PROMETHAZIN

DéE xa tam tay tré em
Poc ky hudng dan st dung truéc khi diing
THANH PHAN CONG THUC THUGC: Méi chai 90m| chua:
Thanh phan hoat chat: Promethazine hydrochloride. 112,5mg

Thanhphantaduge:  Citric acid monohydrate (acid citric monohydrat), sodium benzoate (natri benzoat),
sucrose (dudng tréng), huong dua, sodium hydrogen sulfite (natri bisulfit), purified
water (nudc tinh khiét).

DANG BAO CHE: Sird, mau vang nau, sanh, vi ngot, c6 mui thom dac biét, dung trong chai nhua mau nau 90ml.
CHi PINH:

" Diéu trj triéu ching cac phan ng qua man nhu may day, phu mach, viém mai di ng, viém két mac va ngua.
Phan (g phan vé véi thuée.

An than & ngudi I6n va tré em trén 2 tudi, giam lo au.

Di éu tri chiing mdt ngdl & ngudi I6n (tam thai).

Phong va diéu tri say tau x e.

CACH DUNG, LIEU DUNG:

Cach diing: Dung theo dudng uéng, ludng thudc bang ly nhya c6 chia liéu.

Liéu dung:

Nguivi Ion:

Vi cac tinh trang di iing: USng 25mg (20ml sird)  trudc khi ding  hodc 12,5mg (10ml sird)  trudc bita an va tru dc

khi ding 0 (t 5 - 10ml sird, 3 1an/ngay).

Phong say séng, say tau x e: Usng 25mg (20ml sird), ding 30-60  pht truc khi khai hanh. Liéu tiép theo c6 thé

dung ctf sau 12 gig néu can.

An than: USng 12,5 - 50mg (10 - 40ml siré)/liéu.

Mat ngti ngau nhién, ngén ngay: Uéng 25mg (20ml sird) vao budi t6i 15-30  phat trudc khi di ng 0. Di éu tri ngdn

ngay trong vong 2 - 5 ngay .

Tré em (< 2 tuéi):

Véi cac tinh trang di ing: Usng 0,1mg (0,08ml siré)/kg thé trong, téi da 12,5mg (10ml siré), cach 6 gi®/lan trong

ngay va 0,5mg (0,4ml sird)/kg thé trong, t6 i da 25mg ( 20ml siré) trudc khi ding u.

Trudng hop budn nén va nén: Chi dung khi nén kéo dai hodc da biét ré nguyén nhan. Udng 0,25 - Tmg

(0,2 - 0,8ml sir6)/kg thé trong, 2 - 6 lan/ngay néu can, téi da 25mg (20ml sird)/liéu.

Phong say séng, say tau xe: Uéng 0,5mg (0,4ml sird)/kg thé trong, dung 30 - 60 phut trudc khi khdi hanh. Liéu

tiép theo c6 thé dung sau 12 gi& néu cén, téi da 25mg (20ml sird)/lan, 2 lan/ngay.

An than: Udng 0,5 - Tmg (0,4 - 0,8ml sird)/kg/lan, ci 6 gi& dung 1 1an néu can, t&i da 50mg (40ml siré)/Ian.

CHONG CHi PINH:
" Bénh nhan c6 strdung IMA O trong vong 2 tuan tr udc dé.

Trang thai hén mé, ngudi bénh dang diing cac thudc tc ché hé than kinh trung uong véi liéu 16n (nhu rugu, thude

an than gay ngt nhom barbiturat, thuéc mé, thuéc gid m dau gay ng ¢, thudc trén tinh...).

Tré em dudi 2 tudi.

Ngudi bénh man cadm véi promethazin hodc véi bt ci thanh phan nao cda thudc.
Tién st mat bach ciu hat.
Bi tiéu do tién liét tuyén.
Glécom goc dong .
Tré em c6 cac ddu hiéu va biéu hién hoi chingR  eye.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
" Ngudi bénh hen, ting nh an dp géc déng, biti éu tién, phi dai tuyén tién liét, tic mon vi - té trang.
Ngudi cao tudi, d ac bié t ngudi sa sut tri tué hoac t6 n thuang nao.
Ngudi bénh dong kinh.
Nguai bénh tim mach nang.
Nguai suy gan, suy tay .
Ngudi bénh tié u dudng.
Trénh dung cho tré em va tré vi thanh nién c6 cac ddu hiéu va biéu hién cta hoi ching Reye, vi c6 thé gay ra cac
triéu ching ngoai thap dé Ian véi dau hiéu than kinh trung uong ctia héi chiing nay, khé khin cho chuén doén.
Ngudi cao tudi, d ac bié t ngudi sa sut tri tué hodc té n thuong no.
Nguy co gay t i vong do ngimng thd néu dung & tré nho.
Bénh nhan méc bénh ditr uyén hiém gdp khong dung nap fr uctose khéng nén ding thuéc.
Thanh phén thudc cé chifa natri bisulfit c6 thé gay ra phan ing qua mén nghiém trong va co that phé quan.
Vi 1ml sirb chita khodng 0,74g  dudng trang nén than trong st dung cho ngudi dai thdo d usng.
U DUNG THUOC CHO PHY NU MANG THAI VA CHO CON BU:
S dung thudc cho phy nif c6 thai:
Chua xac dinh dugc tinh an toan khi sir dung thudc trong thai ky mang thai. Chi nén dung khi lgi ich diéu tri xac
déang hon nguy co c6 th & xdy ra cho thai nhi.
Sir dung thudc cho phu nii cho con bu:
Than trong khi duing thudc vi nguy co tdc dung khéng mong muén (nhu kich déng hoac kich thich khac thudng)
c6 thé xdy ra & dda tré. Vi vay nén ngiing cho con bu néu ngudi me diing promethazine. Thudc cé thé c ché tiét
stfa do tac dung khang cholinergic.
ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Vi promethazine gay buén ngu nén tranh dung thudc khi -~ dang lai x e hodc van hanh may méc .

TUONG TAC, TUONG KY CUA THUOC:
Tuong tac clia thudc:
Thuéc lam thay d6i két qua test da, can phai dirng thudc it nhét 72 gid trudc khi test
Metoclopramide: Khong dung két hgp véi promethazine.
Véi thudc tc ché than kinh trung uang: Promethazine hiép déng hodc tang cudng téc dung an than cla cac opiat,
céc thudc gid m dau khac, cac thu 6c tc ché than kinh, cac thué ¢ khang histamin, ru gu.
Véi epinephrine: Tac dung chen alpha - adrenergic ctia epinephrin cé thé bi chen né u dung déng thoi.
Céc chét tc ché monoamin oxydase (IMA O): Duing déng thai cé thé kéo dai va ting cudng tac dung tc ché than
kinh tr ung uong va khéng cholinergic ¢ tia thuéc khang histamin.
St dung déng thdi véi cac thude khang histamin la dan chat phenothiazin cé thé lam tang nguy ca ha huyét ap va
phan ng ngoai thap.
Céc chat chen beta - adrenergic: Dac biét la propranolol, néu duing déng thdi c6 thé gay téng néng dé trong huyét
tuongclia méi thuéc, do d6 c6 thé tac dung ha huyét ap, bénh ly véng mac khéng phuc héi, loan nhip tim va loan
van déng mudn.
Levodopa: Khi dung déng thai, cac téc dung chéng Parkinson c6 thé bj tc ché do chen cac thu thé dopamin
trong nao.
Chan doan thai: Xét nghiém cha n doan thai trén co's & phan ting mién dich gitia HCG va khang HCG c6 thé cho
két qua am tinh hoa c duang tinh gia tao.
Thtt nghiém dung na p glucose: Tang glucose mau c6 th & xdy ra & ngudi bénh dung promethazin.
Tuong ky ctia thudc:
Do khéng 6 nghién cttu vé tinh tuong ky ctia thudc, khéng tron 1an thudc nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Thudng gap: (1/100 < ADR < 1/10)
Than kinh: Ngui ga, nhin m&.
Da: NGi ban.
Khac: Niém di ch quanh d ac.
it gap: (1/1.000 < ADR < 1/100)
Than kinh: Chéng mat, mét méi, U tai, mat phéi hop, nhin déi, mat ngy, run, con déng kinh, kich thich, hysteria.
Tim ma ch: Danh tréng nguc, loan nhip tim.
Pudng tiéu héa: Khé miéng hodc c6 hong, buén nén, nén.
Hiém gap: (1/10.000 < ADR < 1/1.000)
Théan kinh: M&t phuong huéng, mét ki€ém soat dong tac, 1a 1an, tiéu tién buét (thudng gdp hon & ngudi cao tusi),
4c méng, kich dong bat thudng, bén chén khéng yén (thudng gap & tré em va ngudi cao tudi). Phan (ing ngoai
thap nhu can xoay mét, veo cé, the lusi (thusng gdp khi dung liéu cao).
M4u: Gidm bach cau, gidm tiéu cau, gidm bach cau hat.
Da: Man cam véi anh séng, viém da di tng, vang da.
Rang: Néu dung trudng dién sé tdng nguy co sau rang do mi éng bj kho.

QUA LIEU VA CACH XU TRi:
Quié liéu:
& ngudi I16n: Thudng xdy ra tc ché hé than kinh trung uongva hé tim mach nhe, gay ha huyét ap, dc ché hé hap,
co giat, ngli sdu, mat y thuc, ti vong bat ngd. C6 thé thay tang phan xa, téng truongluc co, mat diéu hoa, ching
mua van. Khé miéng, gidn  déng td d 6 bing, cac triéu ching & dudng tiéu héa ciing cé thé gap.
& tré em: Phan Uing nghi ch thudng clia ting phan xa, cif déng bét thudng, 4c mong, tc ché ho hdp c6 thé xay ra.
Céch xi tri khi dung thudc qua liéu:
D é ngudi bénh noi thoang khi .
Gay nén (c6 thé dung sird ipeca, nhung khong du gc diing cho nhirng ngudi bénh bj mét y thiic) tuy nhién ca ndé
phong séc, d dc biét la tré nho.
Uédng than hoat hay cic thuéc tdy muéi (nhu sulfat natri hodc sulfat magnesi) hoac rira da day néu ngudi bénh
khong thé nén dugc.
Béng kinh: Tiém tinh mach diazepam 5 - 10mg (tré em 0,1 - 0,2mg/kg). Trudng hop rat nang sé xudt hién cac
triéu chiing khang chlonergic cholinergic 8tha n kinh tr ung uong nhu trang théi kich thich, & o giac: Diéu tri béing
physostigmin tiém tinh mach 1 - 2mg (tré em 0,02 - 0,04mg/kg) thuéc dugc tiém tir tif nhdm xac dinh liéu ding
cla thudc. C6 thé tiém nhac lai sau 30 - 60 phut. Chudn bi sin sang atropin dé dung trong trusng hop qua liéu
physostigmin.
Trusing hop ha huyét 4p nang: Tiém tinh mach chat lam téng thé tich huyét tuongva néu can, tiém truyén tinh
mach cham noradrenalin (liéubd tdau 4 -5 microgam/kg/phut).
Trudng hop céc triéu chiing ngoai thap, diéu tri véi biperidin: Tiém bap hodc tinh mach cham 2 - 5mg (tré em
0,04mg/kg), liéu nay cé thé nhéc lai sau 30 phat.
Can duy tri bai niéu tét va thong khi hd trg  cho ngudi bénh néu can.

QUI CACH PONG GOl: Hop 1 chai 90ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC:
Bao quan: Noi kho, nhiét  d6 khéng qué 30 °C, tranh &nh sang.
Han duing: 36 thang ké tir ngay san xudt.
Tiéu chudn: TCC S

TEN, PIA CHi CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA

184/2, L& Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM

DT: (84-28)-38440106 Fax: (84-28)-38440446

Co sd san xuét:

CHI NHANH CONG TY CPDP T.U VIDIPHA BiNH DUONG
VIDIPHA Khu phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Duong




