Rx : Thudc nay chi dung theo don thuéc

BFS-PIPOLFEN

Promethazin hydroclorid 100 mg/4 ml
Déxa tdm tay tré em
Doc ky huéng dan sir dung truéc khi diing

Thanh phan

Méi 4 ml dung dich cé chia:

Thanh phdn hoat chdt: Promethazin hydroclorid 100 mg

Thanh phdn td duoc: Phenol, calci clorid, natri sulfit, natri metabisulfit, natri
edetat, acid acetic, natri acetat, nudc cat pha tiém.

Dang bao ché: Dung dich tiém.

M6 ta: Dung dich trong su6t, khéng mau

pH:3,5-6,5

Chi dinh

Diéu tri triéu chiing cho bénh di ting dudng hé hdp trén va da bao gém cé viém
mii dj ting, may day va phan ting phan vé véi thudc va protein la.

B6 trg trong an than trudc phau thuat trong ngoai khoa va san khoa.

H® trg trong diéu tri phan tng phan vé, hé trg tac dung cda epinephrin va cac
bién phap khéc sau khi cac triéu chiing da duoc kiém soét

Phong nguia va kiém soat chiing budn nén, non di kem vdi gdy mé va/hodc xuat
hién sau mé.

HOb trg gay té va giam dau khi dung chung véi cac thudc gay té va giam dau.
An than va diéu tri chliing mat ng & ngudi I16n.

An than & tré em.

Liéu lugng va cach dung

Tiém tinh mach hodc tiém bap sau va khéng dugc tiém dudi da hodc tiém vao
dong mach

Khi tiém tinh mach, t6c d6 tiém khong nén qua 25 mg/phut va néng dé dung
dich tiém khong quéa 25 mg/ml.

Khéng nén dung cho tré em dudi 2 tuéi.

Vi cdc tinh trang dj ting

Ngudi Ién: 25 mg. Liéu nay cé thé nh3c lai trong vong 2 gid, néu can. Liéu t6i da
khéng qua 150 mg/ngay

Truong hgp buén nén va nén

Chi dung khi nén kéo dai hodc da biét ré nguyén nhan, khéng st dung trong
non khoéng ré nguyén nhan & tré em va thanh thiéu nién

Ngudi I6n: Liéu dung 12,5 - 25,0 mg/lan, tiém bép hoéc tiém tinh mach, cach 4
gio/lan, néu can.

Tré em tU 5 - 12 tudi: Liéu dung 12,5 mg, tiém bép

An thdn

Ngudi I6n: Tiém bédp hodc tiém tinh mach 25 - 50 mg.

Tré em: Khi khong thé st dung dudng uéng

+Tré em 2 - 5 tudi: Liéu dung 7,5 - 10 mg, tiém bap

+Tré em 5 - 12 tudi: Liéu dung 10 - 12,5 mg, tiém bap

An than truéc, sau phéu thudt hodic lam thuéc bé tro cho cdc thubc gidm dau
Ngudi I6n: Tiém bép hodc tiém tinh mach 25 - 50 mg.

An thdn trong sén khoa

Tiém bédp 50 mg trong giai doan chuyén da thi nhat. Khi giai doan chuyén da
duogc thiét 1ap, liéu st dung la 25 - 75 mg déng thai gidm liéu cac thudc gidm
dau opioid. Liéu st dung khéng qua 100 mg/24 gi& cGia qua trinh chuyén da.
Céc trudng hop khéc liéu dung nhé hon 100 mg, déc biét la tré em, cé thé hut
chinh xac mét thé tich thuéc tuong duong vdi liéu dung béng bom tiém dién.
Lugng thudc thita trong 6ng cé thé dung ngay cho bénh nhan khac, néu khéng
dung ngay phai bd, khong dung lai.

Bao quan thudc trong vi nhém/tdi nhém, tranh anh sang.

Strdung thudc ngay khi boc vi nhém/tdi nhém.

Chéng chi dinh

Thu6c khong nén sit dung & nhitng bénh nhan trong tinh trang hén mé hoac bi
tram cam than kinh trung uong béi bat ky nguyén nhan nao.

Thudc khdng nén cho bénh nhéan cé qua man da biét véi promethazin hodc bat
ky ta dugc nao clia thudc.

Promethazin chdng chi dinh dung cho tré em dudi hai tudi vi nguy co gay suy
hé hap, tivong ..

Thudc nén tranh & bénh nhan dung thudc tc ché monoamin oxidase 14 ngay
trudc do.

Canh bao va than trong khi dung thuéc

Cdnh bdo

Phenol: Phenol gay doc cho hé than kinh, tuy nhién vdi liéu nhé trong thudc

tiém sé khéng gay doc. Lugng phenol dua vao co thé dugc khuyén céo khong
quéa 50 mg/10 gid.

Natri bisulfit, natri metabisulfit: Trong trudng hgp hiém gap, cé thé gay phan
Ung qua man va kho thé.

lon natri: Téng ion natri trong lo 4 ml (tudng dudng vdi li€éu promethazin
hydrochlorid 100 mg la li€u cao nhat) 1a 4,9 mg < 23 mg (1 mmol). Do vay,
khéng can diéu chinh lugng natri trong ché do an.

Thdn trong

Khong dugc dung cac khang histamin cho tré dé non hodc sa sinh vi nhom nay
thudng rat dé nhay cdm véi tac dung Uc ché hé hap va khang cholinergic & than
kinh trung uong ctia thuéc. Tranh dung thudc khang histamin nhém phenothi-
azin cho tré em duéi 2 tudi vi nguy co gay ngiing thd trung uong va do tic
nghén, c6 thé dan dén ti vong do ngling thd luc ngl va gidm tinh to. Cac
thuéc nay cling trdnh dung cho tré em cé cac dau hiéu va biéu hién cda hoi
chiing Reye, dac biét 1a khi dung liéu cao vi c6 thé gay ra cac triéu chiing ngoai
thap dé lan vai dau hiéu than kinh trung uang cdia héi chiing nay, do dé gay khé
khin cho chdn doén.

Promethazin cé thé gay buén ngu nhiéu, do dé ngudi dang dung thuéc khéng
nén 13i xe hodc diéu khién may méc.

Do tinh chat khang cholinergic nén cac thuéc khang histamin can dung than
trong trong cac bénh nhu: Hen, tdng nhan 4p géc déng, bi ti€u, phi dai tuyén
tién liét, tdc mén vi - ta trang.

Tac dung phu khang cholinergic thuong hay xay ra manh hon & nhiing nguai
cao tudi, dic biét ngudi bi sa sut tri tué hodc tén thuong nao.

Promethazin cling can st dung than trong cho ngudi déng kinh hoac tim mach
nang, suy gan hoac suy tuy.

Tac dung an than clia promethazin dugc tang cudng bdi cac thudc tc ché than
kinh trung uong nhu rugu, thudc gidm dau gay ngu, thudc an than, thuéc nga
va lam diu, do d6 can tranh dung cung hodc phai giam liéu khi dung cung
promethazin. Khi ding déng thai véi promethazin, liéu cla barbiturat phai
giam it nhat mot nia va liéu clia cac thude giam dau (nhu morphin, pethidin)
phai gidm ti 1/4 dén 1/2. Cac thu6c an than hodc tic ché than kinh trung uong
can tranh dung cho nhiing ngudi bénh c6 tién st ngling thé luc ngu.
Promethazin hydroclorid tiém (chi dang lo tiém) c6 chia natri metabisulfit.
Sulfit c6 thé gay phan (ing di Uing, bao gém céc triéu chiing phan vé, cic con
hen de doa tinh mang hodc nhe hon, cac ngusi bénh nhay cdm. Man cam véi
sulfit thuong gdp & ngudi bi bénh hen hon 1a ngudi khong bi hen.
Promethazin hydroclorid tiém tinh mach phai tiém cham va hét stic can than dé
tranh thoat ra ngoai mach hodc so'y tiém vao dong mach gay nguy co kich tng
nang.

St dung thuéc cho phu nii ¢6 thai va cho con bu

Phu nir ¢é thai

Thudc qua nhau thai nhanh chéng. N6ng d6 thudc trong mau thai va me can
bang trong 15 phut va nong dé thudc & tré nhé kéo dai it nhat 4 gis. Chi nén
dung promethazin cho phu nir c6 thai khi ma Igi ich diéu tri vugt troi hon nguy
G c6 thé xdy ra cho thai nhi.

Phu nir cho con bu

Can than trong khi dung cho ngudi dang cho con bu vi nguy ca tac dung khéng
mong muén (nhu kich déng hodac kich thich khac thudng) c6 thé xay ra & dira
tré.

Céc thudc khang histamin c6 thé Gc ché tiét sita do tac dung khang cholinergic.

Anh huéng ciia thuéc 1én kha nang lai xe, van hanh may méc

Than trong khi lai xe va van hanh may méc do thudc c6 tac dung khéng mong
mudn trén hé than kinh trung uong gay chéng mat, nhin mg, ngui ga.

Tuong tac, tuong ky cta thuéc

Thuéc khang cholinergic: tdc dung khang cholinergic c6 thé tang khi céc loai
thudc nay dugc st dung d6ng thai véi promethazin. Bénh nhan can dugc tu van
va bao cdo kip thoi cac van dé xuat hién trén dudng tiéu hoa, vi liét rudt cé thé
xay ra khi diéu tri dong thoi.

Thuéc chéng co giat: Promethazin cé thé lam gidm nguéng co giat, can diéu
chinh liéu lugng thuéc chdng co giat néu dung déng thaoi.

Thudc ha &p: stt dung déng thai promethazin véi cac thudc chen beta, dac biét
propranolol, c6 thé dan dén néng do cac thudc trong huyét tuong tang én vi tic
ché su trao d6i chat. Diéu nay c6 thé din dén ha huyét ap, bénh ly véng mac
khéng thé phuc héi, loan nhip tim va réi loan van déng.

Su hap thu & té bao than kinh clia guanethidin cé thé bi tic ché khi st dung véi
promethazin, gay ha huyét ap.

Bromocriptin: Promethazin cé thé lam tang néng d6 prolactin trong huyét
thanh, do d6 anh hudng tdi tac dung ctia bromocriptin. Can diéu chinh liéu
lugng clia bromocriptin néu dung déng thaoi.

Thuéc chéng trdm cdm hé than kinh trung uong: Promethazin c6 thé lam tang

tac dung an than cla thuéc chéng tram cadm théan kinh trung uong khac nhu
barbiturat, thudc khang histamin, thuéc an than, thudc phién, thudc gay mé,
hoac rugu.

Levodopa: Tac dung diéu tri Parkinson cuia levodopa c6 thé bi tic ché khi st
dung déng thoi véi promethazin vi promethazin phong téa cac thu thé
dopamin trong néo.

Metrizamid: Dung déng thdi metrizamid véi promethazin c6 thé lam giam
nguéng cac con dong kinh. Promethazin nén ngung it nhat 48 gi& truéc khi
chup tay va khéng dung promethazin trong it nhat 24 gid sau khi chup tuy.
Cac thuéc tc ché monoamin oxidase (MAO): SU dung déng thdi tc ché MAO véi
promethazin c6 thé kéo dai va ting cudng tac dung dc ché than kinh trung
uong va Uc ché cholinergic, va cé thé lam tdng nguy co ha huyét ap va cac phan
Uing ngoai thap.

Céac dan xu4t phenothiazin: Dung déng thai dan xuat phenothiazin cé thé lam
tang muc d6 nghiém trong va tan sudt cta hiéu ting ngoai thap.

Quinidin: s&rdung déng thai promethazin véi quinidin cé thé dan dén tac dung
phu trén tim.

Thudc cudng giao cdm: Cac tac dung trén chat chu van alpha-adrenoceptor clia
adrenalin c6 thé bi chdn khi né dugc st dung déng thai véi promethazin, cé thé
dan dén ha huyét 4p ndng va nhip tim nhanh. Tac dung khéa céc alpha- adreno-
ceptor clia promethazin lam gidm tac dung tang ap ctia ephedrin, metaraminol
va methoxamin; gidm cac tdc dong kich thich cia amphetamin.

Thudc chéng tram cadm ba vong: Dung déng thdi thudc chéng tram cam ba
vong cé thé ting cudng tac dung khang acetylcholin, lam ting nguy cd ha
huyét ap va tac dung ngoai thap.

Tac dung khéng mong muén ctia thuéc
Céc tac dung phu c6 thé dugc nhin thiy trong mét s6 it bénh nhan: buén nga,
chong mat, bon chén, dau dau, ac méng, mét moi, va mat phuong huéng.
Tac dung phu khang cholinergic nhu ma mat, khé miéng va bi ti€u déi khi xay ra.
Tré so sinh va sinh non dé bi cac tac dung khang acetylcholin ctia promethazin,
trong khi & tré khac c6 thé cé biéu hién kich thich qua muc.
& ngudi 16n tudi dé xuat hién cac tac dung khang acetylcholin va It 1an do
promethazin.
Tac dung phu khac bao gém chén an, khé chiu da day, danh tréng nguc, ha
huyét ap, loan nhip tim, tdc dung ngoai thép, co thét co.
Hiém khi xay ra: Vang da va loan tao mau bao gém thiéu mau tan huyét hiém khi
xay ra.
Trudng hop rat hiém gdp phan Ung di tng, bao gém ndi may day, phat ban,
nguia va phan vé da dugc bao céo.
Phan (ing clia anh séng doi véi da da dugc bao cao; nén tranh ti€p xuc véi anh
sang mat trdi manh trong khi diéu tri.

Théng bdo cho bdc si nhiing tdc dung khéng mong muén

gdp phdi khi str dung thuéc

Qua liéu va xr tri
Qud liéu
& ngudi I6n: Thudng xay ra Uc ché hé than kinh trung uong va hé tim mach nhe,
gay ha huyét ap, tic ché ho hép, co giat, ngu sau, mat y thiic, dot tdr. C6 thé thay
tang phan xa, tang truong luc co, mat diéu hoa, chiing muda van. Khé miéng,
gian déng tu, dd bling, cac triéu ching & dudng tiéu héa cling c6 thé gap.
& tré em: cac phan Uing nghich thudng clia ting phan xa, cir ddng bat thudong,
4c mong, Uc ché hé hap c6 thé xay ra.
Xatri
DE ngudi bénh & nai thoang khi.
Gay non (c6 thé dung siro ipeca, nhung khéng dugc dung cho nhiing ngusi
bénh bi mat y thiic) tuy nhién can dé phong sic, dac biét & tré em.
Udng than hoat hay cac thudc tdy dang mudi (nhu sulfat natri hodc sulfat
magnesi) hodc rifa da day néu ngudi bénh khéng thé nén dugc.
DBong kinh: Tiém tinh mach diazepam 5 - 10 mg (tré em 0,1 - 0,2 mg/kg). Trudng
hgp rat nang sé xuat hién cac triéu chiing khang cholinergic & than kinh trung
uong nhu trang thai kich thich, o giac, cé thé diéu tri bang physostigmin tiém
tinh mach 1 -2 mg (tré em 0,02 - 0,04 mg/kg), thudc dugc tiém tur tir nhdm xac
dinh liéu dung clia thuéc. C6 thé tiém nhic lai sau 30 - 60 phat. Phai chuan bi
san sang atropin dé duing trong trudng hgp qué liéu physostigmin.
Trudng hop ha huyét dp ning, tiém tinh mach chat lam tang thé tich huyét
tuong va néu can, tiém truyén tinh mach cham noradrenalin (liéu bat dau 4 - 5
microgam/kg/phut).
Trudng hgp céc triéu ching ngoai thap, diéu trj vai biperiden: Tiém bap hoac
tinh mach cham 2 - 5 mg (tré em 0,04 mg/kg), liéu nay c6 thé nhic lai sau 30
phut.
Can duy tri bai niéu tét va thong khi hé trg cho ngudi bénh néu can.

Daéc tinh duogc luc hoc

Nhém duoc ly: Khang histamin (thu thé H1)

Ma ATC: RO6AD02

Promethazin la dan chat phenothiazin c6 cau tric khac cac phenothiazin chéng
loan tdm than & mach nhanh phu va khéng c6 thay thé & vong. Cdu hinh nay
lam thudc gidm tac dung dopaminergic & than kinh trung uong (chi con bang
1/10 tac dung ctia clopromazin).

Promethazin c6 tac dung khang histamin va an than manh. Tuy vay, thuéc ciing
c6 thé kich thich hodc tc ché mét cach nghich thudng hé than kinh trung uong.
Uc ché than kinh trung uong, biéu hién bang an than, la phé bién khi dung
thudc véi liéu diéu tri dé khang histamin. Promethazin cling c6 téc dung chéng
non, khang cholinergic, chéng say tau xe va té tai ché. Ngoai ra, thudc con co
tac dung chdng ho nhe, phan anh tiém nang Uc ché hé hap.

& lidu diéu tri, promethazin khong c6 tac dung dang ké trén hé tim mach, mac
du tiém tinh mach nhanh c6 thé gay ha huyét 4p tam thai; huyét ép thudng duy
tri hodc hoi tang khi tiém chdm.

Promethazin la thuéc chen thu thé H1 do tranh chap véi histamin & cac vi tri ca
thu thé H1 trén cac t€ bao tac dong, nhung khéng ngan can gidi phéng
histamin, do d6 thudc chi ngan chan nhimng phan tng do histamin tao ra.
Promethazin d6i khang & nhirg miic d6 khac nhau, véi hau hét, nhung khéng
phai tat c3, cac tdc dung dugc ly ctia histamin, ké c& may day, ngtia. Do d6 thuéc
dugc dung trong tién mé, trudc cac tha thuat c6 thé gay gidi phong histamin.
Ngoai ra, tac dung khang cholinergic ctia hau hét cac thuéc khang histamin con
gay kho mi va niém mac miéng.

Promethazin va phan 16n céac thudc khang histamin di qua hang rao mau - ndo,
gdy tac dung an than do ic ché histamin N-methyltransferase va chen céc thu
thé histamin trung uang. Pay la mét nguy ca dic biét cho cac tré nh, vi cac
thudc khang histamin da dugc chiing minh gay ti vong do ngting thé khi ngu.
Su d6i khang & cac vi tri thu thé khéac cdia hé than kinh trung uong, thi du nhu
clia serotonin, acetylcholin cling cé thé xay ra. Ngudi ta cho réng cac
phenothiazin gian ti€p lam gidm kich thich t6i hé théng ludi clia than néo.
Promethazin cé tinh khang cholinergic, ngdn chan dép ting véi acetylcholin
théng qua thu thé muscarinic. Tac dung chéng nén, chéng say tau xe va chéng
chéng mat clia promethazin la do tac dung khang cholinergic trung uong trén
tién dinh, trén trung tdm nén tich hop va trén vung phat déng nhan cdm hoa
chét clia ndo gitta. Tac dung chéng ho nhe ¢é thé do tinh chat khang cholinergic
va Uc ché than kinh trung uong cta thudc. Promethazin va cac phenothiazin
khac co tac dung chen alpha - adrenergic, gy nguy cd ha huyét ap thé ding.
Déc tinh dugc dong hoc

Promethazin dugc hap thu tét sau khi tiém bap. Thudc xuat hién tac dung trong
vong 20 phut sau khi tiém bap va 3-5 phut sau khi tiém tinh mach. Thai gian tac
dung thudng tir 4-5 gid, c6 thé kéo dai tdi 12 gies. Thudc dugc phan bé rong rai
t6i cdc mo clia co thé. Néng do thubc & ndo thudng thap hon & céc co quan
khac, nhung cao hon néng dé trong huyét tuong.

Ty Ié lién két véi protein trong huyét tuong tir 76 dén 93% tuy theo phuong
phép sic ky xac dinh. Thé tich phan bé 1 970 lit. Promethazin chuyén héa manh
& gan cho san phdm chl yéu la promethazin sulphoxid va c N - demethyl
promethazin. Néng d dinh trong huyét tuong xuat hién sau 2-3 gid sau khi
tiém bdp nhung tac dung toan than cham do thuéc chuyén héa manh & gan.
Thudc qua dugc hang rao mau néo, nhau thai va phan bé dugc vao sita me. Nta
dai thai tris tir 5-14 gis. Thudc thai trir qua nudc tiéu va phan, phan 16n & dang
chat chuyén héa khéng hoat tinh.

Quy cach dong goi:

4 ml/lo nhua, 1 lo/tdi. Hop 10 lo.

Bao quan

Trong bao bi kin, tranh &m, tranh anh sang, nhiét d6 dudi 30°C.

Han dung

24 thang ké tir ngay san xudt. Dung ngay sau khi m& vi nhém/tdi nhém.

Tiéu chuan chat lugng: Tiéu chudn co sé.

Nha san xuét

cpc1HN
CONG TY €6 PHAN DUGC PHAM CPC1 HA NOI
Cum cong nghiép Ha Binh Phuong, Thuang Tin, Ha Néi.

T1-19-270723-T03529-C00301

Mat trudc
Kich thudc 190 x 235 mm

Mat sau
Kich thudc 190 x 235 mm




