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Rx. Thuéc bdn theo don

Doc ky hudng ddn sir dung truce khi ding.

Néu cdn thém théng tin xin hoi ¥ kién bdc st hodc duwoc si.

Théng bdo cho bdc st biét cdc tdc dung khéng mong mudn gdp phai khi diing thuéc.
Pé thuic xa tdm voi tré em. Khong ding thuéc qud han sir dung.

GLEMEP

[Thanh phin]: Méi vién nén chia:

Hoat chat: Glimepiride: 2 mg

Td dwoc: Microcrystalline Cellulose ( Type 101) 137.56mg, Pregelatinized Starch ( Starch STA
RX-1500)16mg, Sodium Starch Glycolate 3.2mg, Magnesium Stearate 0.8mg, Colloidal
Anhydrous Silica 0.4mg.

[Tinh chit dwoc lwe hoc)

Co ché lam giam duong huyét cua Glimepiride 1 kich thich insulin bai tiét tir c4c té bao beta cua
tuy vao mdu. Hon nita, cdc tdc dung ngoai tuy c6 thé c6 vai trd trong hoat dong cia cic
sulfonylurea nhu Glimepiride. Diéu nay duoc khing dinh qua céc nghién ctu lam sang va tién
lam sang cho thiy diing Glimepiride c¢6 thé lam tang do nhay cam ctia cdc mo co thé véi Insulin.
Tuy nhién ciing giéng nhu céc sulfonylurea khéc, co ché ha duong huyét cua Glimepiride trong
diéu tri dai han chua duoc xdc dinh rd.

Glimepiride c6 hiéu qua trong qué trinh diéu tri ban déu. O nhiing bénh nhéan khéng
dugc nong 46 duong huyét khi dung lidu phdp diu tri don bing glimepiride hoic
két hop gitra Glimepiride va metformin c6 thé cé tdc dung hiép ddng, do ca 2 chat
ting do dung nap glucose theo cédc co ché hoat dong khéc nhau. Trong cdc nghién cir, Tac dung
b sung nay duoc tim thdy & Metformin va cic sulfonylurea.

[Tinh chit dwoc déng hoc]

Hip thu: Sau khi dung dudng uéng Glimepiride dugc hip thu hoan toan tir dudng tiéu hod. Céc
nghién citu cho thdy khi diing liéu don theo duong uéng cho nhimg c4 thé binh thuong khoé
manh va nhiéu liéu nhéc lai cho bénh nhan déi thdo dudng khong phu thuge Insulin cho thiy mot
luong dang ké Glimepiride dugc hip thu trong vong | gio sau khi ubng va néng d dinh cia
thudc (Crmax) dat duoc sau 2 dén 3 gio. Khi dung Glimepiride trong bita &n, thoi gian Tpax (thoi
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gian dé dat dén Cpae) trung binh ting nhe (12%) va Cy,, trung binh va AUC (dién tich duédi
dudmg cong nong d6) giam nhe (tuong ng 13 8% va 9%).

Phdn bé: Sau khi tiém tinh mach cho nhiing c4 thé khoé manh, thé tich phan b (Vd) 1a 8,8 L
{113 ml/kg), v tong d6 thanh thai (CL) 12 47,8 mi/phiit. Ty 1& gin két véi Protein hon 99,5%.
Chuyén hod: Glimepiride duge chuyén hod hoan toan do qué trinh oxi hod bién doi sinh hoc sau
khi ding theo dudmg udng hodc tidm tinh mach. Céc chit chuyén hod chu yéu 1a din chat
Cyclohexy! hydroxy methyl (M1) va din chét carboxyl (M2). Cytochrome P450 I C9 ¢6 lién
quan dén qud trinh bién déi sinh hoc Glimepiride thanh M1. M1 tiép tuc duoc chuyén ho4 thanh
M2 boi mét hodc vai enzyme bao tuong. Trong céc thi nghiém trén déng vat, M1 ¢6 khoang 1/3
tdc dung duogc 1y so voi chat ban dau chua chuyén hod, tuy nhién tac dung giam nbng dé duong
ctia M1 trén lam sang chua dugc sang to.

Thai trir: Khi udng Glimepiride ¢ gin “C, c6 xap xi 60% téng hoat luc phéng xa duoc bai tiét
viio trong nudc tiéu trong vong 7 ngay va M (chiém uu thé) va M2 chiém 80% dén 90% dugc
tim thdy trong nude tiéu. C6 khoang 40% tong hoat luc phéng xa duge tim thdy trong phén va
M! v M2 (chiém wu thé) chiém 70% duge tim thdy trong phan. Khéng tim thdy thudc & dang
ban dau chua chuyén ho4 trong nuéc tién va phin. Sau khi tim tinh mach, khéng thiy su bai tiét
dang ké Glimepiride hofic chat chuyén hod M1 ctia né trong dich mat.

[Chi dinh]

Glimepiride dugc ding dé diéu tri d4i thdo dudng khéng phu thudce insulin (typ II) khi khéng thé
kiém sodt dugc ndng d6 dudmg huyét chi bang ché do 4n kiéng, tap thé duc va giam cn.
Glimepiride ciing duoc chi dinh két hop v6i Insulin dé& giam dutmg huyét trén bé;l\‘l flpll?ﬁn trén
bénh nhin ting dudmg huyét khong thé kiém sodt duoc bing ché do an kiéng, tip tHé\duc hodc
két hop voi cic thude ha duong huyét dudng udng khic. W '
[Liéu weng va each ding]

Cén phai dung Glimepiride v6i liéu luong thap nhit ma vin dat duge tic dung mong mudn. Thoi
gian sir dung va lidu trong thude duge chi dinh bai béc si khi xem xét tinh trang va 151 séng hién
tai cua bénh nhan. Can thuong xuyén lam cdc xét nghiém mau va nude tiéu dé theo dbi su thay
doi nén_g dd dudng huyét cia benh nhén. Tu d6 didu chinh qua trinh diéu tri cho phi hop.

Nén uong thudc ngay mot lan vao bira dn sdng hodc biia dn chinh déu tién trong ngay.

Liéu khoi dau:
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-

O bénh nhan chua dugc diéu tri, lidu khéi ddu 12 1-2mg ngay mét lan. O bénh nhén suy nhuoc,
suy dinh dudng, nguoi gia, suy gan hodc suy than, bénh nhan ¢6 nguy co ha duong huyét nén
khoi ddu bang liéu 1mg ngay mot lan.

O bénh nhan timg duoc diéu tri bing cac thudc tiéu duong khéc: liéu khoi dau thong thuong &
ngudi 16m 12 1-2 mg ngdy mét lan. Liéu khoi dau khong nén qud 2mg mdi ngay.

Liéu duy tri:

Liéu duy tri thong thudng tir 1-4mg ngay mét 1an. O bénh nhan da ding glimepiride 1mg/ ngay
c6 thé tang liéu dén 2mg mot ngay néu van chua dat mirc dudng huyét mong muédn sau 1 dén 2
tun diéu tri. Khi da diing dén liéu 2mg. viéc diéu chinh liéu sau d6 tuy thudc vao mirc dung nap
va ddp umg cua bénh nhan. Nén ting liéu tir tir, mdi lan tang khong qud 2mg/ ngay cdch quing
khoang tir |-2 tuin. Liéu t6i da khuyén dung I 8mg/ngay.

Sir dung trong nhi khoa: Khong khuyén dung cho tré em vi d6 an toan va hiéu lyc trén tré em
chua dugc nghién ciru.

[Chong chi dinh]

- Chong chi dinh diéu tri déi thdo dudng phu thue Insulin (typ I) (thi du diéu trj cho bénh nhén
c6 tién st nhiém acid do nhiém ketone), cling chong chi dinh cho bénh nhan déi thdo duomg
nhiém acid do nhiém ketone, diéu tr tién hon me, hon mé trong déi thdo duong.

- Chong chi dinh cho céc bénh nhén ¢6 tién st man cam véi Glimepiride, cdc thude diéu tri déi
thdo dwong nhom Sulfonylure khéc, cac Sulfonamide, va bét cir t4 dugc nao.

- Thudc chua timg dugc sir dung cho cdc bénh nhan phai thim tdch mé4u, bénh nhén c6 rdi loan
chic néang gan nang. Dor voi bénh nhén suy giam chuc nang thdn ning, chuyén sang ding
Insulin c6 thé 12 can thiét dé duy tri tét su kiém sodt chuyén héa.

[Nhitng lwu y dic biét va cinh bao khi sir dung thudce]

Trong nhing tuan dau tién diéu tri, bénh nhén ¢6 nguy co ha duong huyét do dé, cin phai theo
ddi can than. Néu truong hop nay xuat hién, can phai diéu chinh liéu Glimepiride.

Ha duong huyét c6 thé duoc kiém soat nhanh chéng tic thoi bing céch sir dung carbonhydrates (
Glucose hay duong, dudi dang dudong khdi, nudc trdi ciy c¢6 duomg, nudc tra duong...)

[Twong tac véi cac thude khac, cac dang twong tac khac]

-Tang tic dung ha duong huyel c6 thé xay ra khi dung két hop véi : Insulin
dai thédo duong dang udng, thudc we ché men chuyén, Allopurinol, céc steroid
sinh duc nam, Chloramphenicol, chéng déng méu Coumarin, cyclophosphamidg, cl/!,sépyramlde
fenfluramine, fenyramidol, fibrates, fluoxetin, guanethidine, ifosfamide, thubadc ché MAO,
miconazole, fluconazole, acid para-aminobenzoic, pentoxifylline (liéu cao ngoai dudong udng),
phenylbutazol, — azapropazone, oxyphebutazone, probenecid, quinolones, salicylates,
sulphinpyrazone, khang sinh sunfonamide, tetracyclines, tritoqualine, trofosfamide, thuéc trc ché
cuong giao cam.

- Giam tdc dung ha dudng huyét khi dung két hop véi: acetazolamide, barbiturates,
corticosteroid, diazoxide, thuéc loi tiéu, adrenaline va cic thudc cudng giao cam khéc,

¢ thuoc diéu tri
g hod, hormone
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glucagons, thudc nhuén trang (su dung kéo dai), acid nicotinic (liéu cao), oestrogens,
progesteroncs thuéc trénh thai duong ubdng, phenothiazine, phenytoin, rifampicin, hormone
tuyén gidp, chlorpromazine, izoniazid.

- Céc thubc ¢6 thé 1am tang hodc 1am giam téc dung ha glucose médu ciia Glimepiride: cdc thude
chtt van receptor H,, clonidine va reserpin.

- Ubng nhiéu ruou hodic thuong xuyén udng ruou c6 thé 1am tang kha nang hodc lam giam téc
dung cua Glimepiride ma khéng thé du doén trudc dugc céch tic dung.

[Tac dung khong mong muon cita thudc]

Téc dung khong mong mudn quan trong nhét 1a gay ha duong huyét. Khi xay ra ha duong huyét,
cén thuc hién nhu muc "Si dung qud liéu".

Thuong gdp, ADR > 1/100

Thén kinh: Hoa mit, chéng mit, nhirc dau.

Tiéu héa: Budn nén, nén, cam gidc day tirc ¢ ving thuong vi, dau bung, ia chay.

Mat: Khi bat dau dung, thudng c6 rdi loan thi gidc tam thdi, do su thay déi vé mic glucose
huyet

[t gap 1/1000<ADR<1/100

Da: Phan tng di Ung hodc gia di tmg, man do, mé day, ngua.

Hiém gap, ADR <1/1000

Gan: Tang enzym gan, vang da, suy giam chic ndng gan.

Méu: Giam ti€u cau nhe hodc ning, thiéu mé4u tan huyét, giam hong ciu, giam bach ciu, mat
bach cdu hat.

Mach: Viém mach mdu di tng.

Da: Min cam véi anh sdng.

Cach xir tri ADR
Thong thuong, cdc téc dung khong mong mudn néu trén sé giam dan va tu hét trong qué trinh
diéu tri. Nhung néu xay ra qu4 nang thi phai nging thubc.

[Sir dung thudc cho phu ni¥ c6 thai va cho con bi]

- Khéng su dung Glimepiride trong thdi ky mang thai boi vi thudc ¢6 thé gy hai cho bao thai.
Can chuyén sang str dung Insulin. Bénh nhan c¢6 du dinh mang thai, cin phai théng béo cho béc
s¥, va nén chuyén sang dung insulin.

- Trong céc nghién ctru sinh san tién hanh trén chudt nhét, ngudi ta thiy ndng do thudce déng ké
trong huyét thanh va sita chudt me, cling nhu trong huyét thanh chudt con. Boi vi céc
sulfonylurea khdc duoc bai tiét vao sita me nén dé tranh kha nang Glimepiride c6 mit trong sifa,
nguoi me phai chuyen sang dung insulin hodc ngirng cho con bi. \
-Trong mot s6 nghién ctiu tién hanh trén chudt me, chudt con da cho \t
Glimepiride trong thoi ky mang thai, cho con bi lam tang nhiing di dang tre}'n: rong ehudt con
bao gom lam ngan, lam day, lam cong xuong canh tay trong sudt giai doan sau R?h_yf%jh

néng dé cao

[Tac dong cua thube khi 14i xe va van hanh may méc]
Bénh nhan diéu tri d4i thdo dudng c6 thé bi giam thi gidc, do tinh tdo va phan xa khi I4i xe va vén
hanh may méc néu qué trinh diéu tri khong phii hop hoic khi bi ha duong huyét.
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[Sir dung qua liéu]

Qua liéu Glimepiride c6 thé dan dén chimg ha dudng huyét. Trong trudng hop nay, su diéu tri co
ban bao gém ngén can su hép thu bang cach gy non, sau d6 ubng nudc hodc nudc chanh voi than
hoat (chat hap phu) va natri sulfat (dé nhuan trang). Néu mot luong lén thuée dé duoc uong vao,
phai nra da day roi dung than hoat va natri sulfat.

Néu nghi ngd hodc chan dodn bénh nhan bi hén mé do ha dudng huyet can tiém tinh mach
nhanh dung dich glucose dac (50%) cho bénh nhén, sau d6 can truyén tinh mach dung dich
glucose loang hon (10%) véi toc do dé dam bao duy tri nong do glﬁc mau trén 100 mg/dl
Bénh nhén can dugc gidm sét can thén it nhét trong 24-48 gio, boi vi nnupg ha dudng huyét c6

thé xuét hién lai sau khi da c6 nhiing cai thién o rang vé triéu ching lam Z/
[Bio quin] Bio quan trong bao bi kin, nhiét d6 dudi 30°C, tranh 4nh sén

[Trinh bay] Hop 3 vi x 10 vién nén

[Tiéu chuan]: Nha san xuét
[Han dung] 36 thang ké tir ngay san xuat.

San xuit tai Bing-la-dét béi:

Healthcare Pharmaceuticals Limited

Nha mdy: Rajendrapur, Gazipur, Bangladesh. ; o
Van phong: 71-72, Old Elephant Road, PHO cuc TRUGNG

Eskaton, Dhaka-1000, Bangladesh. N unén %%
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