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BAO QUAN: Noi kh6, tréinh anh sang, nhigt d§ Khong qui 30°C 
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bE XA TAM TAY TRE EM 4488 Nguyén Tél Thanh, P.18, 0.4, 1P, HOM, Viet Nam 
BOC KF HUONG CAN SY DUNG TRUM KH! OUNG Br: (84.28) 39,474,968 ~ Fax: (84.28) 39.415,550 
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SPECIFICATION: MS 

KEEP OUT OF REACH OF CHILDREN 

AND OTHER INFORMATION: Ser the enclosed leale!. 

STORAGTE: In a dry place, protect from light, 
ai a temperature not exceeding 30°C. 

INDICATIONS, CONTRAINDICATIONS, UCSAGE,AOMINISTRATION SEE CAREFULLY THE PRESCRIPTION BEFORE USE 

Manutacturer. 
"25 CENTRAL PHARMACEUTICAL JOINT-STOCK COMPANY 
4488 Nowyen Tat Thanh St Ward 18, Dist.4, HGMG, Vietnam 
Tel, (84,26) 39.414.968 - Fax: (84.28) 9.415.550 
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MAU NHAN DANG KY THUOC: TO HUONG DAN SU DUNG 

theo don thudc 

ACE NO SPAIN 80 
Vién nén 

DE XA TAM TAY TRE EM. 
BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG. 

STE HO 

Thanh phan cong thitc thud 
Thanh phdn duge chat: Drotaverin hydroclorid .... .. 80mg. 
Thanh phdn té duge: Tinh hee see Lactose = moray "Maltodextrin, Natri 
croscarmellose, Magnesi stearat ... i a .. vila di 1 vién nén. 

Dang bac ché 
Dang bao ché: Vién nén. 
M0 ta san phdm: Vién nén hinh thudn dai, mau vang, mot mat cd khdc vach ngang, 
mot mat tron. 

. Chidjnh 
Uphace No Spain 80 1a thud chdng co that co tron thudc dugc ding trong cdc trubng 
hop sau: 
- Co that o¢ tron trong nhiing bénh ly dubng mat: sdi tdi mat, sdi 6ng mat, viém tui 
mét, viém quanh tdi mat, vim dutng mat, vim bong tyy. 
~ Co that ed tran trong nhing bénh ly dutng nigu: Sdi than, sdi nigu quan, viém bé 
than, viém bang quang, dau do co that bang quang. 
Diing diéu tri hé trg trong: 
- Co that co tron hé tiéu ha: loét da day va td trang, viém da day, co that tam vj va 
mén vi, viém rudt va tng kich thich cla dai trang. 
~ cdc bénh phy khoa: dau byng kinh 

Liéu ding, cach ding 
Liéu ding 
Lidu ding thOng thuding danh cho ngudi (én 1a 4 - 3 vién/ngay (chia lam 2-3 H4n), 
Chua cé nghién ciu lém sang vé viée ding cho tré em. Néu cdn thiét sit dyng, c6 thé 
cho tré em trén 12 tudi ding thudc véi fiéu ding tis 1 d6n t6i da 2 vian/ngay (chia lam 
4 -21dn) va tham khdo ¥ kién bac sThodc duge sTtrudc khi sit dung. 
Cach ding 
Ding dutng uding. 

. Ching chi dinh 
- Qué mn v6i hogt chat hodc bat ky thanh phdn nao cia thudc. 
- Suy gan ngng hodc suy than nang. 
- Suy tim nng (hOi ching cung lugng tim thdp). 

- Tré nhd cho t6i 12 tudi. 

. Canh bdo va than trong khi ding thud 
Cn phai than trong hon khi ding Drotaverin trong truting hgp ha huyét ap. 
Tré em: Khéng 6 di di liéu dugc ching minh an toan trén tré em. 
Thue cé chifa lactose. Nhng bénh nhan cé van dé di truy8n higm gap nh khong 
dung galactose, khéing dung nap lactose ho&c kém hap thu glucose-galactose khdng 
nén ding thudc nay. 
SAn phdm c6 chia ft hon 1 mmol Natri (23 mg) trén mdi vidn, dé 46 ¢6 thé duge xem 
nhu “khong cé Natri”. 

. Sitdyng thud cho phy nif cé thai va cho con bi 
Cn hdl y Kién bac sThodc dude sTtrudc khi ding bat ky thudc nao, 
Phy nif cé thai: 
Dya vao cdc nghién ctu trén déng vat va 4 ngudi, khi sir dung thuéc trong giai doan 
mang thai, chua cé bao cdo nao vé tac dung c6 hai trén me va thai nhi. Tuy nhién, 
c4n than than trong khi chi dinh ding thudc cho phy ni mang thai, 
Phy nif cho con bu: 

Do thigu cdc dif ligu nghién cau, khuyén khdng ding thudc cho phy ni dang nudi con 
bang sia me. 

. Anh hufing cia thude lan kha nang lai xe, van hanh may méc 
Khi u6ng thudc & liéu thong thuting, Drotaverin khong anh huting dén kha nang lai xe 
va van hanh may méc, 

Tuy nhién, néu ban bj chodng vang sau khi ding thudc, thi cdn trdnh nhiing tinh 
hudng nguy hiém nhwldi xe hogc van hanh may méc, 

. Teng tée, tong ky cia thude 
Tuong tac: 
Khi diing chung Levodopa, Drotaverin hydroclorid lam gidm tac dung chdng 
Parkinson cilia thudc nay, nhu lam nang thém sy co cting cd va run ray. 
Tuong ky: 
Do khong cO cdc nghién ctu vé tuong ky cia thudc, kh6ng tron fn thudc nay vdi 
thudc khdc. 

| 10. Tac dung khéng mong mu6n cia thudc 
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Cac tac dyng khOng mong mun sau day dugc bdo co cé lién quan dén Drotaverin 

theo cdc tan sudt (Rat thutng gap: 2 1/10; thuting gap: 21/100 dén < 1/10; ft gap: 
21/1000 én < 4/100; higm gap: 21/10000 d&n < 1/1000; rt hiém gap: < 1/10000) 
va theo hé co quan: 
R6i loan tiéu héa 
Hiém gap: Budn non, téo bén. 
ROi loan hé than kinh 
Hiém gap: Nhitc d4u, chong mat, mat ngii 
R6i loan hé tim mach 
Hiém gap: Danh tréng ngyc 
R6i loan mach mau 
Hiém gap: Ha huyét Ap 
R6i loan hé mién dich 
Hiém gap: Phan ting dj Gng (phd mach, mé day, phat ban, ngifa). 
Th6ng bao ngay cho bac si ho&c duc si nhiing phan ting co hai gap phai khi si dung 
thutc. 

Qua liéu va cach xi tri 
Qué liéu 
Qué liu Drotaverin cd lién quan dén réi loan nhip tim va r6i loan dan truyén, bao gom 
block phan nhanh va ngung tim cé thé din dén tit vong. 
Cach xi tri 
Trong trutng hgp qua liéu, bénh nhan cdn duge glam sat chat ché, diéu tri trigu 
chiing va cham s6c nang da. 
Bign phdp bao gdm: géy non va/hodc rifa da day. 

. Dg tinh duge lyc hoe, dude d6ng hoc 
Dugs lye hos 
Nhém tac dyng duge ly: Nhém thudc diéu tr réi loan chitc nang dutng rut. 
Ma ATC: AOSADO2 

Coché tac déng 
Drotaverin | dan chat isoquinolin 06 tac dung ching co that tryc tiép lén co tron do 
Uc ché enzym phosphodiesterase (DPE) IV va lam tang hé qua néng d6 cAMP, dan 
d8n gidn co tron thong qua sy b&t hoat men kinase cia chudi myosin nhe (MLCK). 
Drotaverin ifc ché emzym DPE IV in vivo, nhung khéng ic ché isoenzym DPE Ill va 
DPE V. Trén thyc té DPE IV cé vai tro rt quan trong trong viéc phong bé tinh co that 
cia co tron; dya trén sy (éc ché chon Ipc OPE {V cé thé ing dung trong digu tr] nhiing 
r6i loan tang tinh van dong va nhiing bénh cd km theo co that co tron dudng titu 
hda. Men DPE Ill thy phan cAMP trong co tim va co tron mach mau, diéu nay gidi 
thich cho Drotaverin la thude chOng co that hiéu qua khong cd cdc phan ung bat Idi 
dang ké va khong cé tac dang tr ligu manh lén hé tim mach. Thude cé tac dung 
trong moi truing hop co that cd tron c6 nguén gc ti thdn kinh va co. Khong phy 
thu6c vao loai phan b6 thdn kinh ty déng. Orotaverin tac déng déng déu Jén co tron 
hé tiéu héa, duting mat, hé nigu - sinh duc va hé théng mach mau. Do tac dung gidn 
mach, thudc lam tang tudn hoan m6. 
Drotaverin 06 t4c dung manh hon, hdp thu nhanh hon, tron ven hon va gan két voi 
protein huyét tuong ft hon papaverin. Mot uu diém khdc cia thutic dé [a tac dung phy 
kich thich hé h&p quan sét dugc sau khi ding papaverin dudng tiém khong say ra v6i 
Drotaverin. 
Duge dong hoc 
Hap thu: Drotaverin hdp thu nhanh sau khi ding duting uing hay duting tiém. Néng 
46 dinh trong huyét tuong (Cmax) dat dude trong khoang 45 d&n 60 phit sau khi 

ng. 
Phan b6: Drotaverin c6 ty t@ gan két cao vai albumin huyét tudng (95 - 98%), voi cdc 
globulin alpha va beta. 
Chuyén héa: Drotaverin duc chuy8n héa gan. Sau chuyén héa ln d4u qua gan, 
65% liéu uding vao dugc tim thay dudi dang khong thay d6i trong hé tudn hoan, 
Thai tri: Thdi gian ban hy sinh hoc la 8 - 10 gid. Trén thyc té thudc khong con trong 
cd thé sau 72 gid, hon 50% thude duge bai tiét qua nutc tidu va khong 30% qua 
than. Thudc duge bai tiét duéi dang chuyén héa, khOng tim thay dang khong chuyén 
hda trong nuéc tiéu. 

. Quy cdch déng gdi 
H6p 3 vi x 10 vién nén. 

. Bidu kign bao quan, han ding va tiéu chudn chat lugng cia thude 
Diéu kién bao quan: Noi khd, trénh Anh sang, nhiét 46 khdng qué 30°C. 
Han ding: 36 thang (ké ti ngay san xuat) 
Tiéu chudn chat lugng: TOCS, 

. Cost san xuat 
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