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THANH PHAN: M&ivién nén chira DE XA TAM TAY TRE EM
‘ Repaghnid................ccoioicener..1,0MG. DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
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COMPOSITION: Each tablet contans.

KEEP OUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION BEFORE USE
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Pharmaceutical Joint Stock Company
No 521, An Loi NEWM Hoa I..u Wards,
Ben Cat Town, Binh
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‘ Repagiinid . o 1,0mg,
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Please read the leafiel in the box

‘ STORAGE: Dry place, avoid the suniight, temperatura below 30°C.
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To hwéng din siv dung R, - THUOC BAN THEO DON

IMOGLID
(Repaglinid 1,0 mg)
Poc kj hwong dan siv dung trude khi diing
Néu cin thém thong tin xin hoi y kién bdc sy, dwoc sj.

Tén thuée: IMOGLID

Thanh phin: Mdi vién nén chira:

Hoat chat: Repaglinid...............ccvveeinnnnnn 1,0 mg.

Té duoc: Povidon K30, Lactose, Cellulose vi tinh thé, Talc, Magnesi stearat, Aerosil, Sunset
yellow FCF, Brilliant blue FCF, Ethanol 96% , Nudc tinh khiét™ (*: Ta duge khong xuét hién 5
trong thanh pham).

Dang bao ché: Vién nén.

Quy cich dong goi: Hop 3 vi x 10 vién.

Dic tinh dwoc lwe hoc:
Repaglinid 14 tac nhan kich thich tiét insulin. Repaglinid lam giam mirc glucose huyét ngay

lap tirc bing cach kich thich su giai phong insulin tir tuy, hi¢u qua nay phu thugc vao hoat
dong cua té bao P trong tiéu dao tuy.
Repaglinid lam déng céc kénh kali phu thuoc ATP trén mang té bao P thong qua 1 loai protein

dich khéc v6i cac tac nhén kich thich tiét insulin khic.Tac dong nay lam khir cuc té bao P va ‘:
d4n dén vide mo kénh calci, két qua lam tang dong calci vao té bao. Diéu nay gay ra sy tiét |
insulin tir té bao p.

Dic tinh dwoe dong hoc:

- Hap thu: Repaglinid nhanh chong duoc hép thu tir duong tiéu hoa voi su tang nhanh nong -

do thude trong huyét twong. Nong do dinh trong huyét tuong xuét hién trong vong 1 giov
sau khi udng. Sau khi dat dinh, nong d¢ thude trong huyét twong giam nhanh va dugc thai
trir trong vong 4-6 gio. Thoi gian ban huy trong huyét tuong khoang 1 gio.

- Phdan bé: O ngudi, hon 98% repaglinid giin két voi protein huyét tuong.

- Chuyen héa: Repaglinid hau nhu dugc chuyén hoa hoan toan va khong co san phim
chuyén héa nao duoc nhan dién 1a co tac dung gdy ha duong huyét ve lam sang.

- Thai trir: Repaglinid va nhimg chit chuyén hoa ctia nd dugc bai tlet chu yéu qua mat,
phan nho (nhé hon 8% cua liéu dung) dugc bai tiét qua nude tiéu chu yéu dudi da
san phdm chuyén hoa. Mot luong rét nho (1%) duge bai tiét qua phan.

Chi dinh:

Thude duoe dung cho cic truong hop:

Bénh déi thdo dudng type 2 (dai thdo duong khong phu thugc insulin-NIDDM) khi sur tang
dudng huyét khong thé kiém soét duoc bang ché do an kiéng, giam cén va tap thé duc.

Phéi hop metformin: Tiéu dudmg type 2 khong kiém soat dugc dudng huyét khi chi dung
metformin.

Liéu lwong va cich dung:

Repaglinid dugc udng trude bita an. Phan tmg kich thich tiét insulin theo bita n xuat hién

trong vong 30 phut sau liéu IMOGLID udng. Cac liéu thude thudmg dugce udng trong vong 15
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phit truée bita 4n, tuy nhién thoi gian udng thude co thé thay doi tir ngay trude bira an cho
dén 30 phut trudc bira an.

Liéu luong s& do bac si quyét dinh theo nhu cu cua ting bénh nhan khi duge xéc dinh bang
cic chudn do glucose huyét. Lidu khéi ddu duge khuyén dung la 0,5 mg, dugc chuan dj cu
sau 1 hay 2 tudn. Néu bénh nhin dugc chuyén sang ding repaglinid tir mot dang thude ha
duong huyét dang ubng khéc thi liéu khai déu khuyén dung 1a 1 mg.

Bénh nhan khong nén ngung ding repaglinid trir khi c6 chi din cua béc si.

Liéu don tdi da duoc khuyén la 4 mg ding vao nhiing bita an chinh. Téng lidu t6i da trong
ngay khong nén vugt qua 16 mg.

Cho thude va chudn dd liéu ding cin phai can thin trong nhimng trudong hop bénh nhan bi suy
yéu hay suy dinh dudng. Néu duoc dung két hop véi metformin, cé thé can giam liéu
repaglinid. Mac du repaglinid dugc thai trir chu yéu qua mat nhung van nén than trong voi
bénh nhan bi suy than.

Chéng chi dinh:

Qué mén véi bét cir thanh phan nao cua thube. X

Pii thédo duong type 1 (dai thio duong phu thudc insulin, dai thao duong chudi peptid C am
tinh).

Nhic%m toan ceton do dai thao dudng c6 hay khong cé hon me.

C6 thai hay dang cho con bu.

Tré em dudi 12 tudi.

Roi loan tram trong chirc ning gan.

Thin trong

Piéu tri két hop v&i metformin di kém voi viée ting nguy co ha duong huyét. Néu sau khi

ding két hop van con tang duong huyét, nghia la khong con kha niang kiém sodt duong huyét
v6i cac thube ha duong huyét dang udng nita thi phai ding insulin.

Tang duong huyét co thé xuét hién khi phéi chiu céc stress nhu s6t, chén thuong, nhiém tring
hay phéu thut.

Khéng c6 nghién ciru 1dam sang nao dugc thuc hién ¢ nhitng bénh nhan suy gan tram trong.
Khong ¢ nghién ctru 1dm sang nao thuc hién ¢ nhitng bénh nhan duéi 18 tubi hay trén 75
tudi

Tic dung khong mong muén:

Dua trén kinh nghiém diéu tri v6i repaglinid va véi céc loai thube ha duong huyét dang udng
khéc, cac phan ung phu sau day da dugc ghi nhin:

Céc tin suit duoc dinh nghia la: hiém (>1/10.000, <1/1.000) va rdt hiém [<1/1000).
Réi loan chuyén hoa va dinh dudng:

Hiém: Ha duong huyét.

Cling nhu cac loai thude ha dudong huyét dang udng khéc, phan tmg ha dudng huyét da duoc
quan sat sau khi dung repaglinid. Nhitng phan ung nay hdu hét 1a nhe va dé xir tri bing cach
an chit chira carbohydrat. Néu phan tmg trém trong, cin hoi ¥ kién béc si ngay lap tic vi ¢6
thé cén truyén glucose. Ciing nhu trong moi diéu trj dai thao duong khac, sur xuét hién cia cac
phan tmg nhu vdy phu thude vao cic yéu t ca nhan nhu théi quen in udng, lidu lugng, luyén
tap va stress.

Réi loan tiéu héa:

Hiém: Pau bung va budn nén.
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Rét hiém: Tiéu chay, non va tdo bon.
Nhitng than phién vé tiéu héa nhu dau bung, tiéu chay, buén nén, non va tio bon duge bdo
c4o trong céc nghién ctru lam sang. Ty I& va do tram trong ctia nhimg triéu chimg nay khong
khac véi nhitng triéu ching quan sat duoc khi dung céc loai thude kich thich tiét insulin dang
ubng khac.
Réi loan ¢ da va mé dudi da:
Hiém: Di img.
Céc phan tmg qua man cam cua da c6 thé xay ra nhu ngira, ban do va mé day. Khong c6 ly do
nao dé nghi ngd ¢6 su di tmg chéo v&i cac thude nhém sulphonylurea do ching c6 céu tric
héa hoc khéac nhau.
Réi loan ¢ mat:
Rét hiém: Réi loan thi lue.
Su thay dbi mirc glucose huyét dugce biét gay ra rdi loan thi luc thoang qua, dic biét la trong
giai doan ddu diéu tri. Nhimg rdi loan nhu vy chi dugc bdo cdo trong rét it cac trudng hop
sau khi bit dau lidu phap repaglinid. Khong c6 truong hop rbi loan thi luc nao lam gian doan
liéu phap repaglinid trong cédc thir nghiém lam sang.
Réi loan ¢ gan:
Rét hiém: Tang men gan.
Mot sb truong hop riéng 1é ting men gan da duoc ghi nhén trong khi diéu tri véi repaglinid.
Hau hét céc truomg hop déu nhe, thoang qua va rdt it bénh nhan phai gian doan diéu tri do
tang men gan. Trong céc truong hop rdt hiém, mét chirc nang gan trdm trong dugc béo céo,
tuy nhién, nhidu nguyén nhén khéc ciing lién quan trong nhirng truomg hop nay va moi lién hé
nhén qua véi repaglinid chua duge thiét 1ap.

Théng bdo ngay cho bdc sy khi gdp phdi cdc tic dung khéng mong mubn ciia thubc.
Twong tic véi thude khic, cic dang twong tic khéc:

Céc loai thude sau ddy c6 thé lam tang tac dung ha dudng huyét cua repaglinid: cac chit Gc
ché monoamin oxidase (IMAO), cic tac nhan chen beta khong chon loc, chét {rc ché men
chuyén angiotensin (ACE), thudc giam dau khong steroid (NSAID), salicylat, octreotid, rugu
va céc steroid dong hoa.

Nhimng chit sau ddy c6 thé lam giam tac dung ha duong huyét ctia repaglinid: thude ngira thai
dang udng, thiazid, corticosteroid, danazol, hormon tuyén giap, chit gidng giao cam.

Céc chit chen beta c6 thé che 1ip cac triéu chimg ha dudng huyét.

Rugu c6 thé lam ting cuomg va kéo dai tic dung ha dudmg huyét cia repaglinid.
Khi nhimg ché pham nay dugc dung hay ngung ding & nhimg bénh nhin d
repaglinid, bénh nhéan can dugc theo ddi chit ché nhig thay doi trong kiém soa
huyét.
Repaglinid khong c¢6 tiac dung vé lam sang trén tinh chit dwoc dong hoc cua digoxin,
theophyllin hay warfarin & tinh trang binh thuong, khi s dung cho nhitng nguoi tinh nguyén
khoe manh. Vi vdy, khi dugc dung chung vaéi repaglinid, khong can thiét chinh liéu nhimg
loai thube nay.

Dung phéi hop véi nhitng hop chit khic duge chuyén hoa béi CYP3A4, nhu cimetidin,
nifedipin va oestrogen khong thay doi déng ké su hép thu va phan bé repaglinid khi sir dung
da lidu & nhitng nguoi khoe manh. Trong mot nghién ciru tuong tac thube & nhitng ngudi tinh
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nguyén khoe manh, simvastatin khong lam thay ddi biéu hién ddi vai repaglinid. Tuy nhién,
nong do dinh trung binh Cpgy ting 1én 25% voi su dao dong rat 16m (trong khoang 0,95-1,68
voi do tin cdy 95%). Su xac dang vé 1am sang cta déu chimg nay khong rd rang. Trong mot
nghién ciru tuong tac thudc & nhitng ngudi tinh nguyén khoe manh, rifampicin lam giam
repaglinid (dién tich dudi duong cong AUC) 25%. Sy xéac dang vé 1am sang khong rd rang.
Hiéu qua cua ketoconazol, mét chét ¢ ché manh CYP3A4 lén dugc dong hoc cua repaglinid
d dugc nghién ctru & nhitng ngudi khoe manh. Céc dit lidu cho thdy ring su phan bd vé duge
dong hoc cta repaglinid khong bi thay dbi khi cac thuéc nay dwoc dung phéi hop. Khi
repaglinid dugc ding chung véi cdc thude chu yéu bai tiét qua mat, twong tu nhu repaglinid
thi cAn xem xét bit ky kha ning tuong tac thudc.

Sir dung thudc cho phu nir ¢é thai va cho con bi:

Khong c6 nghién ctru vé repaglinid trén phy nir ¢6 thai hodc dang cho con bu. Nén tréanh sir

dung lic ¢6 thai va cho con bu.
1 > o A ~ - r e 5 ~ 3 - -
Anh hudng cia thuoe 1én kha nang ldi xe va vin hanh may méc:

Nhur tit ca nhimng tac nhan ha dudng huyét dang udng khéc, bénh nhén phai dugc thong b'o;
dé thén trong tranh tinh trang ha dudmg huyét trong khi dang léi xe. w
Qui li¢u va cdch xi tri: J

Tet % ¢ A y £ £ . & peR & R R ke S
Nhur tat ca nhitng tac nhdn ha dudng huyét dang uong khéc, qua liéu cé thé dan dén tinh trg

ha dudng huyét nhu chéng mat, toat md héi, run rdy, nhie ddu v.v.. Khi nhimg triéu chimg
trén xudt hién, cin c6 phan umg thich hop dé didu chinh glucose huyét nhu an chét chia
carbohydrat.
Trong truong hop ha dudng huyét ning hon xay ra véi con dong kinh, bt tinh hay hon mé,
nén diéu tri voi glucose truyén tinh mach.
Bio quin: Bao quan trong bao bi kin, tranh dm, tranh anh sang, & nhiét dé dudi 30°C.
Han ding: 36 thang ké tir ngay san Xut.
Tiéu chuin: Tiéu chuin co so.
PE THUOC TRANH XA TAM TAY TRE E
THUOC NAY CHI DUNG THEO PON CUA BA
Céng ty ¢6 phin dugc phim Me Di Sun
Sé 521, khu phd An Loi, phudmg Hoa Lo, thi xd Bén Cat, ti

TUQ.CUC TRUGNG
P.TRUONG PHONG
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