi k9 mang thai

C6c nghi€n cfu tr6n sg sinh sin cia chuQt vA thd

cho th6y, thu6c c6 tlQc tinh tr6n ph6i, g6y tlQc cho

thai vi c6 thd g6y qu6i thai. Vi vgy, glimepirid

ch6ng chi tlinh cho ngudi mang thai. D6i vdi ngudi

dang dirng glimepirid mi c6 thai, phii b6o ngay cho

thAy thuiSc Ui6t ad chuydn sang dtng insulin, vi phAi

didu chinh li6u insulin d6 giit glucose huy6t lu6n d

mtic gAn binh thudng.

Thdi kj,cho con bri

Glinrepirid bdi ti6t dugc qua s['a m9. Vi vfly, ch6ng

chi dinh dirng glinrepirid cho ngud'i cho con bt; phiri

dtng insulin d6 thay thri. Niiu bit buqc phii dirng

glimepirid thi phdi ngirng cho con bri.

rAc DQNG c0l rsu6c KHI LAI xE vA vAN

HANH rrrAv rrr6c

Khi dtng glimepirid, glucose huyiSt c6 thiS khOng On

ttinh, nh6t le khi bit dAu dirng, hoic khi thay tl6i tri

li€u, hoic khi dirng kh6ng ttdu d{n, ldm cho sg linh

hoqt ho{c phin rlng cria ngudi b€nh c6 th,i gidm' Ei€u

ndy se inh hu&ng tltin khi ning l6i xe ho{c v{n hinh

m6y. Ngudi dtng thui5c n€n luu f nhtng ddu hiQu cta

hq du&ng huy6t vi thfln trgng khi l6i xe, v{n hdnh m6y

m6c.

Thbng brio clto Bric si nhittrg ltic tltlttg kh\ng nnng muin

grtp phdi khi stt tl7ng fiu6c.

TAC DUNG KHONG MONC MUON CUA

THUOC

Tiic dung kh6ng nrong mu6r, quan trgng nhdt ld tpt

glucose huyiSt. Khi xdy ra tpt glucose huy6t, cdn

thUc hiQn nhu nruc "Qud tiiu vd x* trf'.

Thfi'ng g(p, ADR > l/ 100

ThAn kinh: Hoa mit, ch6ng rnft, nhuc dAu.

Ti6u ho6: Budn n6n, n6n, cdm gi6c dAy tfc d virng

thugng vi, dau bgng, ia chdY'

Uat: fni bat diu dtng, thuong c6 r6i loqn thi gi6c

tam thdi, do sg thay a6i ve mtc glucose huyiit.

it g6p, tttooo < ADR< l/loo
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I

;'hdn ring di r?ng hoic gii di r?ng, mdrr ii6, md

ngria.

Hiiim g(p, ADR< t/t000

Gan: T[ng enzym gan, vdng da, suy gidm chr?c nlng

gan.

M6u: Giim ti6u cAu nhq hotrc n{ng, thi6u m6u tan

huy6t, giim h6ng cAu, giim bqch cAu, mAt b4ch cAu

hat.

Mpch: Vi6m m4ch m6u di ung.

Da: Nhqy cim vdi 6nh s6ng.

Hu6ng d6n cdch xri lf ADR:

Th6ng thu&ng, cictilc dqng kh6ng mong mu6n n6i

trOn s€ giim dAn vn q h6t trong qu6 trinh diAu tri.

Nliung n6u xiy ra qud n{ng thl phdi ngrng thuiSc.

quA lrtu vA x0'rni
Biiiu hiAn:

Qu6 li6u d5n d6n hiQn tugng con tqt glucose huy6t.

Nhric diu, ngudi rnQt ld, run rAy, va m6 h6i, da dm

lqnh, lo ling, nhip tinr nhanh, huyi5t ap giirn, h6i

hQp, but rut, tric ngyc, loqn nhip tim, d6i cdn cdo,
.l .l
bu6n n6n, n6n, bu6n ngt, giim tflp trung, giAm linh

ho4t, giAm phdn ring, rtSi loqn ldi n6i, r6i lo4n cdm

gi6c, liQt nhg, ch6ng m{t, r5i loan thi gi6c, ngt g?r,

trim cim, l0 l6n, m6t tri gi6c, d6n diln h6n m6. Khi

h6n m6, thd n6ng, nhip tim chqm. BQnh cdnh l6m

sdng cria con tut glucose huy6t n4ng c6 th6 gi6ng

nhtr rnQt con dQt quy. C6 th| tbi 24 gid sau khi uSng

triQu chring mdi xudt hiQn.

Xu trl:

Biio cho thAy thu6c ngay, nhqp viQn ni5u bi n{ng.

Trudng hgp nhg: Cho ui5ng glucose hodc dudng

tring 20 - 30g hod viio rnQt c5c nudc vi theo d0i

glucose truyiit. Cri sau khodng l5 phrit lai cho u6ng

rnQt l6n, cho di5n khi glucose huy6t trd vC gi6i hqn

binh thudng.

\17--

Trudng hqp n{ng: BQnh nh6n hdn m6 ho{c kh6ng

u6ng dugc, phai ti6m ngay 50 ml dung dich glucose

50% nhanh vdo tlnh mqch. Sau tl6, phii truydn tlnh

i;rach chgm dung dich glucose lO -20% d6 n6ng dAn

glucose huy6t l6n tliin gidi han binh thulng. CAn

theo d6i li€n tqc glucose truyi5t a6n 24 - 48 gid, vi

r6t d6 xuAt hi€n tut glucose huy6t t6i ph6t. Ni5u n{ng

qu6, c6 thd cho glucagon I mg ti6m dudi da hoflc

bip thit. Ni5u u6ng qu6 nhi6u glimepirid, cAn rfa d4

ddy vi cho u6ng than ho4t.

o6Nc c6I
HQp 3 vl x l0 vi6n, kdm td hudng d6n sir dpng.

sAo euAN
Noi kh6, nhiQt d0 kh6ng qud 30oC, tr6nh dnh sdng.

TIEU cHUAN AP DUNG: Ti€u chuAn co sd.

HAN DUNC

36 th6ng k6 tir ngriy sin xudt.

a

ta

/

rxl(:I NrxtM ]r(rN v[N

Dd xu dm tuy ctia lrd em.

Dpc k! hu'6ng din sii ttqng tru'hc khi ttit tr
r|

Ndu ciin thtm th6ng tirt, xin hiii !,

Sin xu6t tqi :

CTY CO PHAN DUQC PHAM SAVI

(savryhatm J.S.C)

Ld Z.0l-02-03a KCN trong KCX 'lin Thuf,n, Quiitt I

*
7, Tp H6 Chi Minh.

Ei0n thoai : (8a.8) 37700144-142

Fax : (84.8) 3,1700145
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