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Rhinathiol
promethazine

L carbocisteine R
promethazine

Thanh phin:
Carbocisteine 29
Promethazine hydrochiorde 0.05 g
Ta duioe visa i 100 ml

Chi dinh:
Thude duoe khuyén dimg dé lim diu cae con ho khan
vit ho do kich thich & nguioi lan vi tré em trén 2 tubi,
diic biét khi ho vao budi t6i hodc ban dém,

Cich ditng - Libu diing:
Buimg uéng
Negubs b 15 milin, 3-4 Kin/ngay.
Tré e ding theo chi dink cia bac si
* bir 24 thing déin 30 thing: 5 mi/lén, 3-4 lningiy.
* tifr 30 thang dén 12 twéi: 5 miflan, 4.6 kinfngay.
* 1l 12 vudi dén 15 tudi: 5 midin, 6-9 lin/ngay.
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Rhinathiol
promethazine

T carbocisteine ET At
promethazine

HO KHAN VA HO DO KICH THICH
DAC BIET KHI HO VAD BAN BEM

DRY AND IRRITATING COUGHS
PARTICULARLY NOCTURNAL COUGHS

Sird/ syrup

A
Rhinathiol

promethazine

-— carbocisteine -
promethazine
Composition:
Carbocistsine 29
Promethazine hydrochionide 0.05 g

Exclplents g <1 100 ml.

Therapeutic indications:
This drug is recommended for the relief of dry, initating
cough in adults and children over 2 years of age,
particulary when occurring In the evening or at night.

Administration - Dosage:
Oral use,
Adules: 15 mix 3 1o 4 times per day
Children: follow your doctor's prescription
* 24 to 30 months: 5 mi x 3 to 4 times per day
* 30 months to 12 years: 5 mi x 4 106 times per day
* 1210 15 years 5 mi % & to 9 times per day

Tiéu chuan/ Specifications: TCCS
SEK/VISA

San xuat tai:
CONG TY TNHH SANOFI-AVENTIS VIET NAM
123 Nguyén Khodi, @4, Tp. Ho Chi Minh, Viét Nam

DA PHE DUYET
Lan dau:.23.../..03../. 46......

Chéng chi dinh v cic théng tin khac: o e s
win doc trang to hudng din st dung. 90 l'l'll see Inaflet insert.
DOC K? HUONG DAN SU DUNG TRUGC KHI DUNG READ CAREFULLY THE PACKAGE INSERT BEFORE USE Manufactured by:
SANOFI-AVENTIS VIETNAM CoLtd.
DEXATAM TAY VA TAM NHIN CUA TREEM M O OE T WA MG BT 0F G/t 123 Nguyen Khoai, Dist4, Ho Chi Minh City, Vietnam
R quin thude & nhiét db khang qui 30°C (e s Eppedtit ""”!‘“’"‘m
8418 5X/LotNo. 012.13NC
BOY TE '
y ¥ NS/ Migdate: 411212013
CUC QUAN LY DUGC
HDIBxpeate: 44212015
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Rhinathiol® prometha
carbocistein va promethazin
Sird

Doc ky hwéng dan st dun X
Néu can thém théng tin, xin

THANH PHAN
Hoat chét chinh:
Carbocistein (2 g), Promethazin hydrochlorid (0,05 g)
cho 100 ml sir6.

Ta dwoc:

Puweéng tréng (sucrose), methyl paraben (E 218), mau
caramel (E 150), huwong cacao, vanillin, natri hydroxid,
ethanol 96%, nuwac tinh khiét.

M&i 5 ml siré thube chira:

100 mg carbocistein, 25 mg promethazin
hydrochlorid, 3 g dwéng sucrose, 122 mg ethanol.

DANG BAO CHE VA TRINH BAY
Siré. Chai 90 ml.

CHi BINH

THUOC KHANG HISTAMIN TOAN THAN

(R: hé ho hép).

Thuéc dwoc chi dinh dung dé 1am diu cac con ho

khan va ho do kich thich, dac biét khi ho vao budi téi
hodc ban dém.

LIEU DUNG, PUONG DUNG VA CACH DUNG

Liéu dung:

CH(I:)DUNG CHO NGUOI LON VA TRE EM TREN 2

TUO!I.

Nguwoi lén: Udng méi 1an 15 ml sird thuée, ubng tir 3-

4 lan/ngay.

Tré em: dung theo chi dinh cla bac si.

- tir 24 thang dén 30 thang: Ubng méi lan 5 ml sird
thuéc, uéng tir 34 lan/ngay.

- tlr 30 thang dén 12 tudi: Ubng méi Ian 5 ml sird thudc,
ubng tir 4-6 lan/ngay.

- tir 12 tudi dén 15 tudi: Ubng méi 1an 5 ml sird thuébc,
ubng tir 6-9 lan/ngay.

Pwoéng dung:

Puwong ubng.

Cach dung:

Dung thuéc ngén han (vai ngay) va chi dung khi cé ho.

CHONG CHi BINH

KHONG DUNG THUOC NAY trong nhirng trudng

hop sau:

« Tién st di ng v&i thubc khang histamin hodc véi
béat ctr thanh phan nao clia thubc, dac biét la methyl
paraben va cac mubi paraben khac,

« Tién st c6 hodc méi cé chirng mét bach cau hat
(gidm té bao bach cau trong mau), _

« Nguy co bi tiéu lién quan dén bénh Iy tién liét tuyén,

« M6t s6 thé bénh glécém (tang nhan ap),

« Tré em duwdi 24 thang tudi.

Khéng nén dung két hop thubc nay voi sultopride tri

khi dwoc bac sT chi dinh.

LUuUY
Khéng nén dung thuéc nay dé tri ho co6 dam.
Khong ding thuéc nay néu khong dung nap fructose,
hoi chirng kém hép thu glucose va galactose, hodc
thiéu hut cac men sucrase-isomaltase.

w

Céan hdi y kién bac si trong nhirng treéng hop sau :

- Néu ho kém sét ho&c cac triéu chirng tré nén nang
hon.

- C6 bénh phdi hoac phé quan man tinh di kem.

LUU Y THUOC CO CHUA RUQU

Néng dé rwou ethanol trong siré la 3,09%, twong
dwong v&i 122 mg ethanol khan c6 trong méi 5 ml
sird thuée.

THAN TRONG KHI DUNG

Hay hoi y kién hodc théng bao cho bac si biét truwéc

khi bat dau diéu trj trong cac trwdng hop sau:

* Bénh gan, bénh than,

* Loét da day ta trang,

» Bénh tim nang, hoac dong kinh,

+ Tré em: bi hen hodc trao nguoc da day-thyc quan,

* Ngudi gia: tdo bon, chéng mat hoac ngui ga, bénh ly
tién liét tuyén.

Khéng nén dung thire ubng hodc thubce cé chira reou

trong thoi gian dung thube nay.

Tréanh tiép xtc néng nhiéu trong théi gian dung thude.

Thubc cé chira 3 g sucrose trong méi 5 ml sird thuée.

Cén phai tinh dén lvgng dudng co trong sird, néu

ban ho&c con ban bi dai thao dwéong hodc theo ché

dd an kiéng duéng.

Thuébc c6 chira 12,9 mg natri trong méi 5 ml sir6 thuée.

Cén Iwu y dén lvgng mubi natri cé trong sir6, néu ban
ho&c con ban theo ché dé an kiéng muoi.

Thudc c6 chira methyl paraben (E218) va co thé 1a
nguyén nhan gay di trng.

TUONG TAC VO'I THUOC KHAC

Dé tranh twong tac thube cé thé xay ra khi ding kém
voi thubc khac, dac biét la sultopride, phai bao cho
bac sT hoadc dwoc si biét vé tat cd cac loai thubc ma
ban hoac con ban dang dung.

CO THAI - DANG NUOI CON BANG SUPA ME

Hay hi y kién bac sT hodc dwoc si triede khi diing bat
ky thuéc nao trong thei gian cé thai hodc dang nuéi
con bang stra me.

C6 thai

Néu phat hién co thai trong khi dang dung thubc, hay
hoi y kién bac sT xem cé can thiét tiép tuc dung thube
hay khong. Néu lam dung thudc nay cho dén cudi thai
ky c6 thé tac déng gay hai cho tré so sinh.

Pang nudi con bing siva me

B&i vi thuéc qua duwoc siva me, cho nén tranh dung
thudc khi dang nudi con bang sira me.

KHA NANG LAI XE HOAC VAN HANH MAY MOC
Cé&n canh bao nguy co budn ngl khi dung thubc nay
déi voi ngudi lai xe hodc van hanh may méc, nhét la
khi bat dau diéu tri.

THONG TIN QUAN TRONG VE CAC TA DUQC
CUA THUOC

Natri, methyl paraben (E218), dwong sucrose (3 g/5
ml sird thudc), rugu ethanol khan (122 mg/5 ml sird
thuée).

TAC DUNG KHONG MONG MUON

Lién quan dén thanh phan carbocistein, thubc cé thé

gay ra cac tac dung phu nhu :

- Nguy co' lam sung huyét phé quan tré nén xau hon,
dac biét & tré nhd va mot s6 bénh nhan gap kho
khan trong khac dam.
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* Réi loan tiéu hoa: dau da day, budn non, tiéu chay.
Trong nhirng trwdng hop dé, nén giam liéu.

+ Phén (ng di t*ng da nhw ngtra, ndi ban trén da, ndi mé
day va sung & mat.

« M6t s6 it tredng hop phéat ban cé dinh do thude (cac
dbm mau nau trén da) da dwoc bao cao.

Lién quan dén thanh phan promethazin, thudc co6 thé

gay ra cac tac dung phu nhuw:

« Bubn ngl, mét tinh tdo, thwong xay ra khi bat dau
diéu tri

* RAi loan tap trung hoéc tri nhé, choang vang (thwédng
gadp & ngu*trl cao tudi):

* Kho phol hop van déng, run ray;

« Lu 1an, o giac;

+ Kho miéng, réi loan thi giac, bi tiéu, tdo bén, hdi hop,
ha huyét ap.

+ Hiém g&p hon, cé cac dau hiéu kich thich nhu: kich
ddéng, cang thdng, mét ngu.

Mot sb tac dung phu khi xay ra can phai NGUNG

DIEU TRI NGAY VA BAO CHO BAC SI BIET:

+ Cac loai phan trng di trng nhu:

- loai phat ban ngoai da (ban @6, cham, ban xuét
huyét, nbi mé day)

- con hen

- phu vi mach (ndi mé day c6 kém theo swng phéng
& mét va cb co thé dan téi kho thé)

- choang phan vé

* Hién twong da nhay cam véi anh sang mat troi.

» Gidm dang ké té bao bach cau.

» Gidm bét thuwéng Ivong tiéu ciu trong mau gay ra
chay mau mii hoac loi.

Néu ban ghi nhan c6 béat ky tac dung phu nao khéng

néu ra trong toa thudc nay, hodc moét tac dung phu da

néu trd nén trdm trong, hay bao cho bac si hoac duoc
sT.

DAC TINH DUQC LUC HQC

Khang histamin toan than (R: hé ho hap)

Promethazin: c6 tac dung khang histamin H; thudc

nhém phenothiazine, v6i chudi day béo canh bén va

co dac tinh:

- Tac dung an than & lidu thong thuwéng, do thube tac
doéng histaminergic va hly adrenalin & than kinh
trung wong.

- Tac dung khang cholinergic gay ra cac tac dung phu
ngoai bién.

- Tac dong huyr adrenalin ngoai bién, c6 thé &nh
hu@ng len huyét déng hoc (nguy co ha huyét ap tw
thé

Tét c)a céc thubce khang histamin ngan chan tac dung

cla histamin trén da, phé quan, dwéng rudt va té bao

mau, it nhiéu théng qua sy dbi khang canh tranh kha
hdi véi histamin.

Hau hét cac thubc khang histamin cé tac dung tri ho,

du & mtrc 46 nhe nhung thudc co kha nang tac dung

trén trung tdm ho twong tw morphine va cac thuée
gian phé quan khac nhw cac amin giéng giao cam.

Carbocistein: 1a mét thube tiéu nhay, tac déng bang

cach diéu hoa chéat nhay, tao thuan lgi dé long dam.

Thubc duoc chwng td co vai trd diéu tri cac bénh ly co

bét thwdrng vé chat nhay & dudng hé hép.

DAC TiNH DUQ'C DPONG HOC

Promethazin: c6 @6 sinh kha dung khoéang 13 - 40%;
néng dé dinh trong huyet tvong (Tmax) dat duoc
trong vong 1,5 — 3 gi&. Thé tich phan bb cao do tinh

tan nhiéu trong chét béo clia thube, khoang 15 Ikg;
gén két protein huyét twong khodng 75 — 80%; thoi
gian ban thai: 10 - 15 gid. Chuyén hoa gébm co
sulfoxid hoa tiép theo khir methyl. Thanh thadi qua
than duwéi 1% cua téng sé thanh thai va khodng 1%
lwong promethazin da udng dwoc bai xuat ra nuwéc
tiéu dwéi dang khéng ddi. Cac chéat chuyén héa duoc
tim thay trong nwéc tiéu, dac biét 1a chat chuyén hoa
sulfoxid, khodng 20% liéu da dung.

Carbocistein: hap thu nhanh qua duéng udng, néng
d6 dinh trong huyét twong dat dwoc trong vong 2 gio.
Sinh khad dung thap, duéi 10% liéu dung, c6 thé do
chuyén héa & gian bao va chuyén hoa lan dau & gan
nhiéu. Théi gian ban hly thai trir khodng 2 giod.
Carbocistein va cac chat chuyén hoa cla né duwoc
thai trir chd yéu qua than.

QUA LIEU

D&u hiéu qua liéu | promethazin: co giat (dc biét & tré
nhd va tré em), réi loan y thirc, hdn mé. Can diéu tri
triéu chirng tai cac don vi chuyén khoa.

BAO QUAN

Pé thubc ngoai tAm nhin va tdm tay cta tré em.
Khéng dwec dung thube qua thei han sl dung co ghi
bén ngoai hop thude.

Bao quan thubc & nhiét do khéng qua 30°C

Ngay cép nhét t& huwéng dan st dung: 20/3/2013
Tiéu chudn: Nha san xuét.
Han dung: 24 thang ké tir ngay san xuét.

NHA SAN XUAT
Coéng ty TNHH SANOFI-AVENTIS VIET NAM
123 Nguyén Khoai, Q4, Tp H6 Chi Minh, Viét Nam
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