HUONG DAN SU DYNG THUOG CHO NGUOTBENH

Boc ky hwovng dan sw dung tru*ac kh| dung

Peée xa tam tay tré em Sy
Thong bao ngay cho bac sy hoac dwgc sy nhtrng tac dung khong mong
mudn gdp phai-khi'sir dung thuoc

nﬁongamw&wquamm st dgngghim nhan -]

Thanh phan: Cong thirc.cho 1 vien: v 2010 fon 280b snisnifeoove
Levocetirizin dihydroclorid ............coeveeieeeiennenensisbibe: Vo vieu S1.2260isweib.20Mg
T T P R S N S O O . 3 aiteniAooB 1 vién.
{Lactose;Tinh bdt ngd, Povidon; Mlcrocrystallm cellulose MagneSt stearat,
Hydroxypropyl: methylcellulose Talc; Titan dwxud Potyethylen glycols 6000

Polysorbat 80, Pham mau Sunset yellow lake):
Mo ta san pham Vién nén bao phlm mau vang, duong kmh Bmm
Quy cach dong goi: Hop 1vix10vién nén bao phim. .

Thuoc dung chobénhgi: . | IIIBRLINO:
Thuoc nay chira levocetirizin dlhydroclond la mot khang hlsta_ lin.dung cho cac
~oirong hegp di wng Viem mui di L wng theo mua, viem mii dj kng-man tunh hat hO’I
~chay ntréc mii, ngtra mii, chay nwéc mat, mat do; may day man tlnh

Nén diing thuoc nay nhwthé nao valiéulwong:* 011913
Cach dung: U6ng 11an duy nhat trong ngay, trong hodc ngoél bﬁ’a dn R X

Lieu dung: 201801

Nguwoilon va tre emtw 12 tuon tro Ien Uong 5mg (1 wen)/ngay OBV

Treemtr6 tu0| dén < 12tudi: Udng 2,5mg/ngay dung dang baoché thlch hop)

Ngwi cao tudi: Nén diéu chinh theo liéu khuyén cao cia bénh ‘nhan SUy than

(xem muc bénh nhan suy than)

Bénh nhan suy than: Khuyen céo nén dungHiéu ngat quang, dieu chinh Iiéu thlch hop

“vé&imircdd suythancla tu'ng bénh nhandwa vao do thanh thai creatlmn (CIO,)

+ Cl, 30 -49mi/phat: 2 ngay uong 1 vién.

+Cl., < 30ml/phut: 3 ngay uong 87 e e '

Bgnh nhan suy gan: Khong ¢ can chinh Iléu & céc benh nhan chibj suy gan o v

Benh"nhan vura suy gan vira suy than diéu chinh theo lieu ctia bénh nhan suy than .

Tho glan diéu tri: Tuy trrd'ng ho’p, thi gian va dod phirc tap cua twng canbénh.

Viémmidirngdiéutrittr 3-6tuan. Trromg hopdi wngdophén hoadleutm tuanladu.

. DAi voi viem mdidj eng man tinh, da ¢ dir liéu 1am sang ve thoi gian dieu tri kéo dai

tow 1 ndm, va kéo dai t&i 18 thang doi v&i cac bénh nhan viraviém mul vira v;em da

Khl nao khong nén dungthuoc nay: oo Hnib10398 ¢
Qua man v&i levocetirizin hoac voi bat clr thanh phan nao: cua thuéc hoac vOi
~dan chat piperazin. | - . s

Bénh than nang véiCl, < 10 mI/phut e |
~'Khéng dung cho phinicé thaiva cho con bu, tre em dt.l’é'l 6 tuél

Tac dung khéng mong muén (ADR):
Cac tac dung khéng mong muon & mirc dd nhe dén trung bmh nhw kho mléng
suy nhugc, mét méi, dau dau, viém mdi, viém hau hong, buon ngu 1L""dau bung Va
nhirc nlradau (trén1%). " :

Néentranh dung nhumg thuoc hoac thl,rc pham gi khi dang SLP dgng thuoc nay
Trong th&i gian uong thudc nay ban nén tranh ding nhirng thudc sau do co
thé xay ra tinh trang ngu A& \irn0 . -
Cac thuoc chong tram.cam 3 vong (w du Amnryptylm) ;

Cac thudc gidm dau co6 chira chat gay nghlen (vi du: Morphln codem)

Céc thudc an than benzodlazepln (vidy: Dlazepam)

Cac chat khéng histamin co tac dung an than (vn du. Clorphenlramm)

Néu can stz dung thém loai thudc khac, bao gom ca thuoc ké don va thuoc
khong ké do'n thudc tir dwge liéu hoac thic pham chwrc nang ban nén tham
khao y kién bac sy hoac dwoc sV.

Trong thoi gian. uong thudc nay ban nén tranh uong rwou hodcicac san phamco
chira rirgu do khi két ho'p thudc nay v&i regu co the xay ra tinh trang ngu: ga,
lam gidm s tinh tdo va lam suy yéu heoat . déng cta hé than klnh trung u'o'ng

Canlam gi khi mét lan quén khéng dung thuoc:
Udng liéu bi quen ngay luc Nnh¢ ra. Néu lieu dé gan'véi tén dung thuéc tiep theo
bd qua lieu bj quén va tlep tuc uong thuoc theo dung thoi g|an qUI dlnh Khong

~'ding 2liéu cung lac.

Cin bao quan thuéc nay nhwthé nao:
Dé & nhiét dé duoi 30°C, tranh am va anh sang.

Nhirng dau hlou va trlou chwng khi dung thuoc qua lieu:..
- Triéu chwng qua lieu cd thé nhan thay & ngudi lén la tinh trang ngu ga; con o tré
. em luc daukich dong va thao thirc, sau dé la tinh trang ngu ga. -

Can phai lam gi khi dung thuoc qua liéu khuyen cao
-\Goichobac sy ctia banhoéc dén ngay co sé y té gan nhat

Nhirng diéu can than trong khi diing thudc nay:
Cactinh trang cin thantrong:
Than trong khi dung thudc nay cho ¢ac dél two'ng sau:

Ngwoi suy giam chirc nang than, chirc nang gan. 3118 slasizebnl

Dung trong nhikhoa: Levocetirizin chwra dwoc nghién cu’u cho benh nhl duo’t 6 tu0|
*'-Ngtro't khéng dung nap du’o'ng lactose hodc mét so loai drong: khac (‘\n thanh

phan ta dwoc ctia thudc nay co lactose c6 thé gay bat lgii cho ban)'* >

Cac khuyen cao dung thuoc cho phu nircé thaivachoconbizii o =00 oy

Khéng nén st dung thuoc nay cho phu Ny co thai hoac dang cho con bu do chwa

dudirliéu chu'ng minh tinhantoan ctathuée. -~ - 1O 210t

Tac déng ctia thuoc dén kha nianglai xe vavan hanh may méetcesiiest |

Than trong khi dung thudc cho nguwéi dang lal Xe va van hanh méy»moc do thuoc

c6 theé gay buon ngt, mét moiva suy nhugc. - -

Khin3o'cAn'tham vAnbic sy, dirgc sy’ oouue fsmotarva 211
Phu nirdy dinh co thai, , dang co thai hoac chocon bu. pthied by
Dang st dung loai thudc khac, bao gom ca thudc ké don va khdng ké don, thude
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-~ Gacdactinh dwoc lwc hoc:
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tlr dworc liéu hoac thue phérh chi¥e nang.

Nguon cao tu0| _
Nguou bi di (’ng v&i th uéc, | : f_ ; Q;,-
Neu can them thong tin xm h* -_ ; 3n bac sy hoac du

"HUONG DAN su’ DUNG THUOC cuo CAN Bo Y TE
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Cac dac tinh dwo'c Itrc hoc dwoc dong hoc.

__Levocetlnzm la dong phan quang hoc co hoat tmh cua cetmzm Ia mot khang

.+ histamin ;thé he thee -ba khong gay an than. Téc dung khang hustamm cua

- -f;tevocetmﬂn théng qua phong bé canh tranh cac thu:-thé H, cla céc te bao tac
dong Thudc khéng ngan can sy giai phong histamin tw cac dudéngbao, nhwng
ngan can sy.gan histamin v&i cac thy the cta no: Do thudc khong di qua hang rao
mau ndo nén khéng gay an than vado do kho cO the gayra buon ngu. -
Cacdactinhdwoc dong hoc:
Hap thu | evocetinzin hap thu nhanh khi udng va nong do dinh trong huyét two'ng dat
dwoc khoéng 0,99id saukhi uéng Viec dung levocetirizinkhong anh hu’dng bo thu’c an.

" Phén phm C616190% Ievocet’mzm két hop VOl proteln trong huyet twong.
Chuyén héa: Mirc dd chuyén héa cua levocetirizin & ngu’o’l dudi 14% cua lieu
dung. Cac phwong thirc chuyén 'héd bao gom oxy héa vong thom, Khir nh6m
alkyl & vi tri N-'va O-va lién hop véitaurin. ‘Phirong thire Khir nhom alky 'cha yéu

qua trung gian CYP 3A4 trong khi su OXy hoa vong thom lien quan de’n céé dang
CYP phtrc tap va/hoac khong nhan biét dwoc.

" Thai tree: Thoi gian ban thai & nguoi I6n khoang 8-9 gid sau khi uong Thubc

_ dwoc bai tiét chi yeu qua nudc tieu (85,4%. lleu) chi mot lLegng nho du’oc thay
trong phan (12,9%). Levocetirizin dwoc bai tlet béi loc cau than va bal tiet chu

,.dong qua ong than.

Chl dinh, lieu dung, cach dung, chéng chl dgnh

Chidinh: 2l
Cac trwo'ng hop di wng Viem mi di wng theo mua viém mdi d| wng man t|nh hat

“hai; chay nwée miiy, ngira mai, chay nwé'c mat, matdo may day man tmh
Lieu dung: gor
'Nguoilonva tre em tir 12 tuoi tré 1én>Uong 5mg (1 wén)/ngay 1w gifiste
Tré em tir 6 tudi dén < 12tudi:Udng 2 5mg/ngay (ding dang bao ché"th‘tc‘h hop)
Nguwi cao tudic Nén diéu chinh theo lieu khuyen céo clia bénh nhan suy' than
~(xem muc bénh nhan suy than) '
'Bénh nhan suy than: Khuyen c4o0 nén dung liéu'ngat quéng d‘ éu ch|nh liéu thich hop
< v@imire do suythancua tu'ng bénh nhandwavao do thanh thél creatlnln (Clc,) '
"+ Cl.'30-49ml/phut: 2 ngay uong 1vién.
+ Cl., < 30ml/ phut: 3 ngay uong 1vién. ' 4
Bénh nhan suy gan: Khéng can chinh liéu &' cacbénh nhén chibisuy gan
'"Bénhinhan viva suy gan vira suy'than, diéu chinh theo liéu ciia benh nhansuythan.
Théi gian diéu tri: Tuy tredng hop, théi gian va dd phirc tap cua tirng can bénh.
Viémmdidingdiéutritlr 3-6tuan. Tneomg hopditPngdo phanhoadieutrit tuanladu.
D6i v viém midi g mantinh, @a cé dir liéu 1am sang ve thoi gian didu tri kéo dai
toi 1 nam, va keo dal to’| 18 thang doi véi cac bénh nhan vu'a wém mw vira wém da

didng.

D Céch dung: Udng'f lén duy nhattrong ngay tronghoéc rtgdal ‘bda*’dh

Chong chidinh:

Qu&man véi levocetirizin hoac vo'i bat cir thanh phan nao cua*thuéc hoac vm
dan chat piperazin. -

Bénh than nang voi Cl., <10 mllphut -

Khéng duiing cho phu ni¥ cé thai va cho conbil, tré envduoi 6 tudr oiin

Cac triong hop than trong khi dung thuoc
Cactinhtrangcanthantrong:
Bénh nhan khong dung nap galactose lactose va glucose-galactose
Dung thuoc dong thol voi uong ruou hoac thuoc tram cam khac c6 thé lam glam
S tinh tao va hoat bat khi lam viéc, do dé khong du’oc u6ng reou khidung thuoc
. Dung trong nhikhoa: Levocetlnzm chwraduwoc nghlen ctru cho bénh nhidwéi6 tudi.
Cac khuyen cao dung thuoc cho phu nir cé6 thai va cho con ba: -
Khéng nén sir dung thudc nay cho phu nircod. thal hoéc dang oho con bu do chuwa
.40 di ligu ching minh tinh an toan cla thuéc.
Tac dong cua thuoc dén kha nang lai xe va van hanh may moc
Than trong khi dung thuéc cho nguol dang lai xe va van hénh may maoc do thuoc
c6 thé gay budn ngu, mét mai va suy nhwoc.

Twong tac cuathuoc voicac thuoc khac va cac loai twomg tac khéc 7

Thirc &n khdng lam giam lwong hép thu, nhwng Iam glém toc do hap thu cua

Ievocetlnzm _

O 1s6 benh nhan nhay cam thl Khi su’ dung Ievocetlnzln cung vol rrou hoac cac

thudc trc ché than kinh trung wong co the Iam giam Sy tlnh tao va Iam suy yéu

hon hoat ddng'ctia hé than kinh trung wong.

Cé thé xay ratinh trang ngl ga néu két hop thudc nay Vi bat ky cac chét Nao sau

day: Rwou, cac thudc chong tram cdm 3 vong (vi du Amitryptylin), cac chét gag
" ¢ chat

nghién (vi du Morphin, codein), cac'benzodiazepin (vi'dy’ i“ qpaﬁ“t)“

kKhang histamin co tac dung anthan (vu du Clorphenlramln)

Tac dung khong mong muon: .. .
Céc tac dung khong mong mudn & mirc do nhe den trung blnh nhw kho mieng
suy nhu’o'c met moi, dau dau, viém mi, viem hau hong, buon ngu daubungva
nhirc nira dau (trén 1%). v O AT

Qua Ileu va cach X(p trl roitslosl brs vonsnpsia 1ot noitebt

Tneu chu’ng qua Ileu co the nhan thay 0 ngwm Io'n Ia tlnh trang ngu ga cdn o tre

em lGc dau leh dong va thao thirg; sau do la tlnhtrang ngu gé

roCachxuoetric

XUrly trongtrwong hdp qua lteu Chwa co thuoc g|a| doc dac h|eu Khi xay raqua
liéu nén diéu tri triéu chirng hodc diéu tri nang d&. Cé thé rira da day néu trwong
hop qua liéu dwoc phat hién sém. Loal trl‘ﬁmmmn@ béng:phwhgm
phan khong co hléu qua 10 ¢
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