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‘ Rx REPAGNILID

Thudéc nay chi ding theo don. Vién nén
Dé xa tim tay cua iré em.
Doc ky huwdng dan sir dung trieée khi ding.
THANH PHAN CONG THUC THUOC:
Moi vién nén chiea:
Repaglinid.............................. I mg 3
Ta duve: Lactose monohydrat, Avicel (Microcrystalline cellulose) 102, Natri lauryl s Polywinyl gy rrolicer (PVP) K30.
Talc, Aerosil (Colloidal silicon dioxide) 200, Primellose, Magnesi stearat.
DANG BAO CHE : Vién nén tron, mau trdng hodc tring nga, hai mat tron
CHI DPINH: . _ -,
Repaglinid duoc ding dé chdng dai thao duong typ 2, khi ché d9 an va luyén tap hop Iv khon oc glucose huyét.
Repaglinid ¢6 the duroc dung phdi hop véi metformin khi ding don doc khong kiém sodt dugc glucose huyét. Néu dung phéi |
hop vin khdng kiém sodt duge glucose huyé, thi phai thay bang insulin,
Repaglinid ¢6 thé duge ding phdi hop véi metformin hodc thiazolidinedion
CACH DUNG VA LIEU DUNG: ,
Liéu dung tiy trang thai ngudi bénh va glucose huyét. Déi voi nguoi dai thdo duomg typ 2 chua timng ding thude va cd
HbAIC dusi 8%. nén khai dau véi liéu 0,5 mg/lan. ngay 3 lin truée mai bira an. Néu wuse do da diing thude khac chita dai
thao duomg va e6 HPAIC I6m hon hofc bing 8% thi liéu khéi diu 1 | mg hodc 2 mg/lan, thy theo mire do nang nhe. Sau do
theo doi glucose huyet, cir sau mdi 1 - 2 tudn, néu chua kiém sodt duge glucose huyet, thi ting dan liéu Jén, méi lin thém 0.5
~ 1 mg, cho dén liéu toi da 4 mg/ldn, ngay 4 lan (16 mg/ngay).
Ngwdi cao tuéi: Chua cé nghién ciu vé lidu dung cho bénh nhdn > 75 tudi.
Suy than: Repaglinid chi yéu duoc bai tiét qua mdt do do khong bj anh huong bai cic rdi loan trén than, 8% lidu repaglinid
duge bai tiet qua than va d¢ thanh thai trong huyét trong giam & bénh nhan suy than. Po nhay insulin téng & bénh nhan tiéu |
! dudng bi suy than, can thin trong khi dung cho nhirng bénh nhan nay.
' Suy gan: Khdng c6 nghién ciru lam sang & nhimg bénh nhan suy gan.
Bénh nhdn suy nhiege hodc suy dink digng: O nhimg bénh nhan suy nhuge hodc suy dinh dudng liéu khai dau va duv Iri nén |
s dung diing li¢u can thiét dé tranh phan (mg ha dudng huyét. _ '
Bénn nhdn ding cdc thude ha dieemg huvét ucng khdc: Bénh nhan c6 thé chuyvén tir thude ha duong huyet khic sang dung
repaglinid. Tuy nhién khong c6 moi twong quan veé lidu giira repaglinid va cac thude ha duong huyét khic. Lidy khei din
| khuyén cao khi chuyén sang diing repaglinid 14 1mg trude baia an chinh.
‘ Tr¢ em: Su an toan va hiéu qua cua repaglinid & tré em dudi 18 tu(';i chua duge xac dinh.

Thude duge dung trude khi an 15 - 30 phiit. Néu quén khong udng thude mot lén, thi dén bira an sau. vin udng nhur birh

thudmg, khong duge tang lieu gép doi. Phai xét nghiém glucose huyet, glucose niéu dé danh gia hiéu qua cia thudc.
CHONG CHI D]NH: ‘ _
Qua man véi bat ky thanh phdn néo cua thude
Khéng ding thude cho bénh nhan nhiém acid-ceton, tién hon me hogc hon mé do dai thao duimg, hon mé ting ap e tham |
thau do ddi thdo dudng.
Ngudi suy gan nang
Tre em dudi 12 tudi
Phu nir ¢o thai hodc cho con bu
Sir dung déng thoi gemfibrozil
CANH BAO VA THAN TRONG KHI DUNG THUOC:
Ngudi dudi 18 tudi, nguoi trén 75 tuéi, ngudi suy gan hoac suy than: chua du tai liéu nghién curu, vi y@¥akhong nén ding.
Ngudi 60 - 75 tuoi, khéng cén diéu chinh liéu, trir khi €6 suy than; tuy nhién, nguoi cao tuoi thuong nhay cam vei tut
glucose huyét, nén phai theo ddi chat ch@ khi bat dau diéu trj )
Vi ngudi suy than, khong can diéu chinh lidu khoi ddu, nhing phai than trong mdi lan tang lidu,
Vi nguoi suy gan ciing khong can diéu chinh lidu, nhung khoang thori gian chér dé tang phai dai hon (=1 tuan)
Trong thude ¢6 chira td doe:
Natri lauryl sulfat: Dung than trong voi ngudi ¢o lan da nhay cam vi ¢é thé gdy ra cac phan (ng tai chd nhu cham chich hodc
cam giac dot.
Lactose monohydrat: Khong sir dung thude cho b¢nh nhdn khdng dung nap galactose, thiéu hut Lapp lactase hay kém hap thu
glucose — galactose.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: _ ,
Phu mi ¢6 thai: Chua nghién ciru repaglinid trén ngudi mang thai. Trén chudt cOng tring co thai vao cudi ky, néu dung liéu
cao repaglinid thay ddc cho thai. 6 di dang ¢ cdc chi. Vi vy khong ding cho ngudi ¢é thai. Néu dang sur dung repaglinid ma
¢6 thai thi phai ngung thuéc va thay bang insulin ,
Phu nir cho con bi: Chua duge nghién ciru trén nguoi. nhung da thiy repaglinid ¢ sira cia chudt me udng thude. Do d6, cin
tranh dung cho phu nir cho con bii. Néu cén ding thudc, phai ngimg cho con b,
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Can phai tranh tyt glucose huyét vi néu xay ra s& khdng tu chi dugc tay ldi. dé xay ra tai nan.
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. TUONG TAC, TUONG KI CUA THUOC:
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Céc chat sau ddy co thé tang hodc k€o dai tc dung ha duong huyét cua repaglinid:

Gemfibrozil, clarithromycin, itraconazol, ketokonazol, trimethoprim, ciclosporin, deferasirox, clopidogrel, chat diéu tri dai
thdo duong khdc, thude (re ché monoamine oxidase (MAOI), chat (c ché beta khong chon loc, chat cha v@n angiotensine
(ACE), salicylat, NSAID, octreotid, rrrou va steroid. )

Rifampicin, mét chat cam ing manh CYP3A4 va CYP2C8 va (rc ché su chuyén hoa do d6 lam giam tac dung cia repaglinid.
Ketoconazol la chat (e ché manh va canh tranh cua CYP3A4, nén khi sir dung dong thoi lam tang tac dung cia repaglinid,

Vi vay, tranh két hop ketoconazol va repaglinid. Néu c6 két hop khi can thiét can theo dai Rt vclﬁwz‘mg va glucose
huyet. e Sl

Sir dung dong thi chit e ché trung binh CYP2CS va CYP3A4 la deferasirox va linid @m ting Ve dung cua
repaglinid, vi vy lam giam duong huyét qué mirc. Két hop deferasirox va repaglinid néq teafh. COPHAN |\

Dung dong thoi clopidogrel, chat irc ché CYP2CS lam tang néng do repaglinid, vi vay lam*gjam ddeme hnyét ;qu;i!mn:rc.

Cdc thudc chdn beta c6 the che Idp cdc trigu chimg ha duong huyet A PRUCNG DONG :‘{ /I |
Duing dong thoi véi cac chat nén CYP3A4 nhu cimetidin, nifedipin, estrogen hojc simy hong @q/%ﬁ’fdéi dang ké
cac thong s0 duge ddng hoc cua repaglinid. 458 S

Repaglinid khdng lién quan dén tinh chat duoc dong hoc cia digoxin, theophyllin hodc warfarin & rang thai on dinh, vi vay
khong cdn diéu chinh liéu khi ding chung voi repaglinid. ) _

Cac chat sau day cé thé lam giam tac dung ha duong huyét cia repaglinid: thudc tranh thai duong udng. rifampicin.
barbiturat, carbamazepin. thiazid, corticosteroid, danazol. hormon tuyén gidp va kich thich giao cam. Nén khi khong str dung
chung voi repaglinid nita thi can theo di chit ché duong huyét.

TAC DUNG KHONG MONG MUON CUA THUOC:

Ciic tic dung khdng mong muén durgc bdo cdo theo tan s6 sau ddy:
Rat phé bién : (> 1/10)

Phd bién: (= 1/100 - < 1/10)

[t pho bién: (> 1/1000 — < 1/1060)

Hiém : (> 1/10000 = < 1/1000)

Rat hiém: (<1/10000)

Khong duge biét dén : (Khong thé woc tinh dwroc tir dit liéu sin co)

| Co quan Phin img bit lgi Tan sut |
| Nhiém tring va nhiem Ky sinh rung | Suy ho hdp Rit phé bién |
Mau va rdi loan hé bach huyet Tang xu huong chay mau Hié¢m ]
RGi loan hé thong mién dich Phan (mg qua man bao gdm ca séc phan vé ltpho bien |
Gan bj nhiém bach cau ai toan Rat hiem !

ROi loan tam than Bat thuong giac mo bao gdm con dc mgng, mét | it pho bien i

ngl, mong du. cau gat, lo ling, bén chon, kich
dong bao gém hanh vi gy han hay thi dich, tram
cam, tam than hiéu dong thdi qua (bao gdm kich

thich, bon chén, run) A P
ROi logn su chi ¥, suy giam tri nha Hiém 1
Ao giac, mat phuong hudng, suy nghi va hanh vi | Rat hiem /
tu tir
Roi loan hé than Kinh Chong mat, cam gidc buon ngi, con budn ngii It phé bién
Roi loan trén tim | Panh trong nguc Hiem
Roi loan hé hdp. long ngue va trung | Chay mau cam It pho bién
| that Churg-Strauss Syndrome (CSS) Rit hiém
! Roi loan tiéu hoa Tiéu chay. budn ndn, nén Pho bien
Khd miéng, kho ticu it phé bién
R6i loan gan map Tang nong d¢ transaminase huyét thanh (ALT. | Pho bién
AST)

Viém gan (ké ca & mat, té bao gan va tén thuong | Rat hiém
gan hon hgp)

Da va cac roi loan mé dudi da Phat ban Phé bien
Bam tim. ndi mé day. ngira [t pho bién
Phu mach Hiém
Ban do, hong ban da dang Rit hiém
ROi loan co xwong, md lién két va | Pau khép, dau co bao gém chudt rit co bédp It pho bién
Xuon
Roi loan chung Sot Pho bién
Suy nhugc / mét moi, kho chju, phir né [t phé bién

Hieomg dan cach xir tri- Céc tai bin trén (trir tut duémg huyét) thrdng xay ra trong giai doan dau khi tham do liéu va thurgmg
giam, roi mat di trong qua trinh diéu trj. Trudng hop nang, phai ngimg thude.
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cam gidc dot.

thu glucose — galactose.

Ma ATC: A10BX02

QUY CACH PONG GOI:

g g g |
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| Nguoi dudi 18 tudi, ngudi trén 75 tudi, ngudi suy gan hodc suy than: chua du tai liéu nghién ctr, vi vay khong nén ding
Nguoi 60 — 75 twdi, khong can diéu chinh lidu, trir khi c6 suy than; tuy nhién, nguoi cao tudi thuéng nhay cam véi tut
glucose huyét. nén phai theo d5i chat ché khi bt ddu diéu tri
Vi ngudi suy than, khong can diéu chinh lidu khéi ddu, nhung phai than trong moi lan ting liéu.
V&i ngudi suy gan ciing khong cdn diéu chinh lidu, nhung khoang thos gian cho dé tang phai dai hon (>1 tuin)
Trang thuée c6 chiza td duge:
Natri lauryl sulfat: Dung thén trong v6i ngudi c6 lan da nhay cam vi ¢6 thé gdy ra cdc phan (mg tai chd nhu cham chich hoac

Lactose monohydrat: Khéng sir dung thudc cho bénh nhan khong dung nap galactose, thicu hut Lapp lactase hay kém hap

DAC TINH DUQC LUC HQC: ,
Nhom dugc ly: Thude chdng dai thao dwémg typ 2, dan chat meglitinid

Repaglinid la chat kich thich bai tiét duong uéng c6 tic dung ngin. Repaglinid lam giam ndng d¢ glucose huyét cdp tinh
bang cach kich thich giai phong insulin tir tuyen tuy, phy thudc vao hoat dong té bio beta trong tuy. Co ché tac dung cua
repaglinid la dong kénh kali phy thuge ATP 0 mang té bao beta théng qua | protein do chdt khac tiét ra, din dén mo kénh
Calci khién cho ion calci xam nhap vio trong té bao, kich thich giai phong insulin ra khoi té bao. .
O bénh nhan dai thio dutmg typ 2, phan img tiét insulin cho | bita an xay ra trong vong 30 phit sau khi udng repaglinid, din
dén ha duomg huyét trong suét bira an. Nong dé insulin cao khéng ton tai sau thoi gian cia | bira dn, nong d¢ repaglinid
giam nhanh chong va duge tim thdy trong huyét twong véi néng do thap sau 4h ding thudc & ¢ 2 loai tiéu dudmg.

DAC TINH DUGC DONG HOC:
Repaglinid dugce hdp thu nhanh qua dudng tidu héa. Nong d¢ dinh dat duoc trong vong | gi¢r sau khi udng. Thirc an lam
giam néng d¢ dinh 20%, nhung thoi gian dén nong d¢ dinh khong thay doi. Sinh kha dung khi udng dat 60%.
lién ket vai protein huyét twong rat manh (trén 98%). Thé tich phdn b 31 lit, 1a do repaglinid phan bd nhiéu v
t€ bdo. Nua dai thai trir khodng 1 gid. Repaglinid bi chuyén hoa nhanh & gan, sau khi udng thudc 4 gio. nong d¢
trong huyét tuong con rat thap. Thai trir chu yéu qua phan (90%). trong d6 chi ¢6 dudi 2% la chit me. Dugi
duge thai trir qua nudc tieu, cha yéu duoi dang chit chuyén hoa.

Vi 10 vién, hop 1 vi, hop 2 vi, hop 3 vi, hdp 6 vi va hop 10 vi
Chai 30 vién. chai 60 vién va chai 100 vién
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Dieu ki¢n bao quan: Noi kho. nhiét d¢ dudi 30°C, tranh anh sang.
Han dung: 36 thang ke tir ngay san xuat.
Tiéu chuin chat lwgng caa thuoe: TCCS )
TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUOC PHAM PHUONG DONG

s -:_, L0 7, Budng 2. KGN Tan Tao. P Tan Tzo A, Q. Bink Tén, TP HCM
BT (028) 37540724, (028) 37540725, FAX: (0zB) 37505807
Website: onentpnarma.in; Emall: nio@onentpharma.vn
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