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Bao quan: Noi kho, nhiét dd khong qué 30°C.
Tiéu chudn: TCCS,
SPK / Reg. N

Chi djnh, céch ding, chéng chi dinh va cac théng tin khac:
Xem trong t& huéng dén str dung thude kem theo.

DE XA TAM TAY TRE EM. DOC KY HUGONG DAN SI¥ DUNG TRUOC KHI DUNG

RX Thuée ké don

SPAZTILO

Otilonium bromid .....40mg

Hép 5 vix 10 vién nén bao phim

Co' 56 san xudt;

CONG TY CP DUQ'C PHAM TRUNG U'ONG | - PHARBACO
Try & 160 Ton Burc Thang - Hang Bot - Béng Da - Ha Noi
San xudt tal: Thach L8i - Thanh Xuan - S6c Son - Ha N6
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Each fllm-coated tablet contalns: Storage: In a dry place,
Otilonium bromide..........c...c......cu.....40mg temperature not exceeding 30°C.
Excipients...........q.s for 1 flm-coated tablet Specifications: In-House.

Indicatlons, administration, contra-indications and other information:
Please read the leaflet insert.

KEEP OUT OF THE REACH OF CHILOREN. READ CAREFULLY THE INSTRUCTION BEFORE USE.
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Box of 5 blisters x 10 film-coated tablets

Producer:

PHARBACC CENTRAL PHARMACEUTICAL JSC N°I
Head office: 160 Ton Duc Thang - Hang Bot - Dong Da - Ha Nol
Manufacluring at: Thach Lol - Thanh Xuan - Soc Son - Ha Nol
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) o Bao quan: Noi khﬁ nhlé! dd khéng qué 30°C.
Otilonium bromid.... 5= e 40mg Tiéu chudn: TCCS
Té duge......vira di 1 vién nén bao phim. SPK ! Reg. N°:

Chi dinh, cach diing, chéng chi dinh va cac théng tin khéc:
Xem lrong t& huéing dan siv dung thube kém theo.

BE XA TAM TAY TRE EM. BOC KY HUONG DAN S DUNG TRUOC KHI DUNG

RX Thuéc ké don

SPAZTILO

Otilonium bromid ....40mg

Hop 3 vi x 10 vién nén bao phim

Co' s& san xult;

CONG TY CP DUQC PHAM TRUNG LFONG | - PHARBACO

Try s8; 160 Tén Birc Théng - Hang Bot - Péng Da - Ha Noi
“haraae®  San xudt tai: Thach L&i - Thanh Xuan - Séc Son - Ha Ngi
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Storage: In a dry place,
..40mg temperature not exceeding 30°C.
m-coated tablet Specifications: In-House.

Each film-coated tablet contains:
Otilonium bromide....
Excipients...........q.s f

Indications, administration, contra-indications and other information:
Please read the leaflet insert.

KEEP OUT OF THE REACH OF CHILDREN. READ CAREFULLY THE INSTRUCTION BEFORE USE.
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RX Prescription drug Box of 3 blisters x 10 film-coated tablets

SPAZTILO

Otilonium bromide ....40mg

Producer:

PHARBACO CENTRAL PHARMACEUTICAL JSC N°

Head office: 160 Ton Duc Thang - Hang Bot - Dong Da - Ha Noi
“mrapc®  Manufacturing at: Thach Loi - Thanh Xuan - Sac Son - Ha Noi
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2. Thanh phén céng thirc (cho 1 vién nén bao phim)

Thanh phdn dwoe chat:

OHTOATEG BIOTII .. s 55 s amsn i seaiosn oot s s i enass srssissasinsmmimsisansennasti] TREL

wéng dén sir dung truéce khi dimg.

Thanh phan té dieoc:

Lactose monohydrat, pregelatinised starch, natri starch glycolat, colloidal silicon dioxide,
magnesi stearat, vivacoat PA-1P-000 (talc, titan dioxid, hypromellose 6, polydextrose,
gala sty (o B o) B T4 | [ ———————— e e————r S vira da 1 vién.
3. Dang bao ché:

Vién nén tron bao phim, mau trdng, mdt mat c6 khéc mét vach ngang & gitta, mt mit tron, canh
va thanh vién lanh lan.

4. Chi dinh:

Diéu trj tinh trang co cimg va 161 loan vén dong dng tiéu hoa & ngudi 16n.

5. Cich ding, liéu dung:

Luédn ubng thude theo ding chi dinh cua bac sT hodc dugce si cia ban. Hoi lai bac si hodc duge si

ciia ban néu ban khéng chic chin bt cir diéu gi.

Cdach dung

Thubc dung duong ubng

Ubng thudce v6i nira ly nudce trude bita an 20 phut. Viée diéu tri nén kéo dai t6i da 4 tuan.

Liéu dimng

Nguoi 16m: 1 vién x 2 hodc 3 14n/ ngay va theo huéng dan clia béc si.

6. Chong chi dinh:

Bénh nhan qui nhay cam véi otilonium bromid hogc voi bat ky thanh phan nao ciia thudc.

Bénh nhén bi tic rudt.

7. Canh bdo va than trong khi ding thude:
Thén trong str dung cho ngudi gia va/ hodc bénh nhén diéu tri kéo dai, bénh nhan bi ting nhan ap,
phi dai tuyén tién 1iét, hep mon vi, bénh nhan suy gan/ suy than, nhip tim nhanh, suy tim, cudng
giap, viém loét dai trang va trao ngugc thyc quan.
Chua c6 thir nghiém thubc trén tré em va thanh thiéu nién, do d6 khéng nén ding thude cho cac
d6i tuong nay.
Bénh nhén bi ro1 loan di truyén hiém gap nhu khéng dung nap galactose, thidu hut lactase hoan
toan hodc kém hép thu glucose — galactose khong nén dung thude nay.

8. Sir dung cho phu nif ¢6 thai va cho con bi:

Phu nit mang thai:
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Khong co dir liu vé viée str dung otilonium bromid & phu nir c6 thai. Khong khuyén cdo sir dung
thuc trong thai k.

Phu nit cho con bu:

Chua c6 nghién ciru vé su bai tiét thubc qua sira me. Khong khuyén c4o sir dung thudc trong khi
dang nuoi con bl

Kha nang sinh san: Chua c6 thong tin lién quan dén tac dung cua thudc trén kha ning sinh san

9. Tac dong ciia thude khi 14i xe, vin hanh may moc:

Thubc anh hudng khong dang ké 1én kha ning 14i xe va vAn hanh may méc

10. Twong tic, twong ky ciia thude:

Chua ¢6 bao céo vé tuong tac thude.

11. Tdc dung khong mong muén cia thude:

Phén umng phu dugce phan loai theo hé co quan trong co thé, sép xép theo trinh tu tén sudt giam

A

dan.

R4t thuomg gip (>1/10), thudng gap (>1/100 dén < 1/10), khong thudong gap (21/1.000 dén <
1/100); hiém gap (>1/10.000 dén 1/1.000), rét hiém (<1/10.000), tin sudt chua biét rd (khong thé
wdc tinh tir cAc dit liéu c6 sin)

Céc phéan tng phu phén loai theo tAn suét chua biét 5, dugc liét ké nhu sau:

R&i loan hé than kinh: nhirc dau.

Réi loan tidu héa: Budn non, non, dau thuong vi. “}),w_?f?g
Da va céc r6i loan md dudi da: Ni may day ;)TD—l _12\“
R6i loan tai va mé dao: chong mat JC PH,
Céc rdi loan tbng quat: mét méi. i; }JEE
Huwéng din cich xir tri ADR: g |

x : B, 58 5 g o ; % " PA-T°
Ngimg st dung thudc. Véi cac phan mg bat loi nhe, thuong chi can ngimg thude. Trudng hop 28z

mén cam ning hodc phan tmg di tmg, cin tién hanh diéu tri hd tro (gift thoang khi va ding
epinephrin, thé oxygen, dung khang histamin, corticoid...).

12. Qua lidu va cich xir tri:

Triéu ching:

Chura ¢6 bao cdo vé truong hop qua licu.

Xir tri:
Trong trudng hop qua liéu, thuc hién cic bién phap chuén nhu rira da day va diéu tri hd tro thich
hop

13. Pic tinh dwge lwe hoc:

Nhém thube diéu tri: Hop chit khéng cholinergic tong hop, nhém amoniac bac bbn

Ma ATC: AO3A B06

Co ché hoat dong: Cdc nghién ciru chi ra rang otilonium bromid ¢6 co ché khéc véi cac hop chat
khang cholinergic khéc. Otilonium bromid hoat déng chu yéu bang cach thay doi cic dong ion
Ca’" tir c4c vi tri bén trong va bén ngoai té bao, do do lam giam kich hoat su co bép co tron tiéu
hoa théng qua viée tc ché cac kénh canxi loai L va T. Hon nita, cac hi¢u ung duoc Iy c6 thé duogc
tac dung théng qua viéc tuong tac véi thu thé tachykinin NK2.

Tée dung duoc 1y: thude chng co thit trén co tron & phan xa cla rudt (dai trang va truc trang).



https://trungtamthuoc.com/

Co ché hoat déng chinh cta otilonium bromid 1a thude déi khang tai thu thé muscarinic, chen céc
kénh ion canxi, ngin chan dong van chuyén ion canxi bén trong va bén ngoai té bao. O lidu diéu
tri, Otilonium bromid khong anh hudng dén bai tiét dich vi hodc gdy ra céc tac dung phu toan
than gidng Atropin dién hinh.

14. Pic tinh dwge dong hoc:

Hip thu

Otilonium bromide c6 thé dén vi trf tac dung dugc 1y truc tiép qua thanh rudt, vi su hép thu toan
than cua thude sau khi ubng rét thip (3%). Do do, ndng do trong huyét twong ctia thube thép.
Phén b

Sau khi uéng, thude duoc phan bd manh vao co tron ciia dai trang va truc tring. Ubng thubc ngay
trude bita in dam bao kha dung sinh hoc duge 1y tai chd hiéu qua cta san phém, tai vi tri tac
dung diéu tri va trong giai doan du kién céc triéu chung dang ké nhit cta bénh.

Chuyén héa va thai trir

Otilonium bromide khéng duge chuyén héa va duge dao thai qua phan, cha yéu & dang khéng
dbi.

Suy thdn va suy gan

Otilonium bromide chua dugc nghién ctru & nhitng bénh nhén suy gidm chirc néng thén va gan.
Vi otilonium bromide ding dudng uéng dwoc hép thu téi thidu vao hé tudn hoan nén viéc suy
giam chirc ndng gan va than du kién s& khong anh huéng dén mic phoi nhiém tai chd ctia né. R
15. Quy cach déng goi:

Hop 03 vi x 10 vién (PVC/Alu), kém t& huéng dén sir dung.

Hop 05 vi x 10 vién (PVC/Alu), kém t& huéng dan st dung.

16. Pidu kién bao quan, han dung, tiéu chuin chit lvgng cia thude:
Diéu kién bao quan: Noi kho, nhiét do khong qua 30°C.

Han dung: 36 thang k& tir ngay san xuit

Tiéu chuén chat lugng: TCCS

17. Tén, dia chi cia co s& san xuat thuoe:

Cong ty ¢b phin Dugc phdm Trung wong I - Pharbaco
Tru sd: 160 Tén Pic Thing - Hang Bot - Péng Pa - Ha Noi

San xuét tai: Thach L3i - Thanh Xuén - Séc Son - Ha Noi
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