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PARTICULARS TO APPEAR ON THE OUTER PACKAGING
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‘Tusspol

antitussive syrup

1ml of syrup containg 1§ mg
tutarmirate crirale

Bettls of 100mi

ORAL USE

indication Contra-indication and
turthes information- see package
Inafist

Store balow 30°C. in onginal packing
in ordar te protect from the light and
maistura
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Tusspol
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Tusspol

sird diéu tri ho antitussive syrup

1 mi sird chira 1 5 mg Butamirate
citrate
Chai dung tich 100 ml
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PARTICULARS TO APPEAR ON IMMEDIATE PACKAGINGS
PET bottle

Tusspol

8%
15mgfmlsicd  (Butarmaticitas) $ %gg A}/

100 ml sirdé vi cam
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PARTICULARS TO APPEAR ON IMMEDIATE PACKAGINGS
Bottle made of orange glass

Tusspol
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THUOC KE BON HUGONG DAN SU DUNG THUOC
TUSSPOL
Sird

Thanh phén:
Hoat chit: Butamirati citras (butamirate citrate).
Moi ml siro chira 1,5 mg butamirate citrate.

Thanh phén ta duge: Sorbitol liquid (khéng chita dang két tinh) (méi ml siro chita

450mg sorbitol), Glycerol (méi mi siro chica 250 mg glycerol), natri benzoat, Natri

saccharin, dung dich vi cam 02 278, acid citric monohydrate, natri citrate, neéc cal.

Duoe lwe hoe:

Nhém dwoc ly: Thube chéng ho.

Ma ATC: RO5DBI3

Butamirate citrate, hoat chit ctia Tusspol , la chit (rc ché ho, khong lién quan dén cac

alcaloid opioid.

Butamirate citrate hoat ddng & trung tdm, tuy nhién co ché hoat dong chinh xac ctia chit

nay chua duoc biét . Butamirate citrate ¢6 tinh khang cholinergic va lam gian cudng phdi,
" lam cho bénh nhén dé thé. Tusspol khéng gay nghién hay quen thude. Tusspol duoc sir

dung dé giam ho & ngudi 16n va tré em.

Duoe dong hoc 5& .

Hap thu _ 4

Trong nhitng dir liéu c6 san, butamirate ton tai dudi dang ester duge hap thu nhanh chéng

sau khi uéng. Butamirate duge chuyén hoa théng qua thiy phan cic chét chuyén hoéa

(phenyl-2-butyric acid va diethylaminoethoxyethanol). Khong c6 nghién ciru vé sy lién

quan gifta tic dong cua luong thirc dn ding ddng thoi véi thude. Su phu thude tuyén tinh

gitra sinh kha dung va liéu luong vén chua duge biét.

Sau khi ung 1 lidu siré chira 150 mg butamirate citrate, dinh ndng dé cuia chét chuyén

hoa chinh, acid phenyl-2-butyric trong huyét tuong la 6,4 mg / ml. Nf“)ng d6 nay dat duge

sau khoang 1,5 gitr sau khi ubng.

Phén bb
: SA. Thé tich phan b cua thude trong co thé vén chua dugc biét. Khong c6 dit liéu vé sy thim
'6zeféw 9 thdu cua butamirate citrate tir nhau thai vao sita me.
357 45 45 Chuyén héa

" Butamirate dwoc thily phdn nhanh chéng va hoan toan hinh thanh acid va

diethylaminoethoxyethanol phenyl-2-butyric. Cac nghién ctru trén loai dong vét khac
nhau cho thay céc chat chuyén hoa néi trén ¢o tic dung chong ho. Khong co clLr ligu tim
thdy diethylaminoethoxyethanol trong con ngudi. Cac nghlen ctru da duoc tién hanh h;
nhiing ngudi st dung butamirate gin dong vi cacbon “C, ty 18 butamirate gén véi
protein Iluyet twong khoang 95%. Hydroxyl héa tiép cac chit chuyén héa tao ra san pham
acid phenyl-2-butyric.

Thai trir

Ba chét chuyén héa mé ta & trén dugc thai trir chit yéu qua thin duéi dang lién hop véi
acid glucuronic. C6 su khéc biét lon trong gid tri do duge cia thoi gian ban thai cia xird:

; trong mot khoang 6-26 gid (gia tri 16m nhat 12 41 gid).
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Dwoe ding hoe ciia cic nhdm bénh nhén dic biét

Anh huéng cua treong hop suy gan hodc suy thén 1én cac thong s6 duge dong hoc
butamirate van chwa dugc biét.

Chi dinh

Tusspol duoc chi dinh cho bénh nhén ho trong moi truong hop.

Liéu lwong va cich ding

Bénh nhan chi sir dung thude khong ¢6 chi dinh cua bac si dai nhat 1 tuan.

I're em tir 3 dén 6 tuoi: 5 ml sird (chira 7,5 mg butamirate citrate) dung 3 lan/ngay.

Tre em tir 6 dén 12 tudi: 10 ml sird (chira 15 mg butamirate citrate) dung 3 lan/ngay.

Tre vi thanh nién trén 12 tudi: 15 ml sird (chia 22,5 mg butamirate citrate) diung
3 lan/ngay.

Ngudi 1on: 15 ml siré (chira 22,5 mg butamirate citrate) ding 4 lan/ngay.

Tusspol nén dung trurée bita an.

Tusspol khong chi dinh cho tré em dudi 3 tudi.

Duwong din

Thudc ding dudng ubng.

Chéng chi dinh: A@, y
Thude chong chi dinh véi tét ca cac truomg hgp man cam voi thanh phan cia thude. 4
Luu v va thin trong:

Butamirate citrate (rc ché phan xa ho, & truong hop bénh nhén ¢6 dom c6 thé gay ra sur
tich tu chét nhay trong dudng hd hép, lam ting nguy co co thit phé quan va nhiém tring
duimng hé hip.

Néu ho kéo dai hon 7 ngay, bénh nhéan nén di tim l&i khuyén clia bac si.

Tusspol chira sorbitol, bénh nhdn ¢6 vén dé vé di truyén hiém gip ciia ching khong dung
nap fructose khong nén st dung thube nay. Thube c6 tac dung nhudn trang nhe. Mdi gam
sorbitol giai phong 2,6keal.

Déi vai phy niv mang thai vi cho con bit )

Chua c6 nghién ciru thiét lap d6 an toan va hiéu qua sir dung thude trén phu nit ¢6 thai va
cho con b

Tusspol khong nén st dung trong 3 thang du ctia thai ky. Trong thoi gian con lai cia
thai ky, bénh nhan c6 thé sir dung thudc.

Vin chua ¢6 dir lidu vé su bai tiét cac hoat chét va chit chuyén hoa ctia thude trong sita
me. Vi 1y do an toan, phu nir ¢é thai khong nén sir dung butamirate citrate.

Anh hweong lén kha ndng ldi xe va vin hanh mdy méc
Tusspol ¢6 thé gay ra triéu chimg lo mo, budn ngi1, do d6 khong nén sir dung thude khi
van hanh may mdc, tau xe.
Téc dung khéng mong mudn:
R6i loan hé than kinh:

hiém (>1/10 000 dén <1/1 000): budn ngu.
Réi loan hé tiéu héa:

hiém (>1/10 000 dén <1/1 000): budn nén, tidu chay.
Réi loan vé da va cic mé duéi da:

hiém (>1/10 000 dén <1/1 000): ndi mé day.
Twong tic thude
Céc nghién ctru vé twong tac thudc van chua dugc thiét lap.
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Butamirate citrate rc ché phan xa ho, & truong hop bénh nhén ¢6 dom nén tranh siz dung
thuée

Qui liéu va xir tri:

Qua liéu citrate butamirate c6 thé gdy ra céac triéu chimg sau: budn ngu, budn nén, ndn
mura, tiéu chay, chong mit va ha huyét ap. Trong trudng hop qua liéu, rira rudt hay sir
dung bot than hap phu can duoc xem xét. Bénh nhén can duoc theo déi va céc chitc néng
quan trong can duoe duy tri. Khong co dit liéu vé thude giai doc dic biét,

Trinh bay:

Chai thuy tinh déng nap nhdém hodc nip PE c6 chtra 100 ml sird, déng trong hop gidy
chta dung cu phan licu.

Chai PET dong nap nhém hodc nip PE , c6 chira 100 ml sird, trong hdp gidy chira dung
cu phin lidu.

Han dang:

24 thang ké tir ngay san xuét.

Tiéu chuin: Nha san xuét
Bido quin: Bio quan dudi 30°C, tranh do 4m va 4nh séng. %
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DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi DINH
THUOC NAY CHI DUNG THEO BON CUA BAC Si
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC ST HOAC DUQC SI.
Nha san xuit:
POLFARMEX S.A.
Jozefow 9 Street, 99-300 Kutno, Ba Lan.
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