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o Prescription drug

-~ DIAPRID 4

Glimepirid 4 mg

@

Glimepirid

9360141583401

COMPOSITION - Each tablet contains

4 mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE
ADMINISTRATION AND OTHER INFORMATION
Read the leaflet inside.

SPECIFICATION - In-house,

0 Thubc ban theo don

DIGPRID 4

Glimepirid 4 mg

@
DIAPRID 4

CONG TY c6 PHAN PYMEPHARCO
166-170 Nguy#n Hué, Tuy Hoa, Phi Yan, Vit Nam

THANH PHAN - M&i vign nén chia

o

2 x 15 tablets

STORAGE - In a dry, cool place (below 30°C).
Protect from light.

KEEP OUT OF REACH OF CHILDREN

|
|
|
READ THE LEAFLET GAREFULLY |

BEFORE USING —

2 x 15 vién nén

Glimepirid 4mg

CHI BINH, CHONG CHI BINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHA

Xem # hudng dan s& dyng.
TIEU CHUAN - TCCS,

s

c

BAO QUAN - Noi khs, mat [dwsi 30°C). TN
Trénh énh séng.

BE XA TAM TAY TRE EM
DOC K¥ HUGNG DAN sU DUNG
TRUGC KHI DUNG
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HUONG DAN SU DUNG THUOC

Thuée bén theo don. Néu cén thém théng tin, xin hoi ¥ kién bdc sp.
Doc ky huomg ddn sir dung trudc khi ding. Dé xa tdm tay tré em.

DIAPRID 4

THANH PHAN: M3i vién nén chira

Glimepirid............cccc.ceerrrrnccnnd Mg

Ta dwgre: microcrystalline cellulose, lactose, tinh bét ngd, magnesi stearat, talc, natri starch glycolat, colloidal silicon
dioxyd, mau xanh alizarin cyanin.

DUQCLYCHQC

Glimepirid Ia thudc tri di thao duong dang ubng.

Glimepirid 1a m¢t sulfamid ha dudng huyét thuée nhém sulfonyluré, c6 thé dugc sir dung trong diéu trj dai théo duong
khéng phy thudc insulin. Thude tic déng chui yéu bing cach kich thich giai phéng insulin béi cc té bao beta ciia dao
Langerhans ¢ tuy tang, ciing nhu cé4c sulfonyluré khc, hi¢u lyc nay dya trén sy ting d4p img cua céc té bao nay ddi véi
glucose. Ngoai ra, ngudi ta nhan thiy glimepirid ciing nhu céc sulfonyluré khéc dudng nhu con ¢6 cac tic dung ngoai
tuyén tuy.

Co ché tac dung ciia glimepirid 1a lién két v6i thy thé & mang té bao beta, lam déng cac kénh kali phy thupe ATP, Viéc
déng kénhkali gay khir cuc mang, 1am mé kénh calci khién ion calci ting gianhdp vao trong té bao. Sy ting ndng do calci
ndi bao kich thich giai phéng insulin ra khoi té bao.

DUGC PONG HQC

Glimepirid 6 sinh kha dyng rét cao. Thirc an khong lam thay déi dang ké sy hép thu ciia thuée, nhung téc dg hap thu ¢6
chém hon. Néng d¢ tbi da trong huyét tuong dat dugc khoang 2 gi& 30 phut sau khi uéng thudc. Glimepirid c6 thé tich
phan b6 rét thép (khoang 8,8 lit) twong ty nhu albumin. Glimepirid lién két nhiéu véi protein huyét twong (> 99%) va ¢6
d¢ thanh thai thap (xép xi 48 mI/phiit). Nira dori trong huyét trong ciia glimepirid 1a 5 - 8 gity, nhung khi ding lidu cao, nira
dbi s& dai hon. Sau khi udng glimepirid duge danh d4u, thy 58% céc chéit chuyén héa thai trir qua nuéc tiéu va 35% qua
phan. Trong nudc tiéu, khéng con co glimepirid & dang chua chuyén héa. Glimepirid chi yéu bj chuyén héa & gan boi
CYP2C9. Hai din chéthydroxy va carboxy ciia glimepirid déu théy trong nude tiéu va phan.

O dong vat, glimepirid dugc bai tiét quasira.

Glimepirid qua dugc nhau thai; thudc qua hang rio mau nio kém.

CHIDPINH

Dai thdo dudmg typ 2 khong phy thuge insulin & ngudi 16n, khi néng o dudmg huyét khéng thé kiém soat dugc bang ché
d¢ &n kiéng, tap thé duc va giam cén don thuin.

LIEUDUNG VA CACH SUDUNG

Cdch ding: thuong ubng thube 1 14n trong ngay vao ngay truée hotic trong bita an sang hofic bita &n trua. Udng nguyén
vién, khong dugc bé vién thube.

Liéu ditng

Khoi dau Img x 1 lan/ngay. Sau d6, cir mi 1 — 2 tuln, néu chua kiém soat dugc glucose huyét, thi ting lidu thém
Img/ngay, cho dén khi kiém soat dugc glucose huyét.

Liéu tdi da cta glimepirid 12 8 mg/ngay. Théng thuomg, ngudi bénh dap img v6i liéu 1 —4 mg/ngay, it khi ding dén 6 hoic
8 mg/ngay.

Liéu caohon 4 mg/ngay chi c6 két qua tét hon 6 mét sé truomg hop dic biét.

Phdi diéu chinh liéu trong cdc truong hop sau:

Néu sau khi uéng 1mg glimepirid ma da c6 hién tugng ha glucose huyét thi ngudi bénh d6 c6 thé chi cAn diéu tri béng ché
d9 &n valuyén tap.

Khi bénh duge kiém soat, glucose huyét én dinh, thi d¢ nhay cam véi insulin dugec cai thign, do d6 nhu ciu glimepirid c6
thé giam sau khi diéu trj duge mét thoi gian. Can thay di liéu glimepirid dé tranh bj tut glucose huyétkhi:

- Cén ngng cia ngudi bénh thay déi.

- Sinh hoat ciia ngudi bénh thay déi.

-Cosukéthop voi thudc hogic cac yéu té ¢6 thé lam tang hoge giam glucose huyét.

Suy giam chire ndng gan, thdn:

Truong hop suy giam chirc ning than, liéu ban dau chi ding Img/lan/ngay. Liéu c6 thé tang Ién, néu ndng d¢ glucose
huyét lic d6i vAn cao. Néu hé sb thanh thai creatinin dudi 22 ml/phut, thuéng chi dung 1mg/lan/ngay, khong cin phai
ting hon. Ddi véi suy giam chic nang gan, chua dugc nghién ctru. Néu suy than nang hodc suy gan ning, phai chuyén
sang dung insulin.

Chuyén tir thudc khdc chira ddi théo duong sang glimepirid:

Khoi dau bing 1mg/ngay, rdi tang lidu din nhurtrén, du ngudibénh da dung dén lidu t6i da ctia thude chiva dai thao dudmg
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ma truéc ddy dd ding. Néu ding thude trude d6 c6 thai gian tac dung kéo dai hogic ¢6 twong téc cong hop véi glimepirid,
c6 thé phai cho ngudi bénh nghi thudc trong mét thovi gian (1,2 hofic 3 ngay tily theo thude dung truée do).

Diing phéi hop glimepiridva metformin hodc glitazon:

Khi dung glimepirid don dgc ma khong kiém soat duge glucose huyét nita, thi c6 thé dung phéi hop véi metformin hozic
glitazon. Cén diéu chinh lidu, bét du tir lidu thép cia mi thudc, sau tang dan lén cho dén khi kiém so4t duge glucose
huyét. Khi sir dung ddng thosi glimepirid va metformin, cdc nguy co tut dudng huyét lién quan dén glimepirid vin tiép tuc
va c6 thé ting lén.

Diing phéi hop glimepiridva insulin:

Sau khi dung glimepirid duoc mét thoi gian, néu dung glimepirid don doc 8mg/ngay ma khong kiém soét dugc glucose
huyét, thi c6 thé phdi hop thém véi insulin, bit du tir liéu insulin thép, rdi tang ddn cho dén khi lidu kiém soét duge
glucose huyét. Khikét qua d2 6n dinh, cAn giam sat két qua phoi hop thude bing cach theo dasi glucose huyét héng ngay.
THAN TRONG

Ngudi bénh can dwgc huéng din ddy dii v& ban chit cia déi thao dudng va cén phai lam gi dé phong tranh va phét hién
bién chimg. Glimepirid ciing nhu cac sulfonyluré khéc c6 thé gdy ha glucose huyét (lugng glucose trong mu ha xudng
dudi 60 mg/dl twong dwrong 3,5 mmol/lit). Ha glucose huyét c6 thé xay ra khi dung thuéc qua lidu, an uéng khong day du,
thét thuong, bé bira, luyén tap ning nhoc kéo dai, uéng rugu. Ha glucose huyét thuémg xay ra phé bién hon & ngudi cao
tudi, ngudi suy than, suy gan. Khi bj ha glucose huyét, can tién hanh nhu trong myc Qué lidu va xirtri.

Ngudi bénh dang 6n dinh v6i ché d6 diéu tri bing glimepirid c6 thé tré nén khong kiém soat dugc glucose huyét khi bj
stress (chén thuong, phAu thuat, nhidm khuan sét cao). Khi 6 c6 thé cin phai dung insulin, phéi hop véi glimepirid hodc
ding don dgc insulin thay cho glimepirid.

Ngui thiéu hyt enzym glucose-6 phosphat dehydrogenase.

CHONG CHI PINH

Dai thao dudng phu thudce insulin.

Suy thén, suy gan niing.

Nhiém ceton acid do dai th4o dudng.

Mén cdm véi thanh phan thubc, véi cac sulfonyluré khéc.

Cé thai hodc dyu dinh c6 thai.

Phu nit cho con b,

Tién hon mé hogc hon mé do déi thao dudng, hon mé tang 4p lyc thdm thau do dai tho duong.

Nhimg trudng hgp méc bénh c4p tinh.

TUONG TACTHUOC

Glimepirid duge chuyén héa & gan boi cytochrom P450 (CYP2C9). Chuyén héa ciia né s bi bién ddi trong truomg hop
phéi hop véi céc chét cam tmg CYP2C9 (nhu rifampicin) hodc véi cac chét rc ché (nhu fluconazol).

Céc tuong tac sau day cén hru y:

Tang tdc dung ha glucose huyét: ¢6 thé xay ra tinh trang ha glucose huyét khi glimepirid dugc ding ciing véi céc thuée
sau:

Phenylbutazon, azapropazon, oxyphenbutazon.

Insulin va cac thube chéng déi thao duwong ubng, thi dy metformin.

Céckhéng sinh nhu ciprofloxacin; pefloxacin...

Cécssalicylat vaacid para-aminosalicylic, m{t s6 thudc khéng viém khéng steroid (NSAID).

Céc steroid dong héa va hormon sinh duc nam.

Cloramphenicol, m6t s sulfamid tac dung dai, cc tetracyclin.

Céc thube chéng dong coumarin,

Fenfluramin.

Céc fibrat.

Cac chét trc ché enzym chuyén.

Fluoxetin, cac IMAO.

Alopurinol, probenecid, sulfinpyrazon.

Céc chét trc ché than kinh giao cam.

Cyclophosphamid, trofosfamid va ifosfamid.

Miconazol, fluconazol,

Pentoxyfylin (& liéu cao bing dudng tiém).

Tritoqualin,

Giam tdc dung ha glucose huyét: viviy c6 thé xuit hi¢n tinh trang tang glucose huyétkhi dung glimepirid ciing cac thuée
sau day:
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Estrogen va progestatif,

Céc thube loi tiéu thai mudi va lgi tidu thiazid.

Céc thude gidng hormon tuyén giap, glucocorticoid.

Céc dan chét phenothiazin, clorpromazin.

Adrenalin va céc thu6c gidng thin kinh giao cam.

Acid nicotinic (liéu cao) va céc din chét ciia acid nicotinic.
Céc thudc nhuén trang (dung dai han),

Phenytoin, diazoxid.

Glucagon, barbituric va rifampicin.

Acetazolamid.

Lam tang hodc giam tdc dung ha glucose huyét:

Céc thuée ddi khang thy thé Histamin Ho.

Cac thudc chen beta, clonidin, guanethidin, reserpin.
Ubng rugu c6 thé lam tang hodc giam tac dung ha glucose huyét ciia glimepirid mot cach khé doan truée.

Glimepirid c6 thé 1am tang holic giam bét céc tac dung cuia cac thude chéng dong mau coumarin.

TACPONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Su linh hoat va phan img ciia bénh nhén c6 thé bj giam khi diu trj. Nhét 1a khi khoi ddu diéu trj hay thay déi trj liéu hodc
khi khong dung thube déu dn. Diéu nay c6 thé anh hueng dén kha nang l4i xe va vén hanh méay moc.

PHUNU COTHAIVA CHO CON BU

Thoi ky mang thai

Cdc nghién ciru trén siic vat cho thay thudc ¢6 doc tinh trén phoi, gay doc cho thai va c6 thé gay quéi thai. Vi vdly chong
chi dinh dung glimepirid cho ngudi mang thai. Ngudi dang dung glimepirid ma c6 thai, phai bio ngay cho thdy thuéc dé
chuyén sang ding insulin va phai diéu chinh liéu insulin dé giir glucose huyét &mirc nhur binh thuong.

Thi ky cho con bt

Glimepirid vao dugc sitame. Vi vdy, chng chi dinh ding glimepirid cho ngudi cho con bu; phai diing insulin dé thay thé.
Néu bét buc phai dung glimepirid thi phai ngimg cho con bi.

TACDUNG KHONG MONG MUON

Téc dung khdng mong mudn quan trong nhét 1a ha glucose huyét.

Thiong gdp: Than kinh: hoa mét, chéng mat, nhirc dAu. Tiéu héa: budn ndn, non, cam gidc ddy tirc & ving thuong vi, dau
bung, ia chay. Mat: khi bét d4u ding thuc thudng c6 réi loan thi gidc tam thi, do sy thay déi vé mirc glucose huyét.

It gap: Da: phan img dj (mg hoic gia dj img, mén dé, may day ngira.

Hiém gdp: Gan: tdng enzym gan, vang da, suy giam chirc ning gan. Mau: giam tiéu ciu nhe hogic nging, thiéu mau tan
huyét, giam héng cAu, giam bach cu, m4t bach ciu hat. Mach: viém mach mau dj tmg. Da: man cdm véi anh séang.

Théng béo cho thiy thudc téc dung khdng mong muén giip phai khi sir dung thudc.

Huémng din cach xirtriADR

Théng thudng céc ADR néi trén s& giam dan va ti hét trong qué trinh didu tri. Truong hop xay ra qué nang thi phai ngimg
thude.

QUALIEU

Triéu chirng: qua lidu din dén hién tuong con tut glucose huyét: nhirc diu, ngudi mét 14, run rdy, va md hoi, da dm lanh, lo
ling, nhip tim nhanh, huyét 4p ting, hdi hop, birt rirt, tirc ngyrc, loan nhip tim, déi cdn cio, budn nén, non, budn ngi, giam
tap trung, giam linh hoat, giam phan img, réi loan 1&i n6i, réi loan cam gidc, liét nhe, chéng mat, réi loan tri gide, ngd ga,
tram cam, 16 1&n, mét tri gidc, d4n dén hon mé. Khi hdn mé, tho nong, nhip tim chém. Bénh canh 1am sang cuia con tut
glucose huyét nang c6 thé giéng nhw mot con dot quy. C6 thé t¢i 24 gior sau khi uéng trigu chimg méi xuat hién.

Xik tri: truong hop nhe: cho udng ngay glucose hoc duong tring 20 — 30g hoa vao mot cée nude va theo doi glugose
huyét. Cir saukhoang 15 phiit lai cho ubng mt 14n, cho dén khi glucose huyét tré lai binh thuomg.

Truomg hgp n@ng: ngudi b§nh hon mé hogc khdng ubng dugc, phai cho nhép vién cap ciru va tiém tinh mach ngay $0ml
dung dich glucose 20 - 30%, sau d6 phai truyén tinh mach cham dung dich glucose 10% dé tang d
dén gi6i han binh thudmg. CAn theo di lién tyc glucose huyét dén 24 —48 gidr vi rit dé xuét hién
Néu qué ning, c6 thé tiém dusi da hozc bap thit 1 mg glucagon. Néu ubng qua nhiéu glimep
udng than hoat.

HANDUNG  36thangké tirngay san xuét.

BAOQUAN  Noikh6, mat (du6i30°C). Tranh énh sang.
TIEUCHUAN TCCS

TRINHBAY  Hop2vix 15 vién.

CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguyén Hug, Tuy Hoa, Phi Yén, Viét
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