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MAU TO HUONG DAN SU' DUNG

MAT A

THANH PHAN CONG THUFC THUOGC: Méivién nang clrng chira:

Thanh phan hoat chdt:  Loperamide HClI.........2mg

Thanh phan ta duoe: Lactose monohydarte, maize starch,
talc, magnesium stearate, lactose monochydarte, colloidal,
anhydrous silica, povidone K 30.

DANG BAO CHE: Vién nang s6 0, mdt dau mau xam, mét dau mau xanh,

bt thudc bén trong méau Irdng hodc hoinga vang.

CHIB|NH:

Bidu tri chirng tiéu chay cip tinh & ngudilén va tré em trén 12 tudi,
Biéu I ching tidu chay cép tinh kém Hgi chirng rudt kich thich &
nQUdilén trén 18 1udi va sau khicd chan doan cla bac sy trudc do..

CACH DUNG, LIEU DUNG:
Cach ding: Diing theo dudng udng.
Lidéuding:
TIEUCHAY CAP TiNH

Nguwéilén vatré em trén 12 tudi:

Ding 2 vién (4mg) & lidu dau tign, tiép tuc dung 1 vién (2mg) sau mBi
1&n di phan léng. Lidu thang thudng |a 3-4 vien (6-8mg)ngay. Lidu
ding trong 1 ngay khéng virot qua 6 vién (12mg)

- DIEUTR| CAC BOT TIEU CHAY CAP TINH KEM HOI CHUNG RUOT

KICH THICH O NGU'GI LON 18 TUOI TRO' LEN: Diing 2 vién (4mg) &
liéu Gu tign, liép tuc dang 1 vién (2mg) sau méilin di phan 1dng hodc
theo huéng din ciia bac s§. Lidu dung trong 1 ngay khéng vurgt qua 6
vién (12mg).

BENH NHI: Vién nang VIDIREX khong ding chotré em duwrdi 12 tudi.

- NGU'OT1CAO TUGI: Khang ¢ diéu chinh liéu nao cho ngurdicao tudi,

BENH NHAN SUY THAN Khéng co digu chinh lidu nao cho bénh nhan
suy than.

BENH NHAN SUY GAN: Mic dii chrra c6 co s6 diF ligu nao duoc tim
thay & bénh nhan suy gan nhung can than trong khi st dung vién
Loperamide 2mg do su chuyén hoa qua gan bj suy gidam (xem myc
Canh bao va than trong khistrdung).

CHONG CHi BINH:

- & * »

+* *

Bélnh nhan man cam véiloperamide hydrochloride hay bét ky thanh
phan nao thube.

Tré em dudi 12 tudi.

Bénh nhan nhiém kiét ly cdp tinh cd nhiéu mau trong phan.

Bénh nhan viém loét ruét két,

Bénh nhan viém rudt non két nhigém khuan (viém tiéu két trang
nhidm khuan) bj gay ra do nhi@m Szlmonella, Shigella va
Campylobacter,

Bénh nhan viém két trang mang gia co ding khang sinh phd réng.
Khéng duge diing thudc khi bj trc ché nhu déng rudt do nguy co co thé
xdy ra cac di chirng dang ké bao gdm tic rudt, megacolon va
megacolon dc. Ngiing udng thude ngay 1ap térekhi bj tie rudt, tdo bén
hoackhdtiéu,

CANHBAO VA THAN TRONG KHIDUNG THUOC:

-

Chiding VIDIREX dé didu tri tidu chay khi cé trigu chirng. Khi xac dinh
dugc nguyénnhan gay bénh, can cd lidu didu rithich hop. Trong didu
tritiéu chdy cép, viéc vu tién hang diu I3 ngan chan bai xudt nude va
mat can bang dién giai, didu nay can luu ¥ dic bidt véi tré suy dinh
dudng, tré em vabénh nhan lon tudi khi bj tidu chay cap. Viéc sir dung
thuée nay khong bao gém viéc thay thé cac liéu phap bl nuéc va can
bang dién gidikhac.

Trong trrding hop tigu chdy kéo dai co thé dan dén cac finh trang
nghigm trong khac, Loperaminde khéng duoc khuyén khich sir dung
trong thévi gian dai chi khi da xac dinh dugie nguyén nhan.

Trong diéu L tigu chdy cdp, ndu quan sat khéng thay bidu hién cai
thién 1am sang trong 48h can dirng viée st dung thudc va tham khao

*

*

-

thém y kién bacsy.

B6i véibénh nhan AIDS diing thuée nay dé digu trj tieu chay nén dimg
diéu lrj khi c6 dAu higu khé tidu sém nhat. Da cé bao cdo vé chirng tao
bon co thé 1rd nén trdm trong hon do nhiém doc té trong piinh dai
trang & bénh nhan AIDS, vigm dai trang do ca vi khuan va vi rat cling
nhu mam bénh khi didu tr voiloperaminde HCL

Mac di chua co div ligu duoc dong hoc nao & bénh nhan suy gan
nhung bénh nhan st dung thude nay phai hét st can trong vi thudc
dugc chuyén héa lan dau qua gan cé thé dan dén qua lidu gay doc 1én
hé than kinh trung wong.

Bi véi benh nhan méc cac Hoi chirng di truyén hiém gap nhu khéng
dung nap galaclose, khdng dung nap lactose, kem hép thu glucose —
glalactose khéng nén diing thude nay do thanh phan ¢é chira lactose.
Néu bénh nhan dang diing thudc nay d& kidm soat cac con tiéu chay
lién quan dén Hoi chirng rudt kich thich d3 durgre bac sy chuin doan
truére dé va cac trigu chirng lam sang chira dirgre cai thién trong vang
48h thi vigc diéu trj v6i loperamide HCL nén dirng lai dé tham khao
thém y kien bac sj. Bénh nhan nén st dung thudc duéi sy giam sat
clia bac sy khi cac triéu chiing ¢d thay doi hoac trinh trang tieu chay
(xual hién)l3p 1l lién tuc hon 2 tuan.

Cac bénh tim mach bao gdm kéo dai quang QT phire bd QRS gian
rong, xoan dinh 43 dugc bao cdo trong Hiép hdi khidlung qud lidqu, Mot
s6 treéing hop da tir vong. Xuét hién tnrdng hop qua liéu dan dén Hoi
chiing Brugada,

Bénh nhan khéng dugc sir dyng vurot qua lidu khuyén céo va theigian
diéu tri khuyén céo.

Canh bao dac biétda dwoc néutrén to-HDSD:

Chidung vien VIDIREX dé diu lrj cac dot tiéu chédy cép tinh lign quan
dén Héi chirng rudt kich thich (IBS) da duocbac sy chandoan.

Nhiing ddi trong sau day khéng duoc ding thude néu khang co su chi
dan cla bac sy, ké cakhiban dang macIBS:

Tir 40 tudi trd 1&nva da mac IBS gan nhat trude do.

Tir 40 tui tré &n va trigu chirng ctia 1BS 13n nay co sy thay déi, Bicau
ramau.

T4o bén nang

Cam thidy mét mdi hoc nédn mira.

Mat cam giac thém an / chan &n hodc st can.

Tiéu gat, dau khi di lidu.

Sot.

Du lich nude ngoai trong thii gian gan day.

Tham khao ¥ kién bac s§ néu xuat hién tridu chizng mdi, néu cac
triéu chirng tréim trong hon hodc khéng dugc cdi thién hon 2 tudn.

| SUrDUNG THUOG CHO PHY NIF MANG THAI VA GHO CON BU:
Sirdung thudc cho phy nir cé thai:

Chura cé dam bao vé su an toan khi dung thude trong thei ky mang thai
déi veicon nguai, mac di nghién ctru trén dong valkhéng co dau higéu
nao cho thay loperamide HCI ¢é thé gdy quai thai hoac gay doc phoi
thai. VIDIREX cing nhir cacthude khac duoc khuyén khong nén diing
trongthaiky, d4cbiéttrong 3thang dau.

Strdyng thuéc cho phu nivcho con ba:

Mbt lrgng nhé loperamide ¢o thé xuat hién trong sira me. Do d6, st
dung VIDIREX khéng duockhuyén khich trong qualrinh cho con bu

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY
MOC:

Cac tinh trang hay gap nhu chéng mat, nhirc dﬁl_]. mét moi, hoa mét,
hoZcbudn ngti cd the xay ra khi diéu trj tiéu chay bang thudc nay, Do do
can than trong knhi lai xe hay van hanh may moéc. Xem muc Tac dung
khéng moeng muen.

TUONG TAC, TUONG KY CUA THUAG:
Twong tac ctia thude:

Khéng c6 div lizu lam sang nao chirng minh loperamide la tac nhan
khang thuéde.

+ St dung déng thei loperamide (don [&u 16mg) cing vdi quinidine

hodac ritonavir, déu gay (rc ché sy dé khang thude dan dén gia tang
néng dd loperamide trang huyét tuong 2 — 3 lan. Méi lién quan lam
sang cba luong lac duge ddng hoc v&i cac chal e ché dé khang
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. mgggﬁﬂﬂﬁﬁﬁ |_ ;&y'lsu dung ¢ liéu dugckhuyén cao
4 gyﬂkpﬁﬁo}?e L d’rmqj cung ilraconazole, mét chét
WHIAG va P-glye

yda dan dén tang 3 — 4 1An nong do
i -\@9 huyet eafgTrong cung nghién ctru vé& chét trc che
CYP2C8a a'-:<.:- doyphat rién nong dd loperamide khoang 2
lan. Viéc két hop firagorazole va gemfibrozil din dén tang 4 14n ndng
db dinh trong huyét tuong clia loperamide va tang 13 lan trong téng
lvgng huyétluong. Nhiing sé lidu vé sur gia tang nay khang lien quan
dén tac déng cia hé than kinh trung wong nhr khi durge do dat bang
cac bai kiém tra v& tam than van déng (vi du nhur trang thai budn ngl
chiiquan va kiém tra thay thé chirsc ky higu).
Str dyng déng thoi loperamide (don lidu 18img) cung keloconazole,
chal re ché CYP3A4 va dé khang thudc dan dén tang 5 lan néng do
loperamide trong huyét trong. Sir gia tang nay khéng cé lién quan
den viéc lang téc dung 1&n dugc e hoe khi duge do bang phirang
phap do dong L.

Bigu iri ddng thei vai demopressin dudng ubnglamting 3 n ndng a6 | |

demopressin trong huyét tuong, dugc cho réng do nhu djng dudng
tiduhoa.

Cédu doan cho ring cacloai thude cé dactinh duoe Iy tuong tr ed thé
lam tang tac dyng ciia loperamide va céc thubelang toc d6 qua duding
tidu hda céthé bijgidmtac dung

Twong ky chia thude: (khong 4p dung)
TAC DUNG KHONG MONG MUON CUA THUGC:
Doiveingudilénvatréem 2 12 tubi:

L]

Su an toan khi st dung loperamide HCI da dugc danh gia trén 2755
ngudi 16n va tré em = 12 udi tham gia thir nghiém 13m sang cé kiém
soat va khang kiém soatlrong viéc strdung loperamide HCI aé didu trj
tidu chay cap.

Trong béo céo phé bién nhét ( = 1% ti 12 méc phai) v& cac phan ting ¢o
hai cda thudc trén thir nghiém 13m sang véi loperamide dé didu i tigu

chay cép la: tho bén (2,7%), day hoi (1,7%), dau ddu (1,2%) va budn |

ndn (1,1 %).
Bang 1 duéi day hién thi ADRS da dugc bao cdo viéc sir dung

loperamide HCI tir thir nghiém lam sang (bénh tiéu chay cap) hodc bai |

khao satthyreté

Phan nhém theo tAn sudt: rét thudng gap ADR=> 1/10), thuréng adp
(1100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10000 <ADR < 1000} va rat hiém gap (ADR <10000).

Thudng gap:

Réi loan hé than kinh: Dau dau
R6i loan tiéu héa: Tao bon; Budn nén; DAy hoi

itgap:

Réi loan hé than kinh: Chong mat, ngti ga®,

Réi loan tiéu hoa: Bau bung; Khé chiu viing bung; Khd migng; Bau
bung trén; Nan; Kho tiéu®,

Réi loan dava mé duéi da: Man ngura

Hiém gap:

1
+

RéI Iogn hé mién dich: Phan (rng qua mana; Phan ting phén vé (bao|

gdm soc phan vé)'; Phanrng gidng phan vé®

Réiloan hé thin kinh: Maty thirc’, Siing s67; Gidm nhan thire’, Tang
twong luc co’; Bat thudng didu phdivan dong’.

R&i loan thj gi4c: Co déng tira

R&i loan tigu héa: Tac rudt’ (bao gom tac rudt do liét rudt); Phinh
to dai trang” (bao gém phinh to dai trang do nhidm déc*); Cing
churéng bung.

R6i loan dava mé dwdi da: NGi bong rép” (bao gbm hoi chirng
Stevens-Johnson, hoai i biéu bi nhigm déc va ban do da dang);
Phi mach®: May day”™; Ngira®

R&i loan than va tiét nidu: Bi tidu®

R&i loan toan than va tinh trang tai noi ding thubc: Mat maP.

a.Nhirng thuat nglr trén dugc dya trén cdc bai bao loperamide HCI

qua trinh xac dfnhf:ac tac dung khéng mong mudn clia bai bao trén
khong phan bigt ddi twging man tinh hay ¢ap tinh, ngudi l6n hay tré
nhd, cac tan sudt gap duoc udc tinh o tat ca cac thir nghiém 1am

séng v&i loperamide HCI (gdm cap tinh va man tinh), gém c3 thir
nghiém trén tré em = 12 tuci (N = 3683).

b. Boc muc Cénh bao va than trong khi sir dung
QUA LIEU VA CACH XU TRi:
Qualigu:

*

L]

Trong treing hop qua liéu (bao gdm catrudng hop qualidudordiloan
chi¥c nding gan), trdm ¢am (lo mo, rdi loan hanh vi, ngl gét, hep dong
1, ting trurong e, suy ho hap), tao bon, bi tidu, ticrudt cothé xay ra.
Daiveitré emva ngu‘(ﬁfi bj réi loan chirc ndng gan c6 thé dép (rng nhay
camhon trén hé than kinh trung vong.

Cach xir tri khi diing thudc qua liéu:
+ Trong truong hop voi ddi lweng ding qua liéu Loperamide, cac bénh

ly tim mach da dugc quan sat va co the xay kéo daiquang QT va Phac
bd GRS, xodn dinh hodc ndng hon 1a rdi loan nhip that nhoi mau co tim
va ngat xiu { xem myc Canh bao va than trong khi diing thudc). Mat sb
béo céo ghi nhén da c6 ca (& vong. Qua liéu cling d3n dén Hdi chirng
Brugada.

Trong truéing hop qua lidu, nén theo déi ECG khi quang QT kéo dai,
Néucac tridu chirng vé& than kinh trung rong xay ra, naloxone dugc st
dung la thubc giai doc. Thoi gian lac dung cda loperamide dai hon
naloxone (iir 1 — 3 gir) can nhac lai ligu naloxene. Da do bénh nhan
¢An duro'c giam sat chit ché it nhat 48h dé o thé phat hién dau hidu
anh hudng lén than kinh trung rong xay ra.

DAGC TINH DUQG LYC HOC:
Nhom dwe'c Iy va ma ATC: Khang nhu dong rudt, ma ATC: AOTDAOD3.
Cochétac dung:
+ Loperamide gén voi thy thé opiate & thanh rudt, lam gidm nhu déng

rudt, giam toc @6 day thirc an, tang tac dong hap thy nudc va dign giai.
Loperamide lam tang truding lue co hau moén gidp gidm tinh trang di
cAukhéng turchil,

Trong thir nghiém lam sang mu déi ngau nhién trén 58 bénh nhéan bi
tiéu chay cap ding loperamide, tinh trang tidu chay dirgc quan sat bat
du cai thién trong véng Th sau khi diing 1 lidu 4mg duy nhat. So sanh
cac thude chong tigu chay khac trén 1dm sang da xéc nhan tinh trang
tiéu chay nhanh chéng cdi thién ré rét qua tac dung ctia loperamide

DAC TINHDUQ'C BONG HQC:

L

HAp thu: Phén 1&n loperamide duoc hap thu tai rudt, nhung két qua
sau khi virgt qua chuyén héa lan dau tai gan thi sinh kha dung chi cén
khodng 0.3%.

Phan b6: Nghién ciru qua trinh phan b trén chudt cho thay co ai luc
caovdi thanh rudt thang qua s uu lién gan vao cac thy thé cla lop co
doc. Loperamide lién két 95% véi huyat tuong, dic biét 1a albumin.
Knhéng c¢6 di¥ liéu |am sang nao chirng minh loperamide 12 yéu té dé
khang thuéc.

Chuyén héa: Loperamide dugrc trich li hau hét tai gan cing Ia noi
duot chuyén hoa chi yéu, lign hop vé bai xuét qua mat. Con dudng
chuyén héa duy nhat ctia loperamide I3 oxy hoa khi methy qua trung
glanchtl yéu la CYP3A4 va CYPZG8. Do higu (rng qua gan landau cao
nénndng dd thudc trong huyéttuong ritthap va khdng thay ddi.
Thaitrir: Théi gian ban thaiclia loperamide & ngirdi khodng 11 gitrvai
phamvitir 9 — 14 git. Loperamide duoc chuyén héa va baitiétnguyén
venqua phan,

QUICACHBONG GOI:

Hép 10 vix 10 vign nang cling

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA
THUOC:

Bao quan: Noikhd, nhieét do khong qua 30°C, tranh anh sang.

Han diing: 36 thang ké tir ngay san xuat.

Tiéu chuan: DBVN

TEN, BJACHICUA CO'SO'SAN XUAT THUOC:

CONG TY €O FHAN DUQC PHAM TRUNG UONG VIDIPHA
184/2 L& Van Sy, Phudng 10, Quan Pha Nhuan, TP HCM
BT (84 - 28) - 38440108 Fax' (84- 28) - 38440448
Co s& san xual: CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG
Khu phé Tan Binh, Phuéng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong

VIDIFHA
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