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Thong tin danh cho bénh nhan

phai khi sit dung thudc. Thudc nay chi ding theo don ciia béc sy.

T thong tin sén phdm nay bao gom hiéng dén sit dung cho thuéc c6 nhiéu ham
lugng khdc nhau.

THANH PHAN
M&i vién nén bao phim FLODILAN-2 chifa:
Glimepirid.......cownn2 NG

T4 dugc: Cellulose vi tinh thé, lactose monohydrat, croscarmellose natri, polysorbat 80,
povidon, natri starch glycolat, magnesi stearat, natri lauryl sulfat, HPMC E6, titan
dioxyd, talc, PEG 4000, ddu thau ddu, mau quinolin yellow lake.

Dang bao ché: Vién nén bao phim.

MO t3 sdn phAm: Vién nén hinh khic xuong, bao phim mau vang, mdt mat c6 dap chir
DAVI, mit kia c6 ddp gach ngang.

Quy cdch déng g6i: HOp 2 vix 14 vién.

MJi vién nén FLODILAN chifa:

Glimepirid....cowmrennd MG

T4 dugc: Cellulose vi tinh thé M101, lactose monohydrat, croscarmellose natri, glycerol,
povidon, copovidon, mau black PN, mau brilliant blue, natri starch glycolat, magnesi
stearat, natri lauryl sulfat.

Dang bao ché: Vién nén.

Mo td sdn phdm: Vién nén hinh khic xuong mau xanh, mot mat ddp chit DAVI, mat
kia dap gach ngang.

Quy céch déng g6i: Hop 2 vi x 14 vién.

Thuéc dung cho bénh gi?

San phdm FLODILAN chifa thanh phan chinh ¢6 tdc dung dudc ly 1a glimepirid, thudc
nhém thudc chong ddi thio dudng sulfonyluré. Ghmeplrld ¢6 tdc dung lam tang insulin
ti&t ra bdi tuyén tuy. Sau d6 insulin s& lam gidm ndng do dudng trong mdu.

FLODILAN dugc diing theo s chi dinh cda bac sj d€ dicu tri ddi thdo dudng khong
phu thudc insulin (d4i thdo dudng typ 2) & ngudi 16n, khi khong ki€m soit dudc glucose
trong mdu bang ch& d6 in, tip luyén thé lyc va gidm can.

Nén ding thudc nay nhu thé nao va liéu lugng?
Ludn dung thudc chinh xdc nhu hudng din ctia bdc s§ hodc dugc s§. Néu ban chua 13,

hay hdi lai cho chic chin.
FLODILAN hién cé véi ham lugng 2 mg va 4 mg. Khong sit dung FLODILAN néu
lidu chi dinh khong phu hgp véi dang bao ché.
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Céch ding: Thudng udng thudc 1 1in/ ngay vao ngay trudc hodc trong bita dn séng
hodc bita dn trwa. Nudt vién thuSc nguyén ven véi mot it nuSc, khdng nghién hodc
nhai vién thudc. -

Liéu dung:

Liéu dung cda thudc tuy thudc vao titng ngudi, tinh trang bénh, k€t qud xét nghiém
dudng huy&t va dudc chi dinh bdi bdc s§. Khong uéng nhi€u hon li€u bac sy chi dinh.

- Liéu khéi dau thudng 1a 1 mg/ngay.

- N&u cin bdc s sé& ting liéu cho ban sau mdi 1 - 2 tuan.

- Liéu tdi da khuyén cdo 1a 6 mg/ngay.

- Trong trudng hop cAn phai phdi hgp véi mot thudc khdc (glimepirid hodc insulin) dé
diéu tri d4i thdo dudng, bac s§ s& quyét dinh liéu cu thé tirng clia thudc cho ban.

- C6 thé cin phai diéu chinh liéu cla thudc khi ban ting can, thay ddi 16i sOng, hoic bi
stress nhiéu. Hoi ¥ ki€n bdc s§ néu ban trong nhitng tinh trang trén.

- N&u ban cdm thdy thuSc qui manh hoic qud y&u, khong ty ¥ thay doi liéu. Hoi y
ki€n bic s§.

Khi nao khong nén dung thudc nay?

Khong nén diing thudc nay néu:

- Min cdm v6i glimepirid hodc vdi bdt ci thanh phdn nao clia thudc, hodc véi
sulfonyluré khdc, hodc véi cac din chat sulfamid.

- b4i thdo dudng phu thudc insulin (typ 1).

- Nhiém toan ceton.

- Nhiém khu#n ning, chdn thuong ning, phiu thuit 16n.

- H6n mé do ddi thdo dudng.

- Suy thé@n hodc suy gan ndng.

- Ngudi c6 thai, ngudi cho con bu.

Téc dung khéng mong mudn
Nhu céc thudc khdc, FLODILAN c6 thé giy tic dung khong mong mudn, nhung khong
phdi ai cling gdp phai.
Neitng sit dung thudc, lién hé ngay vdi trung tdm y t& gan nhdt néu ban gdp cdc phdn
ung sau:
- Phdn tng di @ng (bao gdm viém mach mdu, thudng kém theo phdt ban da) c6 thé trd
nén nghiém trong véi cdc tri€u chitng nhu khé thd, gidm huy&t 4p va doi khi gay sdc.
- B4t thudng chic ning gan bao gdm vang da va mdt, roi loan ti€t mat (& mat), viém
gan hodc suy gan.
- Phin tng di #ng da nhu ngta, phdt ban, may day va ting nhay cdm véi dnh séng.
Mot vai phan ng di @ng nhe c6 thé tién tri€n thanh phdn #ng di ¥ng nghi€ém trong.
- Ha dudng huy&t nghiém trong bao gdm mat y thifc, co gidt hodc hon mé.
Cdc tdc dung khong mong mudn khdc:
Thuong gép: Hoa mit, chéng mit, nhitc dau; Budn ndn, ndn, cdm gidc day tfc & ving
thugng vi, dau bung, fa chay; Khi bit ddu ding thudc thudng c6 r6i loan thi gidc tam
thoii, do su thay d8i v& mifc glucose huyét.
It gdp: Phan ting di ing hodc gid di ¥ng, mdn dd, may day, ngia.
Hiém gdp: Ting enzym gan, vang da, suy gidm chic nang gan; Giadm tiéu ciu nhe
hodc ning, thi€u mdu tan huyét, gidm hdng ciu, gidm bach cdu, mit bach cau hat;
Viém mach mdu di ¥ng; Man cdm v4i dnh séng.
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Thudc ¢6 thé giy ra cdc tdc dung khong mong mudn khdc. Théng bdo cho bdc sy
nhitng tdc dung khong mong mudn gip phai khi st dung thudc.

Nén trdnh diung nhitng thud'c hoiic thyc phdm gi khi dang sit dung thudc nay?

Mot s6 thudc c6 thé tuong tac v6i glimepirid nén phdi thong bdo cho bac s§ hodc duge
s§ ctia ban vé tat ci céc loai thuSc ma ban dang st dung, bao gdm cé cdc thudc ké don
ho#c khong ké don, cdc vitamin hodc thude tir dugc liéu.

Cdc thudc co thé tuong tdc vdi glimepirid

Tang tdc dung ha glucose huyét:

Phenylbutazon, azapropazon, oxyphenbutazon.

Insulin va cdc thudc chng déi thao dudng udng, vi du metformin.

Céc khdng sinh nhu ciprofloxacin, pefloxacin, clarithromycin, cdc quinolon ...

Cidc salicylat va acid para-aminosalicylic, mQt sd thuoc khdng viém khdng steroid
(NSAID).

Céc steroid dong héa va hormon sinh duc nam.

Cloramphenicol, mdt s3 sulfamid tdc dung dai, cdc tetracyclin.

Céc thudc chong dong coumarin. ;
Fenfluramin. ‘
Céc fibrat.

C4c chat tc ché enzym chuyén.

Fluoxetin, cic IMAO.

Alopurinol, probenecid, sulfinpyrazon.

Céc chit e ché than kinh giao cdm.

Cyclophosphamid, trofosfamid va ifosfamid.

Miconazol, fluconazol.

Pentoxyfylin (& li€u cao bang dudng tiém).

Tritoqualin.

Disopyramid, propoxyphen.

DA4n chit somatostatin.

Gidm tdc dung ha glucose huyét:

Estrogen va progestatif. —
Céc thudc Igi tidu thii mudi va 1gi tidu thiazid. e
Céc thudc giong hormon tuy€n gidp, glucocorticoid. Coy
Céc din chat phenothiazin, clorpromazin. @Z\'
Adrenalin va cdc thudc giong than kinh giao cdm. r VI'
Acid nicotinic (liéu cao) va din chat cla acid nicotinic. \'
Céc thudc nhuin trang (dung dai han). Zsit

Phenytoin, diazoxid.

Glucagon, barbituric va rifampicin.

Acetazolamid.

Danazol.

Somatropin.

Cha' fc ché protease.

Céc barbiturat.

Thudc chdng loan thdn khdng dién hinh (olanzapin, clozapin...)
Didazoxid.

Isoniazid. j'/
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Lam tdang hodc gidm tdc dung ha glucose huyét:

Céc thudc doi khang thu thé histamin Ho.

C4c thudc chen beta, clonidin, guanethidin, reserpin.

U6ng rugu ¢ thé 1am ting hodc gidm tdc dung ha glucose huyét cia glimepirid mot
cdch khé6 dodn trudc.

Colesevelam

Glimepirid c6 thé 1am ting hodc gidm b6t cdc tdc dung ciia cdc thue chdng ddong mau
coumarin.

CAn lam gi khi mdt 1in quén khéng ding thudc?
N&u ban quén khong dang 1 lidu, khong dung liéu da quén ma dang thuGc theo diing
lich trinh cii. Khong udng gap déi lidu.

CAn bio quan thudc nay nhu thé nao?

Git thudc trong bao bi goc clia nha sdn xudt, ddy kin.

P& thudc noi kho rdo, trdnh 4nh sdng, nhiét do khong qud 30°C, va ngoai tim véi ciia
tré em.

Khéng sit dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

Nhitng diu hiéu va tri¢u chiing khi dang thud’c qud liéu

Dung thudc chinh x4dc nhu hudng din cda bdc s§. Néu vo y dung qud liéu c6 thé gy
ha dudng huyét. Triéu ching ha dudng huyét xem phin "Nhitng diéu thin trong khi
diing thudc nay".

CAn phai lam gi khi dung thudc qud liéu khuyén cdo

Xt tri ha dudng huyét xem phin "Nhiing diéu thén trong khi ding thudc nay". Lién
lién hé véi trung tim y t& gan nhat. Mang theo vién thudc ciing v6i bao bi d€ bic s§
bi€t ban di udng thudc gi va c6 bién phdp xif 1y kip thoi.

Nhitng diéu cAn than trong khi dung thudc nay

Ha duong huyét:

Ha dudng huy&t c6 thé x4y ra khi ding thudc qud liéu, &n udng khong day di/ that
thudng, bd bita, luyén tip nz‘mg nhoc kéo dai, udng rugu. Ha glucose huy&t thudng xay
ra phS bi€n hon & ngudi cao tudi, ngudi suy than, suy gan.

- D&u hiéu ha dudng huyé&t: nhic dau, ngudi mét 14, run rdy, vi mo hdi, da lanh, lo
ling, nhip tim nhanh, huyét 4p gidm, héi hop, bit rift, tic ngyc, loan nhip tim, d6i con
cio, budn ndn, ndn, budn ngdl, gidm tap trung, g1arn linh hoat, gidm phén u’ng, r6i loan
13i néi, roi loan cdm gidc, liét nhe, chong mat, roi loan thi gidc, ngi ga, tram cam, ld
14n, mat tri gidc din d€n hon mé.

- X1 tri khi bi ha dudng huyét: Trong hau hét cdc trudng hdp, tri€u ching ha dudng
huyét s& mat di khi nhanh chéng bS sung dudng (dn 1 vién keo hodc udng nuéc dudng).
Do d6 nén ludn mang theo minh thic dn c¢6 dudng. Cha't 1am ngot nhéin tao khong ¢6
tic dung. Lién hé v6i trung tim y t€ n&u bS sung dudng khong c6 hiéu qud hodc tri¢u
chitng xuat hién trd lai.

Do ha dudng huyét c6 thé kéo dai, ban cin dugc theo ddi dén khi khong con nguy
hiém. Khi xay ra ha dudng huyét, lién hé véi trung tdm y t& gn nhat. Mang theo vién
thudc ciing véi bao bi d€ béc sy biét ban dd udng thudc gi va ¢6 bién phdp xit Iy kip

thdi. /
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Ha dudng huyét ning gy bat tinh, hon mé, cin phdi lién hé ngay véi trung tim y €
gin nhat dé dugc diu tri kip thdi. Khong cho ngudi bat tinh udng hodc an bat ¢t thif gi.
Phdn itng qud mén:

Thudc c6 thé gay céc phan ng qud min, triéu ching clia cdc phdn tng qud man xem
phin "tdc dung khong mong mudn". N&u nghi ngd phén ng qué man, ngiing st dung
glimepirid ngay 1ap tic, lién hé véi trung tdm y t€ gin nhat.

Thong bdo cho bic sy né€u ban bi bénh thi€u hut enzym glucose-6 phosphat
dehydrogenase (G6PD)

Sdn ph&m FLODILAN c6 chita lactose. Né&u ban khong dung nap mot loai dudng nao
dé, hday thong bdo cho bac s§.

Mau quinolin yellow, mau black PN, mau brilliant blue, polysorbat 80 c6 thé gdy phén
ing di Ung.

Duing thudc cho tré em

Khong khuyé&n cdo ding thudc nay cho tré em dudi 18 tudi.

Phu ni mang thai hodc cho con bu

Khong ding thudc néu ban dang mang thai, hodc nghi ring minh dang mang thai, hodc
du dinh c6 thai.

Ban khong dugc cho con bu trong thdi gian ding thudc.

Ldi xe va vdn hanh mdy mdc

Do nguy ¢d ting hoic ha dudng huyét c6 thé x4y ra din dén dnh hudng dén sy tap
trung, vi du nhu gidm thi lyc, gdy dnh hudng dén qua trinh ddi héi sy tap trung (vi du
nhu 14i xe hodc vin hanh mdy moc).

Nén thin trong nguy cd ha dudng huyét khi 14i xe. Tim hiéu rd vé triéu chitng cénh
bdo ctia ha dudng huyét va hé qui cia ha dudng huy&t. Cin nhic khi 14i xe va van
hanh mdy mdc.

Khi ndo cin tham van bdc sy, dugc s§.

Cin lién lac ngay véi bdc s§ hodc trung tim y t& gin nhat khi ding thudc qud liéu chi
dinh.

Théng thudng, bao git ciing phai héi ¥ ki€n bac s§ hodc dudc sy trude lic dung batky
thudc nao khi mang thai hoc cho con bu.

Thong bdo ngay cho bac s§ hodc dudc sy nhing tic dung khong mong mudn gip phéi
khi st dung thudc.

N&u cin thém thdng tin xin hdi ¥ ki€n bdc s§ hodc dugc s§. )

Han dung cla thudc: 36 thing k& tit ngay sdn xuat.

San xuA't tai: ﬂ/ ‘

CTY TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Vi€t Nam

Tel: 0650-3567689  Fax: 0650-3567688
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Thong tin danh cho cdn bd y t&

FLODILAN

lugng khdc nhau.

THANH PHAN
M3i vién nén bao phim FLODILAN-2 chifa:
GlmEpirid. s M

T4 dugc: Cellulose vi tinh thé, lactose monohydrat, croscarmellose natri, polysorbat 80,
povidon, natri starch glycolat, magnesi stearat, natri lauryl sulfat, HPMC E6, titan
dioxyd, talc, PEG 4000, ddu thdu ddu, mau quinolin yellow lake.

Dang bao ché: Vién nén bao phim.

M5 td sdn phim: Vién nén hinh khic xuong, bao phim mau vang, mot mdt ¢6 dap chit
DAVI, mit kia cé dap gach ngang.

Quy cdch déng géi: HOp 2 vi x 14 vién.

M&di vién nén FLODILAN chita:

GLMEPITId. s cssmemomsssnh IOE

T4 dugc: Cellulose vi tinh thé M101, lactose monohydrat, croscarmellose natri, glycerol,
povidon, copovidon, mau black PN, mau brilliant blue, natri starch glycolat, magnesi
stearat, natri lauryl sulfat.

Dang bao ch€: Vién nén.

Mo ti san phim: Vién nén hinh khic xwong mau xanh, mdt mét dap chi DAVI, mit
kia ddp gach ngang.

Quy cdch déng g6i: Hop 2 vi x 14 vién.

PAC TINH DUQC LUC HQC:

Nhém duge 1y: Thudc chdng ddi thdo dudng din chat sulfonyluré, ma ATC: A10BBI12.
Glimepirid 1a thudc chdng ddi thdo dudng typ 2 (khong phu thudc insulin) nhém
sulfonyluré. Téc dung chd y&u ciia glimepirid 1a kich thich t& bao beta tuyén tuy gidi
phéng insulin, vi vdy thudc chi ¢6 tdc dung khi tuy cdn hoat dong (con khd nidng gidi
phdng insulin).

Co ché tdc dung clia glimepirid 13 lién k&t v6i thy thé & mang t€ bao beta, lam déng
cdc kénh kali phu thudc ATP. Viéc déng kénh kali gay khi cwc mang, lam m& kénh
calci khi€n ion calci ting gia nhap vao trong t& bao. Sy ting ndng do calci ndi bao kich
thich gidi phéng insulin ra khoi t€ bao.

Gidng cdc sulfonyluré chdng ddi thio dudng khdc, glimepirid 1am ha glucose huyét &
ngudi ddi thdo dudng va cd & ngudi khde manh khong ddi thdo dudng. Khi dang dai
ngdy glimepirid va cdc sulfonyluré con c6 mot sd tic dung ngoai tuy, gop phan ddng
ké vao tdc dung ha glucose huy&t cla thudc. Trong s& nay tdc dung chinh la ting
cudng sy nhay cdm cla cdc md ngoai vi véi insulin va gidm sy sén xuit glucose & gan.
Glimepirid c6 tdc dung hi€p ddng v6i metformin hodc vdi insulin. M

YT



https://nhathuocngocanh.com/

PAC TINH DUGC PONG HOQC:

Haép thu:

Glimepirid c¢6 sinh kha dung ra't cao. Thitc in khong thay d6i ddng k€ dén sy hép thu,
téc d6 hap thu c6 chAim hon mdt chit. Nong do t6i da trong huy&t tuong (Cmax) dat dugc
khodng 2,5 gid sau khi udng (trung binh 0,3 pg/ ml sau khi udng nhiéu liéu 4 mg/ ngay),
c6 sy tuong quan tuyén tinh giita liéu ding, Cmax va dién tich dudi dudng cong nbng dd
theo thdi gian.

Phédn bé":

Glimepirid c6 thé tich phan bd rat thdp (khodng 8,8 lit), gin k&t cao véi protein (>
99%), va do thanh thii thap (khodng 48 ml/ phuit).

o] dong vat, glimepirid dugc ti€t vao sira. Glimepirid qua dudc nhau thai. It qua dugc
hang rao mdu nao.

Chuyén héa sinh hoc va thdi trit:

Thdi gian bén thdi trong huyét twong cla glimepirid 12 5 - 8 gid. Sau khi udng liéu cao,
thdi gian bdn thai hdi kéo dai thém.

Sau khi u6ng mot lidu don glimepirid c6 ddnh ddu ddng vi phéng xa, 58% chit phéng
xa duge tim thdy trong nudc tiéu va 35% trong phéan. Trong nudc tiu khong c6 chat &
dang chua bién ddi. Glimepirid chd y&u bi chuyén héa & gan bdi CYP2C9. Din xuat
hydroxy va carboxy cia glimepirid déu thdy trong phan va nudc tiéu.

So sénh khi ding mot liéu va dung nhiu li€u trong ngay: khong c6 su khdc biét ding
ké. Su khdc nhau giita cdc c4 thé ciing rat thdp. Khong c6 sy tich lily ddng ké.

DPéi tugng ddc biét

Dugc dong hoc tuong ty & nam va nit, cling tudng tu § ngudi tré tudi va ngudi cao tudi
(trén 65 tudi).

Suy gan: Chua bi€t suy gan c6 dnh hudng dé€n dugc dong hoc cia thudc hay khong.
Dugc dong hoc cda thude chua duge dénh gid trén ngudi suy gan.

Suy than: & bénh nhan c6 do thanh thdi creatinin thip, do thanh théi glimepirid c6 xu
huéng ting 1én 1am gidm ndng do trong huyét thanh, do thanh thi clia hai chdt chuyén
héa ciing gidm. N6i chung khong c¢6 nguy cd tich lily thudc & doi tugng trén.

CHI PINH:

Glimepirid dugc dung bing dudng udng dé di€u tri ddi thdo dudng khong phu thudc
insulin (d4i thdo dudng typ 2) & ngudi 16n, khi khdng ki€m sodt dudc glucose trong
mdu bing ché& do an, tip luyén thé Iuc va gidm can.

LIEU DUNG - CACH DUNG:
FLODILAN hién ¢6 v6i ham lugng 2 mg va 4 mg. Khéng sit dung FLODILAN néu
lidu chi dinh khéng phit hgp véi dang bao ché.
Liéu khdi ddu nén 1a 1 mg/ ngdy. Sau d6, c m3i 1 - 2 tuin, néu chua ki€m sodt dugc
glucose huyét thi ting thém 1 mg/ ngdy cho dén khi ki€m sodt dugc glucose huyét.
Lidu t5i da cla glimepirid 12 6 mg/ ngay. Thong thudng ngudi bénh dép wng véi lidu 1
- 4 mg/ ngay, it khi ding dén 6 mg/ ngay. Liéu cao hon 4 mg/ ngay chi c6 k€t qué tot
hon & mot s trudng hgp dic biét.
Thudng udng thudc 1 14n/ ngdy vao ngay trudc hodc trong bita dn sdng hodc bita dn
trra. Nudt vién thudc nguyén ven véi mot it nuéc. Khong bao gid duge udng thudc
ting l1én d€ bd néu lidu hom trude quén khong udng. N&u sau khi udng 1 vién 1 mg
glimepirid ma di c6 hién tugng ha dudng huyét thi ngudi bénh d6 c6 thé chi can diéu
tri bing ch& do 4n kiéng va luyén tap. /
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G nhitng ngudsi bénh khong ki€m sodt dugc glucose huyé&t véi lidu metformin t5i da, thi
c6 thé phdi hogp véi glimepirid. VAn duy tri lidu clia metformin, glimepirid dugc bt
dau véi liéu thap, sau d6 nang dan cho t6i khi dat yéu ciu v& glucose huyét. Viéc phoi
hgp phdi ¢6 sy theo ddi chit ché clia thdy thudc, & nhitng ngudi bénh khong kiém so4t
dugc glucose huyét véi liéu glimepirid t8i da, thi c6 thé xem xét phdi hgp véi insulin.
Liéu phép insulin dugc bit diu vdi liéu thap trong khi vin duy tri liéu clia glimepirid.
Liéu ctia insulin dugc diéu chinh theo mitc dd ki€m sodt glucose huy&t mong mudn va
thudng gidm hon (40 - 50%) so v4i trudng hdp ding insulin don tri li€u. Tuy nhién cdch
phdi hgp diéu tri ndy c6 thé 1am ting nguy cd ha glucose huyét. Viéc phSi hdp véi
insulin phdi c¢6 sy theo d&i chit ché clia thdy thuSc. Trudng hgp suy gan, thin
(glimepirid dugc dao thdi & than, sau khi chuyén héa & gan), liu khdi diu clia thudc
phai d& dit d€ tranh cdc phdn ng ha glucose huyét qud mitc. Liéu ban diu chi ding 1
mg/ 1an mdi ngay. Liéu c6 thé ting 1én néu ndng d6 glucose huyét lic déi vin cao.
Véi Cler < 22 ml/ phiit, thudng chi dung 1 mg/ 14n mdi ngay, khong can phai ting hon.
Vi suy gan, chua dudc nghién cfu. N&u suy thin ning hoidc suy gan ning, phai
chuyén sang ding insulin. Trong qud trinh diéu tri ddi thdo dudng, li€u lugng thudc
phdi dugc diéu chinh cin ¢t vao ddp ¢ng va dung nap cia ngudi bénh dé dat muc tiéu
diéu tri. Muc tiéu diéu tri thy thudc vao tirng ddi tugng, nhin chung 12 gidm glucose
huyé&t lic d6i xudng dusi 7 mmol/ lit; glucose huyét sau dn xudng dudi 10 mmol/ lit va
glycosylat hemoglobin (HbAc) xudng dudi 7% (3 ngudi binh thudng 12 4 - 6%). Nhitng
ngudi bénh d4i thdo dudng di dat glucose huyét lic déi dudi 7 mmol/ lit bang
glimepirid, nhung HbAc vin cao hon 7% thi cin theo ddi glucose huyét sau dn. Phoi
hop diéu tri glimepirid v6i cdc thudc dc ché€ a-glucosidase (vi du acarbose) ma tdc
dung chd y&u 1a 1am ha glucose huyét sau dn cling gitip 1am gidm HbA|c.

(HbA c-glycated) hemoglobin 12 mdt dang clia hemoglobin, 1a chi s§ xdc dinh miic
dudng huyét trung binh trong co thé va vi th€ HbA. dugc xem 1a chi s6 phdn dnh tinh
trang glucose mau trong 2 - 3 thang gan day. HbA . dugc st dung d€ ddnh gid ddp ung
cla diéu tri va 12 mot chi s& du bdo vé nguy cd phit trién cdc bi€n chitng mach mdu
nhd & ngudi ddi thdo dudng (bénh Iy thin kinh, bénh ly vdng mac, bénh 1y than). Bién
chitng mach mdu nhd trong bénh ddi thdo dudng la nguyén nhin chinh clia mu 10a va
suy than. Muc tiéu diéu tri nghiém ngit hon (vi du HbA e < 6%) c6 thé xem xét 3 mot
8 bénh nhan ma khong e ngai ha dudng huyét, cu thé 1a nhitng bénh nhan mic déi
thdo dudng chua lau, khong ¢6 bénh tim mach va tudi ddi con dai. Muc tiéu diéu tri
kém nghiém ngit hon, c6 thé thich hgp vdi nhitng ngudi da mic ddi thdo dudng lau
nim, tudi ddi cao, ddu 6¢ kém minh min. Nhitng ngudi nay khé dat muc tiéu HbAc
<7%.

Sau khi bit ddu diéu tri va do liéu, ctt khodng 2 - 3 thdng mot 1an can xdc dinh HbA |
dé€ danh gid ddp @ng clia ngudi bénh vdi diu tri.

Poi tugng dic biét

Suy gan va suy thin: Xem phian "Pic tinh duge dong hoc".

Tré& em: Chua ¢ thong tin vé& viéc sit dung thudc trén tré em dudi 8 tudi. Thong tin vé
viéc stt dung glimepirid don tri trén tré em tif 8 - 17 tudi cdn han ché. Do thi€u thong
tin v& hiéu qué va an toan cla thudc trén tré em, khong khuyén cdo st dung.

CHONG CHI PINH:
Bénh nhin min cdm v6i glimepirid hodc véi bat cif thanh phan ndo cla thudc, hodc
v6i sulfonyluré khdc, hodc vdi cdc din chat sulfamid. 1,./
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bdi thdo dudng phu thudc insulin (typ 1).

Nhiém toan ceton.

Nhiém khuan ning, chin thuong ning, phiu thuit 16n.
Ho6n mé do ddi thdo dudng.

Suy thdn hodc suy gan ndng.

Ngudi c¢6 thai, ngudi cho con bu.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Ha duong huyét

Ngudi bénh cin dugc huéng din ddy di vé ban chit cla ddi thdo dudng va can phéi
lam gi d€ phong trdnh va phdt hién bi€n chitng. Glimepirid ciing nhu cdc sulfonyluré
khic c6 thé giy ha glucose huyét (Iugng glucose trong mdu ha xudng dudi 60 mg/ dl
twong duong 3,5 mmol/ lit). Ha glucose huy€t c6 thé x4y ra khi dung thudc qud liéu, dn
udng khong diy di tha't thudng, bd bita, luyén tip ning nhoc kéo dai, udng rugu. Ha
glucose huyé&t thudng xdy ra phS bi€n hon & ngudi cao tudi, ngudi suy thin, suy gan.
Khi bi ha glucose huyét, cin ti€n hanh nhu trong muc "Qud li€u va xi¥ tri". Ngudi bénh
dang 8n dinh v6i ch& do diéu tri bing glimepirid c6 thé trd nén khong ki€ém soét dugc
glucose huyét khi bi stress (chan thuong, phiu thuit, nhiém khudn sot cao). Khi d6 c6
thé cin phdi dung insulin, phdi hgp vdi glimepirid hodc dang don ddc insulin thay cho
glimepirid.

Phdn itng qud man

Phén ng qui min, bao gdm c4 sdc phdn vé, phi mach, va hdi chitng Stevens-Johnson
da dugc bdo cdo. Néu nghi ngd phén ¥ng qud man, ngiing st dung glimepirid ngay lap
titc, ddnh gid nguyén nhan khic ¢6 thé c6 clia phdn ng qud min, va ding liéu phdp
thay thé @€ diéu tri ddi thdo dudng.

Thié¢u mdu tan huyét

Sulfonyluré c6 thé giy thi€u mdu tan huyé&t & ngudi thi€u hut enzym glucose-6
phosphat dehydrogenase. Do glimepirid 12 mot sulfonyluré, sit dung thin trong & ngudi
thi€u enzym G6PD va can nhic liéu phdp diéu tri khong dung sulfonyluré. Thi€u m4u
tan mdu cling dd dudc bdo cdo trén bénh nhin khong bi thi€u hut enzym G6PD skt
dung glimepirid.

Tédng nguy co tit vong do tim mach khi ding sulfonyluré

Tolbutamid (mot thudc thudc nhém sulfonyluré) cé thé 1am ting nguy cd ti vong do
tim mach so véi khi diéu tri biing thay ddi 16i song. Tuy méi chi dugc nghién cifu trén
tolbutamid, tuy nhién khong thé loai trif nguy cd trén & cdc thudc ha dudng huyét khic,
do chiing tuong ty vé cd ché tdc dong va cdu tric héa hoc.

Thén trong vé td dugc

FLODILAN c6 chtfa lactose monohydrat, bénh nhin bi rdi loan dung nap galactose,
thi€u hut Lapp lactase hoic r8i loan hdp thu glucose-galactose khong nén st dung.
Mau quinolin yellow, mau black PN, mau brilliant blue, polysorbat 80 c6 thé€ gay phin
Ung di ¥ng.

Sit dung cho phu ni¥ ¢6 thai va cho con bii:

Thai ky mang thai

Céc nghién ciu trén sdc vat cho thdy thudc ¢ ddc tinh trén phoi, gdy ddc cho thai va
c6 thé giy qudi thai. Vi vay, chdng chi dinh dang glimepirid cho ngudi mang thai.
Ngudi dang ding glimepirid ma c6 thai, phdi bdo ngay cho thdy thuSc d€ chuyén sang
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ding insulin va phdi diéu chinh liéu insulin d€ giit glucose huy&t & mic nhu binh
thudng.

Thai ky cho con bu

Glimepirid vao dugc sita me. Vi vdy, chdng chi dinh dung glimepirid cho ngudi cho
con bu; phdi dung insulin d€ thay th€. N&u bit budc phai ding glimepirid thi phai
ngung cho con bu.

Anh huéng ctia thudc ddi véi cong viee (ngudi van hanh mdy méc, dang l4i tau xe,
ngudi lam viéc trén cao va céc trudng hgp khdc):

Chua c6 nghién citu tdc dong trén khd nidng ldi xe va vdn hanh mdy mdc.

Do nguy cd ting hodc ha dudng huyét c6 thé x4y ra din d&€n dnh hudng dén su tap
trung, vi du nhu gidm thi lyc, gdy d4nh hudng dé€n qud trinh ddi hdi sy tp trung (vi du
nhu 1di xe hodc van hanh may méc).

Bénh nhan nén thdn trong nguy cd ha dudng huyét khi ldi xe, dic biét & bénh nhin
chua hi€u biét rd v€ tri€u ching cdnh bdo cla ha dudng huyét va hé qui cla ha dudng
huyé€t. Can nhic khi 14i xe va vin hanh mdy méc.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Dung dong thdi glimepirid véi cdc thudc khdc c6 thé din dén ting hodc gidm tdc dung
cia glimepirid. Vi 1y do nay, khi ding thém mdt thudc khdc, cin c6 ¥ kién ciia thdy

thudc. Glimepirid duge chuyén héa & gan bdi cytochrom Paso (CYP2C9). Chuyén héa E
clia n6 s& bi bi€n déi trong trudng hgp phdi hgp véi cdc chat cdm wng CYP2C9 (vi du _

rifampicin) hodc v6i cdc chat e ché (vi du fluconazol). ,:
Céc tuong tdc sau day can luu : H
Tdng tdc dung ha glucose huyét: C6 thé x4y ra tinh trang ha glucose huyé&t khi 1Pl
glimepirid dugc diing ciing v6i cdc thudc sau: =

Phenylbutazon, azapropazon, oxyphenbutazon.

Insulin va cdc thudc chdng ddi thdo dudng udng, vi du metformin.

Céc khdng sinh nhu ciprofloxacin, pefloxacin, clarithromycin, cdc quinolon ...
Cidc salicylat va acid para-aminosalicylic, mdt s thudc khdng viém khong steroid
(NSAID).

Cic steroid ddng héa va hormon sinh duc nam.

Cloramphenicol, mdt s6 sulfamid tdc dung dai, cdc tetracyclin.

Céc thudc chong dong coumarin.

Fenfluramin.

Céc fibrat.

Céc chat tc ch€ enzym chuyén.

Fluoxetin, cac IMAO.

Alopurinol, probenecid, sulfinpyrazon.

Céc chit e ché than kinh giao cdm.

Cyclophosphamid, trofosfamid va ifosfamid.

Miconazol, fluconazol. Q/
Pentoxyfylin (& liéu cao bing dudng tiém).

Tritoqualin.

Disopyramid, propoxyphen.
Din chat somatostatin.
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Gidm tdc dung ha glucose huyét: Vivay c6 thé xuit hién tinh trang ting glucose huyét
khi dung glimepirid cing cdc thudc sau day:

Estrogen va progestatif.

Céc thudc 1¢i ti€u thdi mudi va 1gi ti€u thiazid.

Cdc thudc gidng hormon tuyén gidp, glucocorticoid.

Cdc din chat phenothiazin, clorpromazin.

Adrenalin va cdc thudc giong than kinh giao cadm.

Acid nicotinic (liéu cao) va din cha' clia acid nicotinic.

Céc thu6c nhuin trang (dung dai han).

Phenytoin, diazoxid.

Glucagon, barbituric va rifampicin.

Acetazolamid.

Danazol.

Somatropin.

Chat tc ch€ protease.

Céc barbiturat.

Thudc chdng loan thin khdng dién hinh (olanzapin, clozapin...)

Didazoxid.

Isoniazid.

Lam tang hodc gidm tdc dung ha glucose huyét:

Cic thudc d6i khang thu thé histamin Ha.

Céc thudc chen beta, clonidin, guanethidin, reserpin.

Ubng rugu c6 thé lam ting hoic gidm tdic dung ha glucose huyét ciia glimepirid mot
cdch khé dodn trudce.

Glimepirid ¢6 thé 1am ting hodc gidm bét c4c tdc dung clia cdc thuSc chdng dong méu
coumarin.

Colesevelam gidm Cmax va AUC cia glimepirid khi dang chung. Tuy nhién d§ hap thu
khong gidm khi udng glimepirid trudc khi udng colesevelam 4 gid.

TAC DUNG KHONG MONG MUON:

ADR quan trong nhat 1a ha glucose huyét.

Thuong gap, ADR > 1/100

Than kinh: Hoa mit, chéng mit, nhic diu.

Tiéu héa: Budn nodn, ndn, cdm gidc ddy tic & ving thugng vi, dau bung, ia chay.

Mit: Khi bit dau ding thudc thudng c6 rdi loan thi gidc tam thdi, do sy thay d6i vé
mifc glucose huyét.

It gap, 1/1 000 < ADR < 1/100

Da: Phdn ng di ¢ng hodc gid di @ng, m4n d3, may day, ngifa.

Hiém gap, ADR < 1/1 000.

Gan: Tdng enzym gan, vang da, suy gidm chifc ning gan.

M4u: Gidm ti€u cau nhe hoic ning, thi€u mdu tan huyét, gidm hdng ciu, gidm bach
cau, mat bach ciu hat.

Mach: Viém mach méau di ung. /

Da: Min cdm v6i 4nh sdng. X/

Huéng din cdch xit tri ADR

Thong thudng cdc ADR néi trén s& gidm din va ty hét trong qué trinh diéu tri. Trudng
hop xdy ra qud ning thi phdi ngitng thudc.
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QUA LIEU VA CACH XU TRi:

Tri¢u ching: Qud liéu din dén hién tugng ha glucose huyét (< 60 mg/ dl tuong dudng
3,5 mmol/ lit), nhitc ddu, ngudi mét 13, run rdy, vdi md héi, da lanh, lo 1ing, nhip tim
nhanh, huy€t 4p gidm, hdi hop, bit rit, tic nguc, loan nhip tim, d6i c¢dn cio, budn noén,
n6n, budn ngd, gidm tap trung, gié’lm linh hoat, gidm phan l’rng, r0i loan 13i néi, rdi loan
cdm gidc, liét nhe, chéng mait, rdi loan thi gidc, ngd g, trAim cam, 14 14n, mat tri gidc
din dé€n hon mé. Khi hon mé, thd ndng, nhip tim chim. Bénh cinh 1am sang ctia con
ha glucose huy€t ning c6 thé gidng nhu mot con dot quy. C6 thé téi 24 gid sau khi
udng, triéu chitng mdi xuit hién.

Xit tri: Trudng hgp nhe: Cho udng glucose hoic dudng 20 - 30 g hda vao mdt cdc nude
va theo ddi glucose huyét. Cit sau 15 phiit lai cho udng mot 1an cho d&n khi glucose
huyét trd vé gidi han binh thudng.

Trudng hgp nidng: Ngudi bénh hon mé hoidc khdong udng dudc, phdi tiém tinh mach
ngay 50 ml dung dich glucose 50%. Sau d6 phdi truyén tinh mach chim dung dich
glucose 10 - 20% d€ nang dan glucose huyé&t 1én d&n gidi han binh thudng, cin theo
ddi lién tuc glucose huyét dén 24 - 48 gidf vi rat d€ xuat hién ha glucose huyét t4i phat.
Né&u qud ning, c6 thé tiém dudi da hodc bip thit 1 mg glucagon. N&éu udng qud nhiéu
glimepirid, cin rita da day va cho udng than hoat.

Piéu kién bdo quin: Ndi kho rdo, tranh 4nh sdng, nhiét 9 khong qud 30°C.
Han diing cla thudc: 36 thang k€ tif ngay sin xuat.

San xuit tai:

CTY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xa Bén Cét, Tink
Binh Dudng, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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