R THUOC BAN THEO PON

Doc kyj huong déan sit dung truéc khidung
Néu can thém thong tin xin héi y kién thay thuac
Chi dung thuac nay theo s ké don cua thay thuac

GREGORY

To thong tin saén phdm nay bao géom hweéng dén si dung cho thuéc c6 nhiéu ham lirong khéc
nhau.

THANH PHAN:
Moi vién nén bao phim GREGORY -2 c6 chua:
Glimepirid ............ccovvnen.n. 2 mg.

Ta duoc: Cellulose vi tinh thé, lactose monohydrat, tinh bgt ngd, croscarmellose natri, povidon,
mau quinolin yellow lake, magnesi stearat, talc, silicon dioxyd, natri lauryl sulfat,
hydroxypropylmethylcellulose 615, polyethylen glycol 6000...vira du 1 vién

Mdi vién nén GREGORY -4 ¢6 chua:

Glimepirid ...........cooeiinin... 4 mg.

Ta duoc: Cellulose vi tinh thé, lactose monohydrat, tinh bét ngd, croscarmellose natri, povidon,
mau black PN, mau brilliant blue, magnesi stearat, talc, silicon dioxyd, natri lauryl sulfat...vira
du 1 vién

Pac tinh dwoc lwe hoc:

Glimepirid 1a thuéc ha duong huyét thuoc nhom sulfonylurea. Ciing giéng nhu cac thudc khac
cia nhom ndy, co ché tic dong cua glimepirid chua duoc 1am rd. Glimepirid dudng nhu kich
thich té bao beta cua tuyén tuy tiét insulin, gay ha duong huyét. Ngoai ra, glimepirid ciing 1am
tang tinh nhay cam cua mo ngoai vi vai insulin.

Pic tinh dwge djng hoc:

H,é(lp thu: Glimepirid dugc hap thu tt bang duong uéng. Thure &n khong c6 anh huong dang ké
den sy hap thu, toc do hap thu hoi bi gidam. Nong do toi da trong huyét thanh (Cmax) dat duoc
khoang 2,5 gio sau khi uong (trung binh 0,3 g/ mL sau khi uong nhiéu Ileu 4 mg/ ngay), cO su
twrong quan tuyén tinh gitra liéu dung, Cmax va dién tich dudi dudng cong ndng do theo thoi gian
(AUC).

Phan bé: Glimepirid c6 thé tich phan b rat thap (khoang 8,8 L), gan két cao véi protein (> 99%)
va do thanh thai thap (khoang 48 mL/ phut).

O dong vat, glimepirid duoc tiét vao sira. Glimepirid qua dugc nhau thai, it qua duoc hang rao
mau nao.

Chuyén hda sinh hoc va thai trir: Thoi gian ban hiy trong huyét thanh sau khi uéng lap lai
nhiéu liéu Ia khoang 5 - 8 gio. Sau khi uong liéu cao, thoi gian ban hiy hoi kéo dai thém.

Sau khi ubng mot IIeu don glimepirid c6 danh ddu ddng Vi phong xa, 58% chat phong xa dugc
tim thay trong nudc tiéu va 35% trong phan. Trong nudc tiéu khong c6 chat ¢ dang chua bién doi.
Hai chat chuyen hoa - chu yeu la chuyen hoa ¢ gan (enzym chuyén hoéa chinh 1 CYP2C9) -
dugc tim thdy ca trong nudc tleu va trong phan Dan xuat hydroxy va carboxy. Sau khi uong
glimepirid, thoi gian ban hay cudi cuing cua cac chat chuyén hoa nay twong tng 13 3 - 6 gio va 5
- 6 gio.

So sanh khi ding mot liéu va dung nhiéu liéu trong ngay: Khong c6 su khéc biét dang ké. Sy
khac nhau gitra cac ca thé ciing rat thip. Khong ¢ sy tich lity dang ke

Duoc dong hoc twong tur & nam va nit, ciing twong tu & ngudi tré tudi va ngudi cao tudi (trén 65
tudi).

CHI PINH:

Glimepirid dugc chi dinh dung hd trg cho ché d6 an kiéng & bénh nhan bj tiéu duong tuyp 2
(khdng phu thugc insulin). Glimepirid co thé dung phdi hop véi metformin khi ding mét loai
thudc khong dat duoc két qua diéu tri mong mudn.
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LIEU DUNG - CACH DUNG:

Liéu dung tuy thugc glucose huyét, dap wng va dung nap thUOc ctia nguoi bénh. Nén ding liu

thudc thap nhat ma dat duoC muc glucose huyét mong muén. Liéu khoi dau nén 1a 1 mg/ ngay

Sau d6, cir mdi 1 - 2 tuan, néu chua kiém soat duoc glucose huyét, thi ting liéu thém 1 mg/ ngay,

cho dén khi kiém sodt duoc glucose huyét. Liéu toi da cua glimepirid 1a 8 mg/ ngdy. Thong

thuong, nguol bénh dap tng véi licul- 4 mg/ ngay, it khi dung dén 6 hoic 8 mg/ ngay. Liéu cao
hon 4 mg/ ngay chi c0 két qua tSt hon & mot s6 truong hop dic biét.

Thuong ubng thudce 1 lan trong ngay, vao tru¢c hoac ngay trong bita dn sang c6 nhiéu thirc an,

hodc trugc bita an chinh dau tién trong ngay. Nudt _hguyén vién thudc, khong nhai, véi khodng

nira cde nudc. Khong bao gio dugc uong bu mot lieu da bi quén khdng uong. Néu phat hi¢n da
dung mot liéu qua I6n hoac uong du mot lidu, phai bao ngay cho thay thudc giai quyét trude khi

Xuat hién céc biéu hién qua liéu.

Phdi diéu chinh Iiéu trong cdc truong hop sau:

- Néu sau khi UOng 1 mg glimepirid ma da c6 hi¢n tuong ha glucose huyét thi ngudi bénh d6 co
thé chi can diéu tri bang ché do an va luyén tap.

- Khi bénh duoc kiém soat, glucose huyét 6n dinh, thi d6 nhay cam véi insulin dugc cai thién,
do d6 nhu cau glimepirid c6 thé giam sau khi diéu tri duoc mot thoi gian. Can phai giam liéu
glimepirid dé tranh bj tut glucose huyét.

- Khi can nang cua nguoi bénh thay doi.

- Khi sinh hoat ctia nguoi bénh thay doi.

- Khi c6 su két hop véi thudc hoac cac yéu td co thé lam tiang hoac giam glucose huyét.

Suy giam chuec nang gan, than:

Truong hop suy giam churc nang than, lidu ban dau chi dung 1 mg/ 1 1an mdi ngay. Liéu c6 thé

tang l1én, néu nong do glucose huyet lac doi van cao. Neu hé s6 thanh thai creatinin dudi 22

ml/phut, thuong chi ding 1 mg/ 1 1an mdi ngay, khong can phai tang hon. Ddi v6i suy giam chirc

nang gan, chua duoc nghién ctru. Néu suy thin ning hodc suy gan ning, phai chuyén sang dung
insulin.

Chuyén tir thuéc khéc chita dai théo duong sang glimepirid:

Cuing phai khei dau bang 1 mg/ ngay, roi tang liéu dan nhu trén, du nguoi bénh da dung dén liéu

t6i da cua thudc chita dai thdo dudong ma trude day di dung. Néu thude dung truge do co thoi

gian tac dung kéo dai (nhu clorpropamid), hodc c6 twong tac cong hop veéi glimepirid, co thé
phai cho nguoi bénh nghi thudc trong mét thai gian (1, 2 hodc 3 ngay tuy theo thude ding trudc
do).

Diing phoi hop glimepirid va metformin hodc glitazon:

Khi dung glimepirid don doc ma khong kiém soat duoc glucose huyét nira, thi cd thé dung phdi

hop véi metformin hodc glitazon. Can diéu chinh liéu, bat dau tir liéu thap cia mdi thudc, sau

tang dan 1én cho dén khi kiém soat dwoc glucose huyet Khi str dung dong thoi gllmeplrld va
metformin, cac nguy co tut dudng huyét lién quan dén glimepirid van tiép tuc va cd thé ting lén.

Can phai than trong.

Dung phéi hop glimepirid va insulin:

Sau khi dung glimepirid dugc mot thoi gian, néu dung ghmeplrld don doc 8 mg/ngay ma khong

klem soat dugc glucose huyet thi ¢6 thé phéi hop thém véi insulin, bat dau tir heu insulin thap,

roi tang dan cho dén liéu kiém soat dugc glucose huyet Khi két qua d 6n dinh, can giam sat két
qua phdi hop thudc bang cach theo ddi glucose huyét hang ngay.

TAC DUNG KHONG MONG MUON:

Tac dung khéng mong mudn quan trong nhat 12 tut glucose huyét. Khi xay ra tut glucose huyét,
can thuc hién nhu muc “Qua liéu - Xt tri”.

Thuong gap, ADR > 1/100

Than kinh: Hoa mit, chéng mat, nhirc dau.

Tiéu hod: Budn ndn, ndn, cam giac day tic ¢ ving thuong vi, dau bung, ia chay.

Mit: Khi bit dau dung, thuong c6 réi loan thi giac tam thoi, do su thay d6i vé mirc glucose huyét.
it gap, 1/1.000 < ADR < 1/100
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Da: Phan ting dj tng hoac gia di tng, man do, may day, ngira.

Hiém gap, ADR < 1/1.000

Gan: Tang enzym gan, vang da, suy glam chirc nang gan.

Mau: Giam tiéu cau nhe hodc nang, thiéu mau tan huyét, giam hong cau, giam bach ciu, mat
bach cau hat.

Mach: Viém mach mau di ang.

Da: Nhay cam véi anh séng.

Huwdéng dan cach xir tri ADR

Thong thuong, cac tac dung khong mong mudn noi trén s& giam dan va ty hét trong qua trinh
diéu tri. Nhung néu xay ra qua nang thi phai ngung thuoc

Théng bé&o cho thay thusc cac tac dung khdng mong mudn gap phdi khi si dung thudc.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cac thubc 1am tang tac dung ha glucose huyét cua glimepirid nhu insulin, cac thudc khac 1am ha
glucose huyét, cloramphenicol, din chat coumarin, cyclophosphamid, disopyramid, ifosfamid,
thuéc tc ché MAO, thudc chdng viém khong steroid (acid paraaminosalicylic, céc salicylat,
phenylbutazon, oxyphenbutazon, azapropazon) probenecid, miconazol, cac quinolon, cac
sulfonamid, thudc chen beta, thubc wc ché men chuyen cac steroid dong hoé va noi tiét té sinh
duc nam. Khi phol hop mét trong céc thudc trén véi glimepirid, c6 thé dan dén nguy co tut
glucose huyet rat nguy hiém. Khi do, phai diéu chinh, giam liéu glimepirid.

Céc thudc lam tang glucose huyét khi phéi hop véi glimepirid nhu cac thudc lgi tiéu, dic biét Ia
thudc loi tiéu thiazid, corticosteroid, diazoxid, catecholamin va céc thudc cuong giao cam khéc,
glucagon, acid nicotinic (liéu cao), estrogen va thudc tranh thai c6 estrogen, phenothiazin,
phenytoin, hormon tuyén giap, rifampicin. Khi phdi hop mét trong céc thubc trén véi glimepirid
c6 thé dan dén tang glucose huyét, khéng kiém soat duoc glucose huyét nira. Khi d6, phai diéu
chinh ting liéu glimepirid.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

V61 moi ngudi bénh: Can giai thich cho nguoi bénh 1a tuy dung thude, van phai thyc hién ding
dan ché d6 an uong va tap luyen hop 1y. Phai thong bao cho bénh nhan va ngu’orl nha bénh nhan
vé nguyén nhan, cac biéu hién va cach xir tri tai bién tut glucose huyet dé nguoi bénh biét.
Glimepirid cling nhu cac sulfonylure khac c6 thé gay tut glucose huyet Nguoi bénh dinh dudng
kém, suy thuong than, suy gan, suy tuyen yén, ddc biét la suy than rat dé bi tut glucose huyét khi
dung glimepirid. Khi bi tut glucose huyét, _phai tién hanh nhu muc “Qua lidu va xr tri”.

Nguoi bénh dang 6n dinh véi ché do diéu tri bang glimepirid c6 thé trd nén khong kiém soat
dugc glucose huyét khi bi stress, chan thuong, phau thuat, nhiém trung, sbt cao. Khi do, nén
dung insulin phdi hop véi glimepirid hodc dung don ddc insulin thay cho glimepirid.

Dung glimepirid ciing nhu dung thude udng ha glucose huyét khic tuy di kiém soat duoc
glucose huyet nhung sau mot thoi gian, c6 thé khong kiém soat duoc glucose huyét nira. Khi do,
phai tang liéu hodc phdi hop v6i metformin, glitazon hodc véi insulin.

Khi dung glimepirid, glucose huyét c6 thé khong 6n dinh, nhat 1a khi bat dau dung, hodc khi thay
d01 tri liéu, hoac khi dung khong deu dan, lam cho sy linh hoat hoac phan Lrng ciia nguoi bénh co
thé giam. Diéu nay s& anh huong dén kha ning l4i xe hodc van hanh mdy moc.

Can cht y dic biét dén hién tu’ong tut glucose huyet ¢ nguoi cao tudi, nguoi dung thudc chen
beta hodc thudc huy giao cam, vi rat kho phat hién. Néu co tut glucose huyét, phai xu tri kip thoi.
Cén dinh ky theo ddi glucose huyét va ctr 3 - 6 thang mot 1an dinh lugng HbA1c dé néu can, phai
thay do6i _phac d6 diéu tri.

Dé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai:

Céc nghlen cau trén sy sinh san cuaa chuét va tho cho thay, thudc co doc tinh trén phai, gdy doc
cho thai va c6 thé gay quai thai. Vi vay, glimepirid chong chi dinh cho ngudi mang thai. Di voi
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nguoi dang dung glimepirid ma c6 thai, phal bao ngay cho thay thubc blet dé chuyén sang ding
insulin, va phai diéu chinh liéu insulin d¢ gii glucose huyét ludn & mac gan binh thuong.

Thoti ky cho con bu:

Glimepirid phan bé vao sita me. Vi vay, chdng chi dinh dung glimepirid cho ngudi cho con b,
phai dung insulin dé thay thé. Néu bat budc phai dung glimepirid thi phai nging cho con ba.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: , ,
Kha néng tap trung va phan ting cua bé¢nh nhan cd thé bi suy giam do duong huyet cao hoac thap.
bicu do c6 thé gay nguy hiém khi lai xe hoac van hanh may mdc.

QUA LIEU - XU TRI:

Biéu hién .

Qué liéu dan dén hién tugng con tut glucose huyét. Nhirc dau, ngudi mét 1, run ray, va mo hoi,

da am lanh, lo Iang, nh1p tim nhanh, huyet ap tang, hoi hop, but rat, tic nguc, loan nhlp tim, doi
con cao, budn nén, ndn, budn nga, giam tap trung, glam linh hoat, giam phan ung, roi I0an loi
noi, ro| loan cam gidc, liét nhe, chéng mat, rdi loan thi giac, nga ga, tram cam, 10 1an, mét tri giac,
dan dén hdn mé. Khi hén mé, thé nong, nhip tim cham. Bénh canh 1am sang cua con tut glucose
huyét ning c6 thé gidng nhu mot con dot quy. CO thé t6i 24 gid sau khi udng triéu ching méi
xuét hién.

X tri

Béo cho thay thudc ngay, nhap vién néu bi nang.

Trudng hop nhe: Cho udng glucose hoic dwdng trang 20 - 30 g hoa vao mot cée nudc va theo
ddi glucose huyét. Cir sau khoang 15 phut lai cho udng mat lan, cho dén khi glucose huyét trg vé
gidi han binh thuong.

Truong hop nang: Bénh nhan hdn mé hoic khong udng duoc, phai tiém ngay 50 ml dung dich
glucose 50% nhanh vao tinh mach. Sau d6, phai truyén tinh mach cham dung dich glucose 10 -
20% dé nang dan glucose huyet 1én dén gi6i han binh thuong. Can theo ddi lién tuc glucose
huyét dén 24 - 48 gio, vi rat d€ xuat hién tut glucose huyét tai phat. Néu nang qué, c6 thé cho
glucagon 1 mg tiém duéi da hoac bap thit. Néu uéng qua nhiéu glimepirid, can rira da day va cho
uong than hoat.

CHONG CHI PINH:

Pai thao duong phu thudc insulin (dai thao duong tuyp 1), nhiém acid-ceton do dai thao duong,
tién hén mé hoic hon mé do dai thao dudng, hon mé ting ap luc thim thau do dai thao duong va
nhiing truong hop méc céc bénh cap tinh. Nhing truong hop ndy can dung insulin.

Nguol bi suy than ndng, suy gan ning, nguol 6 thai hoac muon c6 thai, ngudi cho con bd. Riéng
nguoi cho con bu, néu ngung cho bu thi cd thé dung glimepirid.

Nguoi man cam véi glimepirid, ngudi da tng bi di tng, man cam véi sulfonamid, hodc man
cam v&i mot thanh phan nao d6 co trong thudc.

PONG GOI: Hop 6 vi x 10 vién.

BAO QUAN: Noi kho rao, tranh anh sang, nhiét d¢ khong qua 30°C.
TIEU CHUAN CHAT LUONG Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuét.

San xuat tai: _)

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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