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PROMETHAZIN

DE xa tam tay tré em
Doc ky hudng dan sir dung trude khi dung
THANH PHAN CONG THUC THUBC: MBi chai 90m| chéa: _
¢ Thanh phdn hoat chdt: Promethazine hydrochloride « 112,5mg
¢ Thanhphdntiduge: Citric acid monohydrate (acid citric monohydrat), sodium bmmale (natri benzoat),
sucrose (dudng tring), huong dda, sodium hydrogen sulfite (natri bisulfit), purified
water (nubc tinh khiét).
mrc BAO CHE: Sird, mau vang nau, sinh, vi ngot, c6 mdi thom dic bigt, dyng trong chai nhya mau ndu 90ml.
CHI DINH:
B DléumumMgdcpl\hngﬁnﬂndundeamMmach viém mai dij dng, viém két mac va ngda.
Phan dng phin v@ véi thubc. ;
¢ An thin & ngudi 16n va tré em trén 2 wéi, gidm lo du.
¢ Didu tri chdng mét ngd & ngudi 16n (tam thai).
¢ Phong va didu trj say tau xe.
CACH DUNG, LIEU DUNG:
Cich diig: Ding theo dudng udng, lubng thudc bing ly nhua cb chia liéu.
Lidu ding:
Ngudi Idn:
V6i cic tinh trang di ng: Ubng 25mg (20ml sird) truc khi di ngis hodc 12,5mg (10mi sird) tridc bda n va trubc
khi di ngd (6 5 - 10ml sird, 3 IAn/ngay).
Phong say song, say tau xe: USng 25mg (20ml sird), diing 30 - 60 phit trubc khi khdi hanh. Lidu tiép theo cb thé
diing cd sau 12 gid néu cdn.
An thdn: UBng 12,5 - 50mg (10 - 40ml sird)/liéu.
M4t ngd ngdu nhién, ngﬁnnﬁrtﬁ\g!Sn‘lg(ZOmlslﬂv&oMt&!S 30 phit trudce khi di ngd. Didu trj ngdn
ngay trong vdng 2 - 5 ngay.
Tré em (s 2 tudi): )
Véi cic tinh trang dj dng: USng 0,1mg (0,08ml sird)/kg thé trong, t6i da 12,5mg (10ml sird), cach 6 giavldn trong
ngay va 0,5mg (0,4ml sird)/kg thé trong, t6i da 25mg (20m sird) trudc khi di ngl.
Trudng hop bubn ndn va non: Chi ding khi non kéo dii hosc da biét rd nguyén nhan. Ung 0,25 - Tmg
(0,2 - 0,8ml sirdVkg thé trong, 2 - 6 ldn/ngdy néu cin, t6i da 25mg (20ml sird)lidu.
Phong say song, say tau xe: USng 0,5mg (0,4ml sird)/kg thé trong, ding 30 - 60 phat trubc khi khdi hanh. Liéu
1ip theo cb thé ding sau 12 gid néu cin, t6i da 25mg (20ml sird)1dn, 2 1in/ngay.
¢ An thin: USng 0,5 - 1mg (0,4 - 0,8ml sirdl/kg/ldn, cf 6 gid ding 1 1dn néu cin, 16i da 50mg (40ml sird)/ldn.
CHONG CHI DINH:
o Bénh nhan c6 sif dung IMAO trong vong 2 tudin truc do.
+ Trang thai hon mé, ng.ﬁbenhdangd‘mgcacrhﬁcfdihethhkhhmmvﬁIiéulmtnhunm. thudc
an thin gy ngl nhém barbiturat, thufic mé, thudc girdugﬂyl@.mmﬁﬂi...l.
Tré em dubi 2 tudi.
Ngﬂhb&nhmﬁncimvﬁmﬂh&:mﬂv&b‘l&ﬁhh;ﬂﬁnn&omm
Tién st mat bach cdu hat.
Bi tiéu do tién liét wyén.
¢ Glocom goc dong.
¢ Tré em cb cic ddu hiéu va biéu hién hdi ching Reye.
CANH BAO VA THAN TRONG KHI DUNG THUGC
Ngudi bénh hen, tang nhan dp goc dong, bi tidu tién, phi dai tuyén tién ligt, thc mdn vi - 14 trang,
Ngwi cao wéi, dacbie(nwsasmmuhoact&nhmsnao
Ngudi bénh dong kinh.
Ngudsi bénh tim mach nang.
Ngudi suy gan, suy tly.
Ngudi bénh tifu dudng.
Trénh ding cho tré em va tré vi thanh nién c6 cic diu higu va biéu hién clia hoi ching Reye, vi c6 thé gly ra cac
triéu chdng ngoai thap dé 1An véi diu hiéu thin kinh trung uong clia hdi ching ndy, kho khan cho chudn doén.
Ngui cao tudi, dac biét ngudi sa sit trf tué hodc t6n thiong ndo.
Nguy cd gdy tif vong do ngiing thd néu ding & tré nhd.
Bénh nhan mic bénh di truyén hi€m gap khong dung nap fructose khong nén ding thudc.
¢ Thanh phin thuSc c6 cha natri bisulfit c6 th€ gdy ra phdn dng qué min nghiém trong va co thit ph& quin.
¢ Vi 1ml sird chita khodng 0,74g duding trdng nén than treng sif dyng cho ngudi dai thao dudng.
SU DUNG THUGC CHO PHY NU MANG THAI VA CHO CON BU:
¢ Sit dyng thudc cho phy nir cé thai:
Chua xéc dinh duge tinh an toan khi sif dyng thudc trong thai kj mang thai. Chi nén dang khi lgi ich didu trj xdc
déng hon nguy ca c6 thé xdy ra cho thai nhi.
+ Sit dyng thudc cho phy ni¥ cho con ba:
Than trong khi ding thuc vi nguy co tac dung khdng mong mudn (nhu kich dong hodc kich thich khac thudng)
c6 thé xdy ra & dda tré. Vi vy nén ngiing cho con bi néu ngudi me ding promethazine. Thudc c6 thé dc ché tiét
s3a do tic dung khang cholinergic.
ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
meahazineg&ybtﬁnnpin&nmmmmldanglainehouvanh.\nhmiym&c
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TUONG TAC, TUONG KY CUA THUOC:

Tuong téc cla thubc:
Thubc 1am thay d8i két qua test da, cin phai ding thubic it nhwzg.omuum
Metoclopramide: Khong ding ké hgp voi promethazine. .
Vi thubc dc ché thin kinh trung uong: Promethazine hiép d8ng hodc ting cubing tac dyng an thin clia cic opiat,
céc thubc gidm dau khéc, cac thusc dc ché thin kinh, céc thudc khang histamin, nigu.
Vi epinephrine: Téc dyng chen alpha - adrenergic ciia epinephrin c6 thé bj chen néu ding ddng thai.
Céc chdt dc ch& monoamin oxydase (IMAO): Ding ddng thai c6 thé kéo dai va tang cudng tic dung dc ch thin
kinh trung uong va khang cholinergic clia thuSc khang histamin,
St dung ddng thsi véi cic thusc khang histamin 13 din chat phenothiazin c6 thé 1am tang nguy co ha huyét p va
phdn dng ngoai thp.
Céc chét chen beta - adrenergic: Dac biét 12 propranolol, néu ding ddng thai c6 thé gay tang nbng do trong huyét
tuong clia mdi thuic, do db c6 thé tic dung ha huyt &p, bénh 1y vong mac khdng phuc héi, loan nhip tim va loan
van ddng mudn.
Levodopa: Khi ding déng thdi, cac tac dyng chdng Parkinson c6 thé bj dc ch& do chen cac thy thé dopamin
trong ndo.
Chdn doén thai: Xét nghiém chdn doén thai trén ca s& phin (ng mién dich gita HCG va khing HCG cb thé cho
k& qud am tinh hodc duong tinh gid tao.
Thit nghiém dung nap glucose: Tang glucose mau c6 Ihé xdy ra & ngudii bénh ding promethazin.
Tuong ky clia thubc:
Do khdng c6 nghién ciu vé tinh tuong ky clia thuSc, khéng trdn 13n thubc nay véi cic thubc khac.

TAC DUNG KHONG MONG MUON CUA THUBC:
Thubmg gap: (1/100 < ADR < 1/10)

+ Thén kinh: Ngt ga, nhin md.

+ Da: Ndi ban.

¢ Khéc: Niém dich quanh dic.
it gap: (1/1.000 < ADR < 1/100)

+ Thén kinh: Chéng mat, mét mdi, O tai, mat ph&i hop, nhin ddi, mét ngd, run, can ddng kinh, kich thich, hysteria.

+ Tim mach: Panh trng ngyc, loan nhip tim.

¢ Budng titu héa: Khd miéng hodc c8 hong, budn ndn, nbn.
Hiém gap: (1/10.000 < ADR < 1/1.000)

¢ Thin kinh: M8t phuong hubing, mat ki€m soat ddng tac, 16 1in, tiéu tién budt (thudng g3p hon & ngudi cao wdi),
ac mong, kich dong bt thubng, bdn chén khong yén (thudng gdp & tré em va ngudi cao twdi). Phdn (ng ngoai
thap nhu con xoay mét, veo cf, the i (thuding gap khi dung lidu cao).

¢ Mau: Gidm bach cdu, gidm tiéu cdu, gidm bach cdu hat.

¢ Da: Min cdm véi anh sing, viém da dj dng, vang da.

¢ Rang: Néu ding tnuong dién sé tang nguy co sau rang do miéng bj kho.

QUA LIEU VA CACH XU TRi: 5
Qui lidu: :

¢ O ngudi I6n: Thudng xdy ra Gc ché he thdn kinh trung Uong va hé tim mach nhe, gy ha huyét ap, dc ché ho hip,
co gidt, ngl sdu, mdt ¢ thic, I vong bilt ngd. C6 thé thly ting phin xa, ting trdong lyc co, mat didu hda, ching
mGa von. Khd miéng, gidn ddng til, b bitng, céc trigu ching & dudng tiéu hoa ciing c6 thé gap.
) tré em: Phan (ing nghich thuding clia ting phan xa, ot ddng bit thudng, 4c mong, dc ché ho hdp c6 thé xdy ra.
Céch xil tri khi diing thuSc qus lidu:
D€ ngudi bénh nai thodng khi.
Gay ndn (cb thé ding sird ipeca, nhung khong duge ding cho nhiing ngudi bénh bi mat ¥ thdc) tuy nhién cin dé
phang sic, dic bigt |2 tré nhd.
Ubng than hoat hay céc thudc tdy mudi (nhu sulfat natri hodc sulfat magnesi) hodc nfa da day néu ngudi bénh
khong thé ndn dugc.
Pong kinh: Tiém tinh mach diazepam 5 - 10mg (tré em 0,1 - 0,2mg/kg). Trudng hop rdt ndng sé xudt hign cic
triéu chang khéng chlonergic cholinergic & thdn kinh trung uong nhu trang théi kich thich, o giac: Diéu tri bing
physostigmin tiém tinh mach 1 - 2mg (tré em 0,02 - 0,04mg/kg) thudc dugc tiém tf tif nhim xac dinh liéu dang
clia thuBic. C6 thé tiém nhic lai sau 30 - 60 phat. Chudn bj sdn sang atropin dé ding trong triding hop qué lidu
physostigmin.
Trudng hop ha huyét 4p nang: Tiém tinh mach chét lam tang thé tich huyét tong va néu cdn, tiém truyén tinh
mach chim noradrenalin (liéu bt ddu 4 - 5 microgam/kg/phat).

¢ Truong hap céc trigu ching ngoai thap, didu tri véi biperidin: Tiém bp hodc tinh mach chdm 2 - 5mg (tré em
0,04mg/kg), lidu ndy c6 thé nhic lai sau 30 phit.

¢ Cin duy trl bai niéu t6t va thong khf hd trg cho ngudi bénh néu cin.

QUI CACH PONG GOI: Hop 1 chai 90ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC:

¢ Bao quadn: Noi kho, nhi¢t d§ khong qua 30°C, tranh @nh sang.

¢ Han ding: 36 thiang ké tir ngdy sin xudt.

¢ Tiéu chudn: TCCS

TEN, DIA CHI CUA €O 53 SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, L& Van Sy, Phudng 10, Quan Phd Nhuén, TP.HCM
PT: (84-28)-38440106 Fax: (84-28)-38440446
Co 93 sén xulit:

CHI NHANH CONG TY CPDP T.U VIDIPHA BINH DUONG
Khu phé Tan Binh, Phudng TAn Hiép, Th| x& Tan Uyén, Tinh Binh Duong




