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TO HUONG DAN SU DL

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN: Mdi vién nén chira:

Théanh phén dicge chdt:

117 1576 1LVt O S R R 5,0 mg.
Thanh phan ta dirge: Lactose monohydrat ddp thing, tinh b6t ng, natri starch glycolat, colloidal
silicon dioxyd, magnesi stearat.

DANG BAO CHE:
Vién nén. Vién nén mau trang, hinh tron, phang, mot mét co vach ngang. Co thé bé dbi vién thude.

CHI PINH DIEU TRI:

- Diéu tri tridu ching nhiing biéu hién di tng nhu: Viém mii di tng, viém két mac, may day, pht
Quincke.

- Phéi hop didu tri cdc bénh eczema, ngira.

LIEU LUQNG VA CACH DUNG:
Liéu lwong
- Ngwoi l6n va tré em tiv 12 tudi tré 1én: Udng 1 vién/lan x 2 lan/ngay, udng thude vao budi sang
va bubdi téi hodc ubng 2 vién/lan vao budi tHi.
- Tréem
+  Tré em tir 6-10 tuéi (tir 20-30kg): Ubng % vién/lan x 2 lan/ngay, ubng thubc vao budi sang
va budi tdi hodc udng 1 vién/lan vao budi tbi.
+  Tré em tir 10-12 tuoi (tir 30-40kg): Ubng " vién budi sang va 1 vién budi ti hodc udng 1
vién rudi vao budi toi.
- Ngwoi cao tudi (>65 tudi)
- Khong cé théng tin cu thé vé lidu cho dbi twong nay. Do do, cin than trong khi st dung thube
cho nhém bénh nhéan nay.
Cdach ding:
- Thube duge dung theo duong ubng.
- Nén udng thudc vao budi tbi vi thude c6 thé gay budn ngtt & mét sb ca nhan nhay cam (tré em,
ngudi cao tudi).

CHONG CHI PINH:

- MAn cam voi mequitazin hay bat ctr thanh phdn ta duge nao cta thude hogic nhay cam véi nhém
phenothiazin.

- Bénh nhén ¢6 tién st mit bach cau hat lién quan dén viée str dung céc phenothiazin.

- Bénh nhén dang st dung céc chat trc ché monoamin oxidase (IMAO) hoic nhitng ngudi d
duge didu tri v&i IMAO trong vong 14 ngay true d6 (Céc chét trc ché monoamin oxidase
(IMAO) tang manh tinh chit khang cholinergic ctia mequitazin).

- Trong giai doan hen cép tinh.
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Diing ddng thoi voi mot loai thube di biét kéo dai khoang QT.

Bénh nhén bi hoi chimg QT kéo dai bim sinh hodic bénh nhén cé khoang QT kéo dai (da biét
ho#c nghi ngo).

Bénh nh4n mit cin bang dién gii, ddc biét 12 ha kali méu.

Bénh nhéan ¢6 nhip tim chim.

Ngudi cé bénh loan chuyén hoa porphyrin (gidng céc thude khang histamin khac).

Nguy co glaucom goc dong.

Nguy co bi tiéu lién quan dén rdi loan tiét niéu hodic tuyén tién liét.

Phu nit dang cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG:

Céc trudng hop mét bach cAu hat duge mb ta khi sir dung thudc khang histamin thudc nhém
phenothiazin. Bénh nhéin cin duoc canh bdo trong trudong hop sot hodc nhidm trung khi dang
didu tri, ho nén duoc tu vin y té cang sém cang t6t. Trong trudmg hop c6 su thay ddi dang ké vé
codng thire méau, nén ngung diéu tri.

Ciing nhu tit ca thudc khang histamin, phai than trong khi st dung mequitazin trong chiing
dong kinh, hen suyén, phi dai tuyén tién liét, ting nhan 4p va céc bénh tim mach hoic gan.

Bénh nhan déng kinh nén dugc giam sat chat ch& vi ¢6 thé Jam giam ngudng gy dong kinh,
duoc biét dd xay ra vdi phenothiazin.

Déi véi bénh nhan suy gan nang co nguy co do thanh thai bi giam va tich tu ciia mequitazin.

Bénh nhan cao tudi nhay cam hon dbi voi cac phan tmg phu cua thude khang histamin, dic biét
[a hoat tinh trc ché hé thin kinh trung wong va cic tac dung ha huyét ap ngay ca ¢ lidu diéu tri.
Do dé phai than trong vai nhom bénh nhéan nay.

Tranh st dung thic uéng va thude ¢6 chira con. Sy thiéu tinh téo c¢é thé gay nguy hiém cho viée
la1 xe hodc st dung may moc.

Can than trong khi str dung cac amin kich thich than kinh giao cam, tac dung trén hé adrenergic
ctia thude dbi vé6i hé thdng tim mach trdm trong thém.

Su két hop vé6i cic thude e ché than kinh trung wong khac ¢6 thé 1am ning thém téc dung e
ché thin kinh trung wong. Vi thé, mic do tinh tio c6 thé giam, gdy nguy hiém khi lai xe hoic
van hanh may maoc.

Téc dung khong mong mudn cia atropin ¢é thé nhén thiy (vi du: bi tiéu, tao bon, khd miéng)
khi két hop véi atropin va céc thube cé lién quan.

Thube nay cé chira lactose, cdc bénh nhdn c6 bénh di truyén hiém gip khong dung nap
galactose, thiéu men lapp lactase hoic hép thu kém glucose-galactose khong nén ding thube

nay.

TRUONG HOP CO THAI VA CHO CON BU:
Khang nén ding mequitazin & phu nit ¢6 thai nhét 1a thoi gian cudi cta thai ky va phu nit dang cho

con bt trir khi c6 su chi dinh va giam sét truc tiép cua bdc sy.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thén trong khi 1ai xe va van hanh may moc khi ding mequitazin vi thudc c6 thé gy budn ngu,

chong mit, dau dau.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC:
Nhitng thube trdanh dimg phoi hop
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Amiodaron, arsenic, artenimol (dihydroartemisinin), bepridil, citalopram, cisaprid, diphemanil,
disopyramid, dofetilid, dolasetron (tiém tinh mach), domperidon, dronedaron, erythromycin (tiém
tinh mach), escitalopram, hydroquinidin, hydroxyzin, ibutilid, mizolastin, moxifloxacin, piperaquin,
prucaloprid, quinidin, sotalol, spiramycin (tiém tinh mach), toremifen, vandetanib, vincamin (tiém
tinh mach). Téng nguy co loan nhip thét, bao gdm xoén dinh.

Nhitng thu6c khuyén khong ding phdi hop

Nhiing thudc diét ky sinh trung c6 thé gay ra xoén dinh nhu chloroquin, halofantrin, lumefantrin,
pentamidin: Tang nguy co loan nhip thét, bao gdm xodn dinh. Néu cé thé, chdm dirt mot trong hai
phuong phap diéu tri. Néu phdi hop khong thé tranh, can kiém soét trude QT, va theo d&i ECG.
Methadon: Tang nguy co loan nhip thit, bao gdm xoén dinh.

Thudc an thdn kinh c6 thé gdy ra xoin dinh nhu amisulpride, clorpromazin, cyamemazin,
droperidol, fluphenazin, flupentixol, haloperidol, methotrimeprazin, pimozide, pipamperon,
pipotiazin, sertindole, sulpirid, sultopride, tiapride, zuclopenthixol: Tang nguy co loan nhip thét,
bao gdm xoén dinh.

Paroxetin, fluoxetin, bupropion, duloxetin, cinacalcet, terbinafine: Nguy co tdng tdc dung phu cua
mequitazin, do nhitng chét nay tic ché sy chuyén hoéa ctia mequitazin.

Rugu: Tc dung an than cha mequitazin ting lén cing véi viée sir dung ruou co thé xay ra riéng 1é
& mdt vai bénh nhan, canh gidc co thé gay nguy hiém néu lai xe va st dung may moc.

Natri oxybat: Tang cuong tic ché than kinh trung uong, canh giac c6 thé gay nguy hiém néu l4i xe
va su dung may moc.
Nhitng thude than trong khi ding phdi hgp

Anagrelid: Tang nguy co loan nhip thit, bao gdm xoén dinh, theo d5i 14m sang va dién tam dd néu
duang chung.

Thube chen béta didu tri suy tim (bisoprolol, carvedilol, metoprolol, nebivolol): Tang nguy co loan
nhip thit, bao gdbm xodn dinh, theo dbi lam sang va dién tdm dod.

Thude 1am chdm nhip tim: Ting nguy co loan nhip thét, bao gdm xoan dinh, theo dai lam sang va
dién tam do.

Azithromycin, clarithromycin, roxithromycin: Tang nguy co loan nhip that, bao gdm xoén dinh,
theo dai 14m sang va dién tam do.

Ciprofloxacin, levofloxacin, norfloxacin: Téng nguy co loan nhip thét, bao gdm xo#n dinh, theo doi
1am sang va dién tdm dé.

Thude ha kali mau (thudc loi tiéu ha kali, ding riéng hodc két hop, thude nhuan trang kich thich,
glucocorticoid, céc tetracosactide va amphotericin B (tiém tinh mach)): Téng nguy co loan nhip
thit, bao gdm xodn dinh. Piéu chinh ha kali mau trude khi dung thudc nay va thue hién theo doi
Jam sang, chét dién giai va dién tam dd.

Ondansetron: Tang nguy co loan nhip thét, bao gdm xoan dinh, theo doi 14m sang va dién tim db.
Nhiing thuc nén cin nhic khi ding phéi hgp

Nhitng thude tac dung gidng atropin nhu thude chdng trdm cam ba vong, hau hét cac thube khang
histamin H; kiéu atropin, thude khang cholinergic, thude chira Parkinson, thudc chéng co that kiéu
atropin, disopyramid, thude an than kinh phenothiazin va clozapin: Khi dung cac thude nay chung
v&i mequitazin ¢ thé 1am ting thém céc téc dung phu kiéu atropin nhu bi tiéu, dot c4p tinh ctia
bénh ting nhan ap, tao bon, kho migng v.v...

Thube an than: Cac din chét morphin nhw thude giam dau, thudc ho, thubc an thin kinh, cac
barbiturat, benzodiazepin, thude an than gii lo 4u khac benzodiazepin (vi du meprobamat), thube
ngt, thude chéng trim cam (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), khang
histamin H; an than, thudc ha huyét 4p trung wong, baclofen, va thalidomid: Khi ding cac thudc
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ndy chung véi mequitazin ¢6 thé lam ting tic dung trc ché hé than kinh trung wong, canh giéc ¢6
thé gy nguy hiém néu 14i xe va sir dung méy méc.

TAC DUNG KHONG MONG MUON:
Tac dung khéng mong mubn thudng gip nhit ciia cac thube khang histamin & budn ngii va an than.
Mirc d6 nghiém trong thay ddi theo tirg bénh nhén (dic biét & nhém ngudi cao tudi).
Céc tac dung khéang cholin/khang muscarin dbi khi cé thé xay ra: Kho miéng, tdo bon, rdi loan diéu
tiét, gifin ddng tor, kho tha, bi tiéu, kho tidu.
Céc tac dung khéng mong muén theo co quan bi anh huéng nhu sau:
- Réi loan hé mién dich
+ Phan tmg di tmg lién quan dén bat cir thanh phin nao.
+ Séc phan vé.
- Roi loan mdu vi hé bach huyéf
+ Chimg rbi loan mau (truong hop hiém mét bach ciu hat da duge mo ta v6i phenothiazin).
- Roi logn tam than
+ Ao gidc dic biét & ngudi cao tudi, bon chdn.
- Réi loan hé than kinh
+ Ngu ga, kich dong, hung phﬁn, méat ngu, nhic dau, suy giam tam than van dong, loan van
dong cip, tac dung ngoai thap (da duoc bao céo v6i cac thube nhém phenothiazin).
+  An thin: Mirc d6 nghiém trong thay déi theo timg bénh nhan (dic biét & nguoi cao tudi).
+ LAn 16n tAm than dac biét & ngudi cao tudi.

- Réi loan mdit
+ R&i loan tép trung, rdi loan didu tiét, gian dong tir (tdc dung khang cholin/muscarin).
- Roi loan tim
+ Panh tl'éng nguc.
- Réi loan mach
+ Ha huyét 4p.
- Réi loan tiéu héa
+ Kho miéng, tdo bon (tac dung khang cholin/muscarin).
- Réi loan da va ma dirdi da
+ Nhay cam véi 4nh sang, ban dé, eczema, nglra, ban Xuét huyél, may day, phu Quincke.
- Réi loan thdan va tiét niéu
+ Bi tidu, kho tiéu (tac dung khéng cholin/muscarin).
- Réi loan chung vé tinh trang noi dimg thuéce
+  Kho tho.
THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRI:

Qua litu

Céc tridu chitng qué liéu bao gdm: ngii ga, bubn ndn, ndn mira, tic dung khang cholin, ha huyét 4p,
trc ché hé than kinh trung wong, nguy co co giat dic bi¢t la & tré em, 1di loan nhan thirc, hén mé.
Qué lidu c6 thé giy tir vong diic biét & tré so sinh va tré nho.

X tri

Trong trudng hop qua lidu, khuyén cdo theo doi triéu chimg chung véi theo d&i tim bao gdm
khoang QT va nhip tim trong 48 gid.
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Didu tri tridu chimg va hd trg ¢6 thé bao gdm hé hép nhén tao, lau mét khi c6 sbt, gy ndn va rira da
day.

Diazepam c6 thé duoc st dung dé kiém soat co giat, tuy nhién tranh dimg céc chét trc ché than kinh
trung wong va céc din xuét phenothiazin khic.

C6 thé cho bénh nhan ubng than hoat tinh. Truyén dich tinh mach va thudc 1am co mach ngoai trir
adrenalin co thé can thiét.
Khong cé thude giai doc dac higu.

PAC TINH DUQC LUC HQC:
Nhom duoc ly: Thude khang histamin H, va khang cholinergic thuéc nhém phenothiazin..

Ma ATC: RO6ADO7

Mequitazin 13 thudc khéng histamin H; va khang cholinergic thude nhém phenothiazin.

Tdc dung khdng histamin H;: D& khang hoan toan véi histamin tai co tron khi quan, tiéu hoa gay
gifin cac co ndy, d6i khang mot phan trén tim mach gay giam tinh thAm mao mach, khéng rc ché su
tiét dich vi.

Tdc dung khdng cholinergic: Do co cdu tuong tw chét rc ché muscarin va chét {rc ché a-adrenergic
nén mequitazin e ché cdc receptor nay, tng dung tinh chit nay tri sung huyét mii khong do di
ing, tuy nhién thude co thé gy bi tidu, o1 '

nguoi gia.

PAC TINH DUQC PONG HQC:

Mequitazin dugc hip thu tdt qua dudng tiéu hoa sau khi udng.

Thude duge phan phéi vai ndng do cao trong huyét twong va duoc chuyén hoa chu yéu boi enzym
microsom gan.

Nitta doi thai trir khoang 18 git. Mequitazin va cdc chit chuyén hod duge dao thai chi yéu qua
dwdng mat. Luong mequitazin & dang khong thay déi trong nudc tiéu rit thap.

QUI CACH PONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Nhiét do khong qua 30°C, tranh 4nh sang.

HAN DUNG: 36 théng ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.

Dia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Tan Thanh Téy, Huyén Ca Chi, Thanh phd
6 Chi Minh, Viét Nam.



