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TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Chua c6 béo cdo vé tuong téc thude cua L-ornithin L-aspartat.

TAC DPONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua cé nghién citu vé anh hudng cua thudc 1én kha nang lai xe va van hanh méy méc.
Nén thén trong.

QUA LIEU - XU TRI: ‘
Chua c6 bdo cdo veé sir dung qua liéu.

PONG GOI: Hop 12 vi x § vién.

BAO QUAN: Noi kho réo, tranh anh séng, nhiét do khéng qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xuat.

HAN DUNG: 36 thang ké tir ngay sin xuét.

San xuét tai: |

CONG TY TNHH PAT VI PHU

(DAVI PHARM CO., LTD)

L M7A, Puong D17, Khu CN My Phuéc 1, Xa Théi Hoa, Huyén Bén Cat, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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Doc kp lucing din sie dung truge khi ding, huyét mong mudn, Liéu khdi ddu neén 12 | mg/ngdy. Sau do, cir mdi
Newwin thém thong tin xin hdi y kién théy thude. 1 - 2 tudn, néu chua kiém sodt dugc glucose huyét, thi tang tidu them
Chi ding thudc ndy theo sy ké don cia thiy thude, 1 mg/ngay, cho dén khi kiém soat dugc glucose huyét. Liéhgi.-da

cua glimepirid 13 8 mg/ngdy. Thong thutmg, ngudi bénh ddp imY voi

liéu 1 - 4 mg/ngay, it khi dun dén 6 hoic 8 mg/ngay. Lidy cao hon 4

|i GRE G ORY mg/ngay chlg{:ﬁg két qua tét h{gl d mét s6 tn.rbrg hgpydac biét.
| Thuéng uéng tfguéc 1 lin trong ngdy, vio truge hofic ngay trong bira
THANH PHAN: an séng c6 nhiéu thirc an, hofic trudc bira an chinh dSAu tién trong
MG vién nén bao phim GR EGORY-2 ¢6 chira: ngdy. Nuot nguyén vién thudc, khén_g nhai, v&i khoang nira cc nudc,
Glimepirid 405t WeNPe e 2mg. Khong bao gié' duge udng bi mot lidu da bj quén khong uéng. Néu
Ta duge: Cellulose vi tinh theé, lactose monohydrat, tinh bgr ngo, Phat hign da dung_rmﬁl_ _I_:éu qua lon hoa(_: Ud{lg {’“’ mdt l"?]-', Pf’li'” béo
crascarmellose natri, povidon, mau quinolin yellow lake, magnesi Ngay cho thdy thudc g1ai quyet truge khi xuit hign céc biéu hién qué

Stearat,  rale,  silicon dioxyd,  natri lawryl  sulfar, litu.

I T - .3 .
Hydroxypropylmethyicellulose 615, Polyetylen i ol 6000..via Phi dieu chinh liéu trong cdc truong hop sau:
d:i i ,,,?ff’ i 2 JEZE el - Neu sau khi udng 1 mg glimepirid ma da c6 hign tuong ha glucose

| huyZt thi ngudi bEnh d6 c6 the chi cin diu trj bing ché d9 an va

M vién nén GREGORY-4 c6 chira: luyén tip. 2 _ )

Glimepinid SE507 Wi ning 4mg. - Khi bénh duge kiém sodt, glucose hu!él dn dinh, thi 40 nhay cam

Ta duge: Cellulose vi tinh thé. lacrose monohydrat, tinh bt ngo, VOi insulin dugc cai thign, do d6 nhu ciu glimepirid c¢ thé gidm sau

croscarmellose natri, povidon, mgu black PN, mau brilliant biye, Khi d“’_u trj duge mot thti gian. Cén phai giam liéu glimepirid dé

magnest stearat, tale, silicon dioxyd, natri lauryl sulfat... vieg gy | It d“"f bj tut glucqsc huyc!. £

Vigrn - Khi can ning cia nguti bénh thay doi,

- Khi sinh hoat cua ngudi bénh thay ddi. s ;

- Khi ¢6 sy két hgp vdi thude hoac cac Yéu o c6 thé lam tang hojc

Djic tinh duge Iyre hoe: ) giam _g_lucostf huyet, ;

Glimepirid la thude ha duwimg huyét thuge nhom sulfonylurea, Ciing Sy gidm chire nang gan, than: =y . :

. giong nhu cic thube khac cia nhom nay, co ché tic dong cua T;ruémg,_ hop suy giam chirc niing th;m.:ln:ujmn dau chi ding | mg/l
glimepirid chua duge Iam 13, Glimepirid duong nhu Kich thich (¢ 14 mOi ngdy. Licu c6 thé tang len, neu nong dg glucose huyét lic

bio beta cia tuyén ty tiét insulin, gay hq ditmg huyét. Ngoai ra, 46i vin cao. Néu h¢ sO thanh thai creatinin du6i 22 ml/pha, thutmg

glimepirid ciing lam téing tinh nhay cam ctia mé ngoai vi véi insulin. chi ding I mg/I lin mdi ngdy, khong cdn phai tang hon. Bdi véi suy

Dijc tinh duge dong hoc: giam chirc nang gan, chua dugce nghién ciu, Néu suy thin néing hogic

Hiip thu: Glimepirid dugc hip thu 16t bing dudng udng. Thirc an SUY gan nang, phai chuyén sang ding insulin.

khong c6 anh hueng dang ké dén sy hdp thu, téc d9 hap thu hoi bj Chuyén tie ﬂmci.:: A‘:ﬁde chira déi .'hzia. dua:n'!g sang glimepirid: .
giam. Néng do tdi da trong huyét thanh (C,.) dat dugc khoang 2,5 CUng phai khdi diu bang 1 mg/ ngay, roi ting licu dan nhu trén, di
gitr sau khi udng (trung binh 0,3 Hg/ ml sau khi udng nhidu ligy 4 Ngudi bénh da dﬁxlg dén licu toi da c]]a thuéc chira dai 1h‘z'lo.dudmg
mg/ ngay), co sy tuong quan tuyén tinh gita lidu ding, C. va dign M rude diy da ding. Néu thudc ding trude d6 cé thei gian tic

tich dudi dutmg cong nong dg theo thai gian (AUC). dung kéo dai (nhu clorpropamid), hogc c6 tuong tac cong hop véi ’/

Phiin b: Glimepirid c6 thé tich phan b6 ra thip (khoang 8,8 Ijt), &limepirid, ¢6 thé phai cho nguti bgnh nghi thubc trong mt thos
gin két cao véi protein (> 99%) va ¢ thanh thai thip (khoang 48 my gian (1, 2 hodc 3 ngdy tuy theo thue ding trude do).
phit). Da‘ff:g ;.;hci:' hqp gf.f'.nfepl'rid va metformin hoéc' litazon;
d dong vi, glimepirid dugc tiét vao sira. Glimepirid qua dugc nhau  Khi ding glimepirid don doc ma khong kicm sodt duge glucose
thai, it qua dugc hang rio mdu ndo, 0 didy chivh 1ok vz e PIOLAOP VeI kil ;
Chuyén héa sinh hoe va thii trir: Thoi gian ban hiy trong huyét Can dicu chinh licu, bat dau tir lidu thp cia mdi thudc, sau tang dan
thanh sau khi udng 13p lai nhidu iy 13 Khodng 5 - 8 gitr. Sau khi !én cho dén khi kiém sodt duge glucose huyét, Khi sir dung ddng
udng lidy cao, thési gian ban hiy hoj kéo dai thém. th‘m g!:mep_u_nd v‘é m_qtl'onnm_, cac nguy co tyt dutmg h_uyél lién quan
Sau khi ung mot liéu don glimepirid c6 danh diu déng vj phéong xa, den glimepirid van iép tyc va ¢6 th ting Ién. Cén phai than trong.
58% chit phong xa dugc tim thdy trong nudc tidy va 35% trong phan. D*”'gp_"*"‘_""?" 3‘,{”"‘?",""‘! va insulin; i F: Mo A
Trong nuéc tiéu khong c6 chat ¢ dang chua bién déi. Hai chit Sau khi ding glimepirid dugc Mot thoi gian, néu ding glimepirid
chuyén héa - chii yéu I3 chuyén hoa & gan (enzym chuyén héa chinh don doc 8 mg/ngdy ma khong kiém soit duge glucose huyé, thi ¢6
12 CYP2CY) - dwge tim thdy ca trong nudc tiéu va trong phan: din thé phéi hgp thém Y0i insulin, bat ddu tir liéu insulin thap, roi ting
: din cho dén lidu kiém sodt dugc glucose huyét, Khi két qua da én

Xudl hydroxy va carboxy, Sau khj udng glimepirid, thai gian ban hay ¢ Al ; bkt 7 > o
. cudi cling cia cic chil chuyén héa ndy tuong imgla3-6gioyvas- dinh, cin giam sét két qua phoi hgp thuée bing céch theo doj
6 gio. glucose huyét hang ngay.

So sanh khi diing mgt lidu va dang nhiéu lidu trong ngdy: khong c6
su khdc bi¢t dang ké, Sy khac nhau gilra céc c (hé ciing rit thip. TAC DUNG KHONG MONG MUON: o
Khong ¢ sy tich Iy déng k. Téc dyung khéng mong muén quan trong nhat I3 tyt glucose huyét,

Dugc dong hoc twong ty & nam va N, cdng twong ty & ngudi tré i Khi xdy ra i glucose huyét, can thc hign nhu myc “Qud liu - xir

"

va nguti cao i (trén 65 tudi). tri”.
Thieong gap, ADR > 1/100
CHI D|NH; Than kinh: Hoa mé, chong mat, nhirc ddu.

Tiéu hoa: Budn nén, nén, cam gide ddy tirc ¢ ving thugng vj, dau
Ahdn bi ticu dutmg tuyp 2 (khong phy thudc insuliny. Glimepirid of bung, ia chay.

ing phéi by TP 2 (khong phy thude insu e imepir Mat: Khi bat ddu dung, thutmg c6 rdj loan thj gidc tam thé, do sy
thay déi vé mirc glucose huyiét,

I gap, 111000 < ADR < 1/ip0

LIEU DUNG - CACH DUNG: Da: Phn img dj img hogc gid dj img, mén do, may day, ngtra.
Liéu ding tuy thuoe glucose huyé, ddp img va dung nap thudc cia Hiém gép, ADR < 1] 1589,
nguoi bénh. Nén ding liéu thude thip nhat ma dat dugerdemluggs '
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Mau: Giam ticu c_ﬁu nhe hojc nang, thiéu mau tan huyét, giam hong
chu, gidmebach ciu, mét bach cdu hat.

Mach: Vigm mach mau dj img.

Da: Nhay cam v@i anh sang.

Huéng din cich xir trif ADR

Thong thutmg, céc tac dyng khdng mong mudn noi trén s& giam din
va tyr hét trong qué trinh diéu tri. Nhung néu xday ra qua njng thi phai
ngimg thuoc.

Théng bdo che thdy thuée cdc tdc dung khong mong mudn gap phai
khi sie dung thudc.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Cic thudc lam ting tic dyng ha glucose huyét cua glimepirid nhu
insulin, cdc thudc khac lam ha glucose huyét, cloramphenicol, dén
chit coumarin, cyclophosphamid, disopyramid, ifosfamid, thuéc (e
ché MAOQ, thude chong viém khong steroid (acid paraaminosalicylic,
cac salicylat, phenylbutazon, oxyphenbutazon, azapropazon),
probenecid, miconazol, cac quinolon, céc sulfonamid, thude ch¢n
beta, thude tre ché men chuyén, cic steroid dong hod va ndi tiél to
sinh dyc nam. Khi phdi hgp mét trong céc thude trén vai glimepirid,
¢6 thé ddn dén nguy co tt glucose huyet rat nguy hiém. Khi do, phai
dicu chinh, giam licu glimepirid. _

Cic thudc lam tang glucose huyét khi phoi hgp vi glimepirid nhu
cdc thude lgi tiéu, dic biét la thude lgi tidu thiazid, corticosteroid,
diazoxid, catecholamin va céc thude cuong giao cam khac, glucagon,
acid nicotinic (liéu cao), estrogen va thudc tranh thai co estrogen,
phenothiazin, phenytoin, hormon tuyén gidp, rifampicin. Khi phéi
hgp m{t trong cic lhuéq trén vai glimepirid c6 thé ddn den tang
glucose huyét, khong kiém sodt duge glucose huyét nira. Khi do,
phai dicu chinh tang licu glimepirid.

LUU ¥ DAC BIET VA THAN TRQNG KHI SU DUNG:

Véi moi ngui bénh: Cdn gidi thich cho ngudi bénh la wy dung
thude, vin phai thyc hién ding dfin ché d¢ an udng va tap luyén hgp
Iy. Phai théng bdo cho bénh nhan va ngudi nha bénh nhan vé nguyén
nhan, cc bicu hign va cach xt tri tai bién tut glucose huyét dé nguoi
bénh biét.

Glimepirid ciing nhir cdc sulfonylure khic c6 thé gay tyt glucose
huyét, Ngudi bénh dinh dudng kém, suy thugng than, suy gan, suy
tuyén yén, dic bi¢t Ia suy thén rét d& bj tyt glucose huyét khi ding
glimepirid. Khi bj tut glucose huyét, phai tién hanh nhu myc “Qua
liéu vaxirtri”. ) )
Ngudi bénh dang on dinh véi ché d¢ didu trj tgémg glimepirid co thé
tré nén khong kiém soat duge glucose huyét khi bj stress, chan
thuong, phiu thudt, nhiém tring, st cao. Khi dé, nén dung insulin
phéi hgp vai glimepirid hojc dung don ddc insulin thay cho
glimepirid. )

Ding glimepirid ciing nhu ding lhuf)c udng ha glucose huyet khic
luy 43 kiém soat duge glucose huyct, nhung sau mot thai gian, c6
thé khong kiém sodt duge glucose huyét nira. Khi do, phai tang licu
hogic phéi hgp véi metformin, glitazon hofic véi insulin, )

Khi dung glimepirid, glucose hqyél c6 thé khong on dinh, nhat la khi
bit ddu ding, hoic khi thay déi trj li¢u, hofic khi dung khong déu
dan, 1am cho sy linh hoat hofic phan img cua ngudi bénh co thé
giam. Diéu nay s& anh huimg dén kha ning lai xe hodic vin hanh
mdy moc. y :

Ciéin chu y diic biét dén hién tugng tut glucose huyét & ngudi cao
tdi, ngudi dung thudc chen beta hoge thude huy giao cam, vi rat
kho phat hi¢n. Néu cd tyt glucose huyét, phai xi tri kip thoi.
Ciin dinh ky theo ddi glucose huyét va cir 3 ~ 6 thang mdt lan dinh
lugng HbA ¢ dé néu cdn, phii thay ddi phéac dd diéu trj.
DE xa tim tay tré em.

SU'DUNG CHO PHY NU' CO THAI VA CHO CON BU:

Thai ky mang thai: s

Cic nghién ciru trén sy sinh san cda chudt va thd cho thay, thudc co
doc tinh trén phéi, gdy ddc cho thai va c6 thé gdy quai thai. Vi vay,

glimepirid chéng chi dinh cho ngudi mang thai. D&i v6i ngudi dan,
dung glimepirid mé co thai, phai bio ngay cho thdy'thube biét, d
chuyén sang ding insulin, va phai diéu chinh lidu insulin dé gid
glucose huyét ludn & mirc gin binh thuong.

Théi ky cho con bii: 3

Glimepirid phan bd vao sita me. Vi viy, chong chi dinh ding
glimepirid cho ngudi cho con bu, phai dung insulin dé thay thé. Néu
bt bugc phai ding glimepirid thi phai ngimg cho con bu.

T%C DONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC:

Kha nang tap trung va phan (mg ciia b§nh nhan c6 thé bj suy giam do
dudng huyét cao hodc thap. Diéu dé c6 thé gdy nguy hiém khi lai xe
hodic viin hanh may moc.

QUA LIEU - XU TRi:

Biéu hign

Qu lidu din dén hién tugng con tt glucose huyét. Nhie ddu, ngudi
mét I, run riy, v mo hoi, da dm lanh, lo ling, nhip tim nhanh, huyét
ap tang, héi hop, birt i, tirc ngyc, loan nhip tim, doi con cdo, budn
ndn, non, budn ngd, gidm tdp trung, giam linh hoat, gidm phan img,
rdi loan 1i noi, roi loan cam gidc, li¢t nhe, chong mit, roi loan thj
gidic, ngd ga, trdm cam, 1 Idn, mét tri gi4c, ddn dén hon me. Khi hon
mé, thd nong, nhip tim chidm. Bénh canh ldm sang cia con tt
glucose huyét ning c6 thé giéng nhu mdt con dgt quy. C6 thé tai 24
gitr sau khi udng tri¢u chimg mai xuit hign,

Xirtri g :

B#o cho thiy thudc ngay, nhdp vién néu bj ning.

Truong hgp nh¢: Cho udng glucose hofic dudng tring 20 - 30 g hoa
viio mdt coc nudc va theo ddi glucose huyct. Cir sau khodng 15 phit
lai cho uéng mat Ian, cho dén khi glucose huyét trd vé gidi han binh
thuong. .

Trudng hop ndng: Bénh nhin hén mé hodic khdng uong duge, phai
tiém ngay 50 ml dung dich glucose 50% nhanh véo tinh mach. Sau
d6, phai truyén tinh mach chim dung dich glucose 10 - 20% d¢ ning
dén glucose huyét 1én dén gidi han binh thutmg, Cén theo ddi lien
e glucose huyét dén 24 - 48 gid, vi rat d& xuit hi¢n tyt glucose
huyét tai phat. Néu nang qud, ¢6 thé cho glucagon 1 mg tiém du6i da
hodic bip thit. Néu uéng qua nhiéu glimepirid, cin rira da day va cho
udng than hoat.

CHONG CHi DINH:

Dai thio duong phy thudc insulin (dai thao dubmg tuyp 1), nhiém
acid-ceton do dai thio duong, !ién hén mé hodic hon mé do dai thao
dudng, hén mé tang ap lyc tham théu do ddi théo dudng va nhimg
truimg hgp méc céc bénh cép tinh. Nhimg trudmg hgp nay cin dung
insulin,

Ngudi bj suy thin ning, suy gan niing, ngudi c6 thai hofic mudn co
thai, ngudi cho con bu, Riéng ngudi cho con b, néu ngimg cho bi
thi c6 thé dung glimepirid.

Ngudi man cdm vai glimepirid, nguoi da timg by dj img, min cam
v6i sulfonamid, hogc min cam v6i mgt thanh phén nao d6 cb trong
thudc.

DPONG GOI: Hop 6 vi x 10 vién.

BAO QUAN: Noi kho réo, tranh 4nh sang, nhi¢t o khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xuat.

HAN DUNG: 36 thing ké tir ngay san xudt.

Sén xuat tqi: .
CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO,, LTD)

L6 M7A, Duang D17, Khu CN My Phugc 1, xa Théi Hoa, huygn
Bén Cat, Tinh Binh Duong, Viét Nam

Tel: 0650-3567689

Fax: 0650-3567688
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