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Rx. Thudc nay chi dimg theo don thudc

PULMISTAT

(Siro butamirate citrate 7,5 mg/S ml)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Pé xa tam tay tré em

Doc ky hudmg dan sir dung trude khi ding

Théng bdo ngay cho bdc sy hodc duoc st nhitng tdc dung khong mong muon gap phdi khi sie
dung thuéc

THANH PHAN CONG THUC THUOC:

Mdi 5ml sird ¢o chira:

Thanh phan hoat chdt: BUtamirate CIIALE. ...........eveueveeueesssresseseesesesesisesesseetse s seeesees 7.5 mg
Thanh phcfn td dwge: Natri saccharin dihydrat, carboxymethylcellulose natri, benzoic acid,
glycerin, sorbitol 70% khong két tinh, t4 duoc mui mo, acid hydrochloric hodc natri hydroxid,
nurde khir ion.

DANG BAO CHE:
Sird ) . f 1
M6 ta dang bao ché: Dung dich ddng nhat, khong mau, khong c6 tiéu phén la.

CHI PINH: ‘
Butamirate citrate dugc chi dinh diéu tri triéu ching ho do cac nguyén nhan khac nhau.

LIEU DUNG, CACH DUNG:
Livu diine: ﬁ
RAEW BUIE: i

Tré tir 3 — duéi 6 tudi: 5 ml x 3 1an/ngay.

Tré em tir 6 — dudi 12 tudi: 10 ml x 3 1an/ngay.

Tré vi thanh nién tir 12 tudi tro 1én: 15 ml x 3 lan/ngay.

Ngudi 16m: 15 ml x 4 1an/ngay.

Trir khi ¢6 chi dinh ctia bac si, thoi gian diéu tri t6i da 13 1 tuan.

Cdc doi twong bénh nhan ddc biét:

Suy gan/than: Chua cé nghién ctru vé viéc sir dung butamirate citrate & bénh nhan suy gan hodc
théan.

Tré nho: chdng chi dinh sir dung butamirate citrate cho tré duéi 3 tudi.
Ngudi cao tubi: Chua cé nghién ciru.

Cdch diung: ) . .

Thudc dung dudng uong. Can lau sach va lam kho thia sau moi lan str dung.

i

M.S.

———

s

CHONG CHI PINH:
- Mén cam véi butamirate citrate hodc véi bét cir thanh phin nao cua thudc.

- Tré dudi 3 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Do butamirate citrate irc ché - phan xa ho, sir dung dong thoi cac thube long dom c6 thé dan téi &
dom trong dudng ho hip, din t6i ting nguy co co thit phé quan va nhiém khuén khi quan. Vi
vy nén tranh str dung butamirate citrate voi cdc thubc long dom.

Thong béo cho bac si hoic duge sinéu tridu chimg ho kéo dai trén 7 ngay.

San phdm nay cé chita sorbitol, nhitng ngudi méac chimg khong dung nap fructose hiém gip
khong nén dung thude nay.

Thube ciing c6 chira benzoic acid. Tuy nhién, do dudng dung cta thubc, khong cé tac dung
khéng mong mudn nao do benzoic acid.
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San pham nay c6 chira dudi 10g glycerin trong mdi 5 ml. Do d6, khéng c6 tac dung khong
mong mudn nao do glycerin.

Thudc ¢6 chira duéi 1mmol (23mg) natri trong mdi liéu ding; néi céch khac, khong c6 tac dung
khéng mong mudn nao do natri.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phy nit ¢d kha nang mang thai/sir dung bién phdp trdnh thai:

Khéng c6 nghién ctru day da vé butamirate citrate trén dong vét duge tién hanh dé kiém tra anh
hudng cua thube 1én viéc mang thai va/hodc su phat trién ctia phoi/thai nhi va/hoic viéc sinh
con hodc su phét trién cua tré sau khi sinh.

Chua rd nguy co trén nguoi.

Do anh hudng cua butamirate citrate trén thai nhi va tré so sinh chua duogc biét dén ddy du, nén
can 4p dung bién phap tranh thai phtt hop khi ding thube nay.

Phu nit co thai:

Khéng c6 dit liéu lam sang vé sir dung butamirate citrate & phu nit mang thai. Nén tranh sir dung
thudc trong 3 thang d4u cua thai ky. Sau do, chi dung thude khi thuc sy can thiét.

Phu nit cho con bu:

Khong o butamirate citrate va/hoiic chat chuyen héa c6 tiét vao sita me hay khong. Quyét dinh
dimg cho con bu hodc tranh/ngimg dung thube nén duoc can nhéc da trén loi ich ctia tré bt me
va viée diéu tri cho me dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Butamirate citrate ¢ thé gdy budn ng. Do d6, cén thdn trong khi 14i xe hodc vén hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC:

Tranh ding ddng thoi véi cac thude long dom. ﬁ
TAC DUNG KHONG MONG MUON CUA THUOC: GC)TNN(‘;‘ JY
Tén suét gap céac tic dung khong mong mudn duge x4c dinh nhu sau: AT NHAP KHAU

R4t hay gip (>1/10); hay gap (=1/100 dén <1/10); it gap (=1/1.000 dén <1/100); hiém g%HpHmmgpw
(=1/10.000 dén <1/1.000); rt hiém gip (<1/10.000); khong 16 (khong thé udc tinh duoe tir nhu-nw’m
dir liéu san cd). g U5
Réi loan hé than kinh:

Hiém gip: budn nga.

R6i loan hé tiéu héa:

Hiém gip: budn ndn, tiéu chay.

Réi loan da va mé dudi da:

Hiém gap: may day.

QUA LIEU VA CACH XU TRi: ‘ ‘
Qua liéu butamirate citrate ¢6 thé dan téi cac triéu chimg nhu budn ngu, budén noén, nodn, tiu
chay, chong maét va ha huyét ap.

PAC TINH DUQC LUC HQC :

Nhom tri liéu: Thube giam ho.

Ma ATC: ROSDB13.

Hoat chit butamirate citrate 14 chét &rc ché ho khong lién quan v6i nhém opium alkaloid veé mit
hoéa hoc va duge ly.

Co ché tdic dung:

Mic di hoat chat butamirate citrate duge coi 1 c6 tac dung & trung wong, co ché tic dung chinh
xéc chua duoc biét ddy di. Butamirate citrate ¢6 tdc dung khang cholinergic khong dic hiéu va
chéng co thit phé quan ma giy giam chirc niang ho hap. Butamirate citrate khong gdy 1& thue
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thubc. Butamirate citrate c6 khoang diéu tri rong, dwoc dung nap t6t & lidu cao.

DAC TINH DUQC PONG HOQC :

Hap thu: Dya trén cac dir li¢u sin c6, ¢6 thé gia dinh riang butamirate dugce hap thu nhanh va
hoan toan va chii yéu bi thuy phén thanh phenyl-2 butyric acid va diethylaminoethoxyethanol.
Anh huong cua thire an dbi voi su hap thu thube chua duge nghién ciru. Nong d6 ctia phenyl-2
butyric acid va diethylaminoethyoxyethanol la phu thude liéu trong khoang 22,5 mg — 90 mg.
Sau khi uéng, butamirate dugce hap thu nhanh va ndng dd do duoc trong mau dat dugc trong
vong 5 — 10 phit sau khi uong lidu 22,5 mg, 45 mg, 67,5 mg hoic 90 mg. Déi véi tht ca cac lidu,
nong do dinh trong huyét tuong dat duoc trong vong 1 gidy, véi ndng do trung binh 16,1 ng/ml
dbi voi liéu 90 mg.

Néng d6 dinh t6i da trong huyét twong ciia chit chuyén héa chinh phenyl-2 butyric acid dat
duoc sau 1,5 gidr déi voi licu 90 mg (3052 ng/ml). Nong dd trung binh ti da trong huyét twong
cta diethylaminoethoxyethanol dat dugc trong vong 0,67gi0.

Phdn bé: Butamirate citrate ngoai viée lién két véi protein cao, thi c6 ca thé tich phan bé 16m,
khoang 81 — 122L (tinh trén kg c4n ning). Phenyl-2 butyric acid lién két manh véi protein huyét
tuong (89,3 — 91,6%) & tit ca cac lidu (22,5 — 90 mg). Khong 1 thudc ¢ qua duoc hang rao
nhau thai hay tiét vao stta me khong.

Chuyén héa: Su thiy phan butamirate citrate thanh phenyl-2-butyric acid va
dietylaminoethoxyethanol nhanh va hoan toan. Dua trén cac nghién ciru trén céc loai khac nhau,
c4 hai chit chuyén hoa chinh déu c6 tac dung chéng ho. Khong c6 dit lidu trén ngudi d6i voi
chét chuyén héa alcohol. Nghién ctru C' trén ngudi cho thdy lién két véi protein huyét twong
cao (khoang 95%, chi ching minh dugc déi véi phenyl-2-butyric acid do han ché ctia phuong
phép 1am). Phenyl-2-butyric acid cfing trai qua chuyén héa timg phan théng qua su thity phan &
vi tri para.

Thdi trir: 3 chit chuyén hoa dwoc thai trir chii yéu qua than. Sau khi lién hgp & gan, chét chuyén
hoa acid duoc lién két manh véi glucuronic acid.

Ndng d6 trong nude tiéu cia phenyl-2-butyric acid dang lién hop cao hon nhiéu so véi trong
huyét tvong. Butamirate citrate dugc phat hién trong nudc tiéu sau 48 gio, va ti 1& butamirate
citrate thai trir khi 14y mau & 96 gid di voi lidu 22,5 mg, 45 mg, 67,5 mg va 90 mg lan luot 14
0,02%, 0,02%, 0,03% va 0,03%. So v&i butamirate hodc phenyl-2-butyric acid khong lién hop,
mot ti 18 ding ké butamirate citrate duoc thai trir vao nudc tiéu dudi dang dietyl-amino-\:
ethoxyethanol. Thoi gian béan thai do duoc déi voi phenyl-2-butyric acid, butamirate, va d1ethyl’1)
aminoethoxyethanol tuong ung 1a 23,26 — 24,42, 1,48 — 1,93 va 2,72 - 2,90 gio. il
Cdc dbi tuong bénh nhan ddc biét //
Chwa 1o tac dong cua viéc suy giam chic ning gan hodc than déi véi duge dong hoc cia
butamirate citrate.

TIEU CHUAN CHAT LUQNG:
Nha san xuat.

BAO QUAN:
Béo quan dudi 30°C. Tranh anh sang.

QUY CACH PONG GOI:
Hop 1 chai 100 ml.

HAN DUNG:
24 thang k€ tir ngay san xuat. )
S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem trén nhan bao bi.

San xudt tai Thé Nhi Ky boi:
Santa Farma Ilac Sanayii Anonim Sirketi
Kocaeli, Gebze V (Kimya) Ihtisas OSB Erol Kiresepi Cad. No:8, 41455 Dilovasi — Kocaeli, Turkey.



