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Promethazin hydroclorid 15mg

WHO.GMP

NADYPHAR

CONG THUC: Promethazin hydrociorid 15mg
Ta duge ve 1 vién bao duing

CHIBINH:  Phong va diéu t cdc finh trang di dng (may day, phi mach,
‘ viém mdi, viém k&t mac, ngda). An thdn, Chéng nén va budn nén
| Phang va didu tr say séng, say tau xe.
| BE XA TAM TAY CUA TRE EM
‘ BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG

Bdio qudn: O nhit a4 khdng qud 30°C, ndl khé 1do, trdnh dnh sang

San xudt theo DBWVN 5818 5¢/ Lot: HD/ Exp

SEXK: NSKS Mig:

Lox of 5 bders + 20 sugar-<oalod tals

COMPOSITION: Promethazne hydrochlcride  15mg. Exciplent 8qf | sugor-coafed tablet
INDICATIONS: Prophyiaxis and symptomatic treatment of allergy symptoms (urticaria,
angloedema, rhinitis, conjunctivitls, prurtus). Nightime sedation. Nausea
and vomiting. Prophylaxis and freatment of motion sickness,
DOSAGE: Recommended dosage or as prescribad by the physician, wsually
- Prophylaxis and fomatic treatment of allergy symploms (urficaria,

ADULTS: 1tab, 3 fimes 2.0. daily, before meal or bedtime or 2 tabs before bedtime.
CHILDREN OVER 2 YEARS OLD: 0. 1mg per kg of body weight, the interval befwsen dosas is

& his; or 0.5 mg per kg of body weight before bedtime:

- Prophylaxis of mofion sickness:

ADULTS: 30mg P.O. taken 30 minutes to | hr before deparfure. May repeqt dose

810 12 hs fater, if needed
CHILDREN OVER 2 YEARS OLD: 0.5 mg per kg of bady weight, the inferval between doses & § hrs.
CONTRAINDICATIONS, PRECAUTIONS: Read the leafiet inside.

KEEP OUT OF REACH OF CHILDREN

CAREFULLY READ THE LEAFLET BEFORE LSE
STORASE: Mot more than 30°C. in dry place, profect from light,

LIEU DUNG: Theo suf chidén clia Thdy fhus, frung binh
- Phang va didu i cdc finh rang o ing (may day, phil mach, viém mal, viem
két mac, ngifa). An thdn:
NGUGH LON: 1 vigny 1dn x 3 Kn/ ngdy, udng Inidc bda anva kil di ngd; hode 2 vign khi di ngdi
TRE EMTREN 2 TUGI: 0.1y kg thé frong, céch & @id/ 1n: hodc 0.5 maf kg thé frong khi di ngll
- Phing va didu ii say séng, say fou xe:
NGUZH LON: Uding 2 vién truéic khi kndt hénh 30 - 60 phit, C6 thé nhéc lol 1éusau 8 - 12 i,
néu can
TRE EM TREN 2 TUGI: 05 ma/ kg thé tong, cich B gid in.
CHONG CHI BINH, THAN TRONG: Boc frong huting dn st cyng
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MAU TG HUGNG DAN SU DUNG

VIEN BAO BUONG PROMETHAZIN

“PROMETHAZIN

Vién bao dudng
CONG THUC:
Promethazin hydroclorid 15mg
T dude: Calci lactat, povidon, bt tale,
magnesi stearat, linh bot sdn, dudng tring,
gom A rip, gelatin, calei carbonat, calci phosphat,
titan dioxyd, mau xanh patenté, sip Carnauba,
séip ong, ethanol 96% vira di 1 vién bao duding
CHI DINH:
Phong va diéu tri cdc tinh trang dj ing (may day, phi mach, viém mii,
viém k€t mac, ngda) - An thin - Chéng nbn vd budn nén -
Phong va diéu trisay séng, say tiu xe,
CHONG CHI DINH:

- Qué mfncdmvdi Promethazin.

- Trang thdi hén mé, ngudi dang diing céc thude de ché thin kinh
trung vdng vdi lidu 1dn (nhy rugu, thude an thin gy ngd barbiturat,
céc thufc mé, thude gidmdau giy ngd, thudc trdn tinh, ..).

- Tré emdudi2 wéi, tré ¢6 diu higu va bidu hiéncia hdiching Reye.
THANTRONG:

- ThuSc giy budn ngi, thin trong khi ding cho ngudi l4i xe hay
vinhinhmdy mée.

- Phu ni? ¢6 thai vi cho con bi.

-Ding thin trong trong cdc bénh: Hen, ting nhin dp géc déng,
bi tiéu tién, phi dai tuy&n tién liét, tdc mdn vi - 14 tring, ddng kinh,
bénh timmach ning, suy gan, suy tiy.

- Thén trong khi sif dung promethazin d8ng th¥i vdi cdc thude de ché
thén kinh trung wdng d€ trdnh qué liéu, Khi ding ddng thdi vi
promethazin, liéu cla barbiturat phi gidm it nhit mgt nifa va lidu cia
céc thudc gid m dau (morphin, pethidin) phdi gidm tr ¥ déna,

- C4c thufcan thin hodc e ché thin kinh trung wdng cin trdnh ding cho
ngudibénh c tién sif ngitng thd lic ngi.

TUONG TACTHUOC:
Khi ding promethazin ddng thifi vdi:

-Céc thufc e ch€ thdn kinh trung vdng: Tdc dung an thin cia
promethazin duge ting cudng bdi cdc thubc dc ch& thén kinh
trung vdng (barbitural vi cdc thudic an thin khdc), opiat, hodc cic
thudc gidm dau khéc, thudc khdng histamin, cdc¢ thudc trin tinh va
nfgu, khi sit dung ddng thdi phai thin trong dé tranh qué lidu.

- Epinephrin: Tédc dung alpha-adrenergic ciia epinephrin cé thé bjchen.

- Cée chilt e ch€ monoamin oxydase (IMAO): C6 thé kéo dii v
ting cwdng tic dung e ché thin kinh trung wdng vi khing cholinergic.

- Céic thufc khang histamin 13 din ch4t phenothiazin: C6 thé 1am ting
nguy cdha huy€tap va cde phdning ngoai thip.

- Céic chft chen beta-adrenergic: Pic biét propranolol cé thé giy ting
ndng d§ trong huyét irdng ciia mdi thude do e ch& chuyén héa; do d6

6 thé tang téc dyng ha huy€tdp, bénh I véng mac khong phuc héi,

loan nhip tim vi loan vin d9ng mugn.

- Levodopa: Tédc dung chding Parkinson bj dc ch€ do chen cdc thy thé

dopamin trong ndo.

- Tudng téc vdicdc xét nghiémchén dodn:

+ Chdn dodn thai: Xét nghiém chin dodn thai trén cd 53 phin tng
mién dich giifa HCG va khing HCG c6 thé cho k&t qud dm tinh
hodc dudng tinh gid tao.

+ Thit nghi¢m dung nap glucose: Tang glucose méu cd théd xdyrad
ngudibénh dl'lng promethazin.

S{'DUNG THUGC CHO PHY NU CO THAI VA CHO CONBU:

- Chufa x4c dinh dude tinh an toan khi sit dyng promethazin trong thaiky
mang thai (iri¥ lic dau d&) d&i vai phét trién thai nhi vé mat téc dung
phy cé thé xdy ra, Khi thai dii théng, thudc qua nhau thai nhanh chéng.
Néng d6 thuSc trong mdu thai vd me cin bing trong 15 phit v
néng d6 thufc & tré nhd kéo dai it nhit 4 gid. Tuy viy, khong ¢é
chitng ctf 16m sang tré bj dic ch€ hé hip do promethazin, Chinén ding
promethazin cho ngudi c6 thai khi ma 19i fch diéu trj xdc ddng han
nguycd cd thé xdy ra cho thai nhi.

- Do khéng biét 13 thusc c6 phan bd vio sita me hay khdng, nén cin
thin trong khi ddng cho ngudi dang cho con bii vi nguy cd tdc dung
khéng mong mudn (nhu kich dgng hoic kich thich khdc thuding) c6 thé
xdy ra @ dita tré, Céc thuSc khéng histamin c6 thé e ch€ i€t sita do
tdicdung khdng chohnerg;c
TAC PONG CUA THUGC LEN KHA NANG LAI XE VA
VANHANHMAYMOC:

Thudc gy budn ngd nén dnh hudng cho ngudi 14i xe vd vin hinh

médy mébe,

TAC DUNG KHONG MONG MUGN CUA THUGC:

- Thudng gip: Ngil ga, nhinmé. Ban & da. Niémdich quanh dic.

- figéip: Chéng mat, métmdi, i tai, m&t phdi h¢p, nhin ddi, mitngi, run,
cdn déng kinh, kich thich Hysteria. Kh6 mi¢ng hodc hong (thudng gap
& ngudicao tudi). Bubn nén, non.

-Hi€m gip: Mét phuong hudng, mt ki€m sodt dong téc, 14 ln,
ti€u tién budt (thudng gip & ngudi cao tudi), 4c mdng, kich déng
bat thudtng, bdn chdn khong yén (thuling gip d tré em va ngudi cao
tudi). Gidm bach cAu, gidm tidu ciu, giim bach ciu hat. Mén cdm vdi
nh séng, viém da dj dng, ving da. Nguy cd séu ring khi ding
trut¥ng dién do migng bikhd.

Théng bdo cho béc s nhifng t4¢ dung khdng mong mudn gip phdikhi

sit dung thuc.

CACPACTINHDUGCLY:

Cée ddctinh duge lge hpe:

- Promethazin 134 din chdl phenothiazin ¢é cdu tric khdc cic
phenothiazin chéng loan tim thin & mach nhdnh phy va khong c6
thay th€ 3 vdng. Ngudi ta cho ring c&u hinh ndy lam thuSe gidm
tic dyng dopaminergic d thin kinh trung wdng (chi con bing 1/10
tac dyng cia clopromazin).

PHO CUC TRUONG

JVW Vin Chank
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- Promethazin ¢6 tdc dung khing histamin va an thin manh, Tuy vay,
thude ciing 6 thé kich thich hodc ¢ ch& mot cdch nghich 1y hé
thin kinh trung wong. Uc ché hé thin kinh trung vdng, bi€u hién bing
anthdn, 12 phé bi€n khi diing thudc vdi liéu diéu irj € khd ng histamin,
Promethazin ciling ¢6 tic dung chéng nén, khing cholinergic,
chdng say 1u xe vi 1€ tai chd. Ngodi ra, thubc con c6 tic dung
ch&ng honhe, phindnh tiém nang e ch€ hé hdp.

- 0 lidu diéu tri, promethazin khéng ¢6 tic dyng ddng k& trén hé tim

mach, mic di tiém tinh mach nhanh ¢ thé gay ha huy&t4p tam thai,

huy&tdp thudng duy trl hodc hoi ting khi tiém chim,

Promethazin Ia thuSe chen thy thé H, do tranh chip véi histamin & cdc

vi tri ciia thy thé H, rén cdc &€ bio tic dbng, nhung khéng ngin cdn

gidi phéng histamin, do d6 thudc chi ngin chin nhitng phin tng do

histamin tao ra. Promethazin d6i khdng & nhitng mife dg khéc nhau,

vdi hiu hét, nhung khdng phii (3t cd, cdc tic dung dude 1y cia

histamin, ké cd miy day, ngita. Do d6 thufic duge diing trong tién mé,

trude céc thil thujtcé thé gay gidi phéng histamin. Ngodi ra, tdc dung
khdng cholinergic cla hiu hét cdc thuSc khing histamin con gdy
kh6 miii va niém mac miéng,

- Promethazin vi phin 1dn c4c thuSc khing histamin di qua hang rio
mdu-ndo, gdy tdc dyng an thdn do wec ch€ histamin
N-methyltransferase va chen cdc thy thé histamin trung vdng. Day Ia
mét nguy cd ddc biét cho cdc tré nhd, vi cdc thude khing histamin d3
dugc chifng minh giy tif vong do ngirng thd khingd,

- Sy dGi khdng & cdc vi tri thy thé khdc cila hé thin kinh trung wong, thi
du nhif cla serotonin, acetylcholin ciing ¢6 thé xdy ra, Ngudi ta cho
ring cdc phenothiazin gidn ti€p 1am gidm kich thich 18 hé théng wdi
clia thinndo,

- Promethazin ¢6 tinh khing cholinergic, ngin chan dip ing vai
acetylcholin théng qua thy thé muscarinic. Tic dyng chéng nén,
chiing say tau xe va chdng chéng mitcia promethazin Ja do tic dung
khing cholinergic trung wong trén tién dinh, trén trung tim nén tich
hefp va rén viing phétdong nhin cdmhéa chitclia nio gida, Tdc déng
chdng ho nhe ¢6 thé do tinh chit khéng cholinergic va it ch€ thin kinh
trung uong cia thudc, Promethazin v cdc phenothiazin khic c6
tic dyng chenalpha-adrenergic, gdy nguy cd ha huy&t dpthe ding,
Cécdictinhduge djng hoe:
Promethazin duge hip thu 16t qua dudng tiéu héa va 3 vj tri tiém,
Néng dé thude trong huy&t tidng cén d€ c6 tdc dyng khdng histamin va
tic dung an thin con chua duge bi€t 5. Ding theo dudng uéng,
tryc trang hodc tiém bidp, thuGc déu bdt ddu cé tic dung
khéng histamin vi an thin trong vong 20 phiit, cdn theo dudng tiém
tinh mach chi trong 3 d€n 5 phiit, Téc dung khéng histamin c6 thé
kéo dai tdi 12 giv hodic liu hdn, cdn tic dyng an thin ¢6 thé duy tri tiy
2d€n 8 ittty theo liéu va dudng ding.

- T¥ 1¢ lién kél vdi protein huyét wrdng tir 76 d&€n 93%. Thudc dudc
phén b6 rong riitdicdc mb eda cd thé, Mic di néng dé trong nio cé
thp hdn so vdi cdc b phan khic, nhing vin cao hon ndng 6 trong

huyét trdng. Thudie d& dang qua nhau thai. Chita 5 thudc ¢6 phén bd
trong sifa meg khdng.

- Promethazin chuyén héa manh & gan cho sin phim chi y&u
li promethazin sulphoxid vd ¢4 N-demethyl-promethazin. Thufc
thdi trif qua nude ti€u va phin, phin 1dn d dang promethazin sulphoxid
vi dang glucuronid.

QUA LIEU VA XUTRi:

- Tri¢u chitng: Tdc dung khéng cholinergic & trung udng, dc ché
thdn kinh trung udng, cdn dyng kinh, ha huy€t 4 p ning, phic hdp QRS
gidn rong & ddy trén dién tim d6, mt vai trudng hdp tiéu cd vin
giymyoglobinniéu.

- Diéu trj quié liéu:

+ Bdngkinh: Diing diazepam, physostigmin tiém tinh mach,

+ Ha huy&tdp ning: Diing noradrenalin tiém truyé n finh mach chim.

+ Tri¢u chitng ngoai thip: Biéu i véi biperiden tiém bdp,
tiém tinh mach.

Cin duy tri bai niéu (5, thong khi b3 trd cho ngudi bénh néu cén,

LIEUDUNG:

Theo sy hudng dincia thdy thudc, trung binh:

- Phong va diéu tr cde tinh trang dj ing (miy day, phit mach, vié m mii,
viémké€tmac, ngita) - An thin:

+ Ngudildn: 1 vién/1inx 31dn/ ngiy, udng trwdc bita an va khi di ngid
hodc2 viénkhidingd.

+ Tré em wuén 2 wéi: 0,1 mg/ kg thé wong, cich 6 gid/ lin;
hodc 0,5 mg/kg thé trong khi dingd.

- Phong va diéu trj say séng, say tiu xe:

+ Ngudi Idn: USng 2 vién trde khi khdi hinh 30 - 60 phit
C6 thé nhiclailiéu sau 8 - 12 gity, néu cdn,
+ Tréemtrén2 tudi: 0,5mg/ kg thé rong, cdch 8 gid/ 1in

Trinh bay:
Hép 5 vix 20 vién
Hép 30 chaix 40 vién
Diéukién bdo quin:
& nhi¢1dd khong qud 30°C, ndikhé rdo, tranh dnh séng. *
Handing: 36thing k€ tirngiy sdn xudl,
Sdnxuft: Theo DBVN

THUGC NAY CHi DUNG THEO DON CUA THAY THUGC
DOC KY HUGNG DAN SUDUNG THUGC TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOT Y KIEN THA Y THUGC

<1 CONG TY CO PHAN DUGC PHAM 29 - NADYPHAR
BT: (08) 38687355, FAX: 4.8 38687356
NHA MAY: 930 C4, dudng €, KON CAtLéi, eym 2, P.Thank Mg Loi, Q.2, TP. HOM

NADyPHAR




