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‘SPECIFICATION: MS. 

KEEP OUT OF REACH OF CHILDREN 
SEE CAREFULLY THE PRESCRIPTION BEFORE USE 

Manatactarer. 
re N°2S CENTRAL JORIT-STDGK COMPANY 

‘STORAGE: In a dry place, protect trom light, at a temperature bi 4488 Nguyen Tat Thanh S.. Ward 18. Dist.4, HCMC, Vietnam 
hot excesding 30°C. "Ted: (84.28) 39,414,968 ~ Fax: (84.28) 39.415.550 
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MAU NHAN BANG KY THUGC: TO HUONG DAN SU DUNG 

Rx Thude nay chi ding theo don thutic 

UPHACE NO SPAIN 40 
Vier nén 

DE XA TAM TAY TRE EM. 
DOC KY HUONG DAN SU DUNG TRUUC KHI DUNG. 

1. Thanh phim céng thitc thuse 
Thanh phan duoc chat. Drotaverin hycroctorid ane wea neeess 49 MQ, 
Tharh phan 14 cuec: Tinh bot nod, Lactose monohydrat, Maltodextrin, Natri 
croscarmelilose, Magnesi Ste atat oe tsee ee eeennieenen ECA CUT Vien nen 

2. Deng bia che 
Dang bao ché Vién nén, 
Mé td sdn ohare 
Vier nén binh trér, mau yang, hai mat tron 

3. Chi dinh 
Orotaverin hydreciond 1a thude digu inj cde chimg co that co PgUsN gSc th cg 
iron 
~ Co thal cotren ed (lén quan Gén nhling bérh alia dudag mgt do sdi ti Pal Sci 
‘Gog mat, vid tei mat, wer quanh tdi mst, vier dung mat va viém bong thy. 

~ Ce that co tron tong nbing bénh cia dudng tiét nigu' do sdi than, sdi niéu quan, 
widen bé thin, vem bang quang va dau de co that bang quang. 

Bidu tr hd wo trong: 
~ Bau do Ce that co tron dudng tiéy hda leet da day-1a trang, viém da day oo that 
tam vj va mon, vim ust non, vier dai trang, tao bon do oo that hode edc thé 
chuéng bung 3o héi ching dai trang bi Kio) thich, 

- Pau: O3u kigu cing thang 
+ Cde bénh phy khoa: Cau bung kinh, 

4, Ua ding, each ding 
Uidu ding: 

Niguist fon 
420 - 240 mgy ngdy (tic 3 - 6 vin, chia tharh 2 - 3 inv ngay). 
Tre em: 
Vide su Cung drotaverin été em chua duoc thiét 4p thong cic eghién cu: am 
s4ng, néu viéc sv oyng drotaverin ia cfm thiét: 
~Tré em tir 6 ~ 12 tudi: 18 da BO mg (tue 2 vier) chia lam 2 lan/ ngay 
~ Ted ern én 12 1udt: By ding to da met ngay 3 760 mg (tGe 4ién), chia thanh 
2-4lan/ ngay 

+ Tré em dud 6 tude chu 06 di lid. 
Odch ding: dudng uding 

5. Chéng chi djnh 
~ Min cam vit boa! chat bade bét cir thanh phan td duge nao atta thuse, 
> Suy gan nang hode suy thn nang. 
~ Suy tim nang {hdi ching cung luong tim Thap). 

&, Génh bdo va thn trong khi ding thugie 
(Cn phai than trong hon khi ding drotaverin trong trutng hop ha huyét dp. 
Té er khéng 0600-00 lieu Guge ching minh an toan win ré em. 
Thuds 06 chia lactose, NhGng bénh nhan od vén dé oi truyén ism g3p aby 
khéng dung nap galactose, khdéng dung cap lactose haac kémn hap thu 
glucase-gatactose khong nén ding thude nay 

7. Sh dyng thude cha phy ni cd thal vi cho con bu 
Poy nd mang thal: 
Oya vao cae nghign edu trén dOng vat va & nguei, khi dling thuée trong giai doan 
mang thal. chua od bao cda née vé tac. dung od hai trén me va tha: nh Tuy nhién, 
30 than trang khi cht Jinh cing the che phy ni mang thai, 
Phy nd che con bur 
Do thigu aac 60 igu nghién city, khuyén khéng ding thuSe che phy nd dang nui 
con bing sta me. 

8, Anh huréng oda thudte lin hd nding idl xe va van hanh may mde 
Génh nhan can Cugc chi dn rang néu ho Gam thay chéng mat. thi bo cn tanh 
lam nhong vigc 06 khd nang gdy nguy bidm oh Idi xe bode cay khigh may méc, 

9. Tuong thc, tong ky cba thude 
Tuong tc: 
Khi ding chung wi levodopa, crotaverin hycraciorid kin gidm tdc dyng ebding 
Parkinson ota thuée nay, nhy Lam nang thém su co oung co va run ry, 
Tuong kyr 
Dokhéng of cde nghién edu v8 tinh tuong ky dala thudc, khGing trén Hn thude ray 
vot thuGe khdc. 

10. Tée dung khéng mong muén cua thude | 
Cac tac dung khéng mong mun sau 63y duce bdo cdo cé lim quan dén 
crotavenn theo céc nhom tang sudt (P3: thutmg gdp: 2 1/7i thudng pap: 2 1/100 
én <1/10, # gdp 2 1/1000 dén <1/700; nem gap : 2 1/10000 dén < 1/1000; rit 
idm gdp: «1/7 6G00) va theo hé cc quan: 

REI jogn tléu héa 
Hiém gap: budn nén, téo bén | 
RGi logn h§ than kinh 
#iém ggp. nhUc dau, chong raat, mat ngd 
Ri loan hé tim mach 
HEM gap: 04nh tng ngue 

RGi loan mpch mau 
Hidm 93p: ha huyét a 

Réi fogn h¢ tién dich 
Hiém gap: phan Ung dj ung fphG mach, me day, phat ban, ngva) 
Thétg bao ngay che béc sf hods euge sf nhing phan Ung cé hai gp phai khi sé 
dung thude. 

11. Qué litu va céch arte 
Qua iu 
Qua liEu arotaverin 06 én quan (6h ri loan nbip tim va ri lean dan truyén, bao 
gdm block hoas tean nhanh va tgung tim od thé dan den feveng. 
Cach xi tf 
Trong truding hep qua liu. bénh nhdn can duge gidm sat chat ché, did tn trigu 
ching va cham séc nang 63. 
Bién phdp xr ly bao gom gay née vashode nia ca day. 

12. De thih duge ke hoe, duge déng hoc 

Suge lye hee: 
Nbom tae Cung euce ly: Nor thude didu tn cde rfl loan choc nang dudng mgt 
Mé ATC: ANBADC2 
Co ché tée dung: 
Drotaverin a on chat clla tsoquindlir 06 tae dung ching ¢o that tne tép eno tron da 
be ché enzym phxsphodiesterase (PDE) IV vi dam tang hé qua nang 63 CAMP, dn dé 
Gin ca tron thdng qua su bat hogt men kinase cla chudi myosin nhe (MLCK). 
Dectaverin on ché enzym FOE Nin vivo, Nhung IhOng ut ché isverzym POE ill va POE V. 
‘Trt thuc 16, POE IV 06 val trd rit quan treng trongiée phong bé tinh co thdt ala octron, 
ia tin sue ch chon ec POE IV 06 the ng dung trong Buy] nhiing rd oan ting tinh 
4@n Borg v3 nhirg beh oé ktm thes oo that co bron dudng tidu héa Men PDE they 
phan. cAM? tong corti va co tran mach rau, didu nay gidi thich cho crotaverin Ia thugs 
ching ©o thie higu qed hong co cae phan ting bat ki dng kéva khing 66 téc dng ti 
fi@u mar-hilén hé tim mach, 

Thue cétac oung trang mai truing hop co that eotren pd nguon USE Hirth keeh va oot 
Kring phy thutc vao leat phair ba than kinh ty ong, drotaverin tac Ging ding du len oo 
Ton cla bg tix hoa, dutng mit, hé ni&vesirh dye va hg thang mach may Do tée dung 
gidn mech, thutic lam 14ng tuSn hoan md. 
Srotaverin 06 tc dung mach hor, hp thu nhanh hon va tron ver hon, va gan ket vai 
Protein buyer 20g thon papawenn, Mgt uu diém khacrolla thud dd i tac cng phy Kch 
thich N6 hap quan st ugc sau khi dung papaverin Guing tiém Khéng xay ra vor 
Srotaveria 

Suge ding hee 
1p thus Orotavenn hap thu nhann sau: khi ding dudng using. NOpg 06 dink rong huyet 
tuong (Cmax) dat duoc trong khodng 45 én 60 phot sau khi uény. 
Phan be, Drotavenn od ty 1é gain k&t cao va alburnin huyét tuong (05 + 98%), vai cde 
globulin alpha va beta 
‘Chuyén hea: Drotaverin sluoc chuyén hda 6 gan. Sau chuyén brig fin du qua gan, 65% 
[iu w6ng wao dure tim thay duti dang khing thay adi trong ha tuan haan. 
Thétis The gian ban niy sinh hee & B= 10.gi Ten thy thc thing abatiengn 
thé sau 72 99d, Hon 50% thude duce bal ti gua nude tél va kheang 30% gua phan. 
THLE 00% ha hit cht: yu dud dang chuydn hd, khing fim thay dang khong chuyen 
baa trong nite tig 

13. Quy céch déng gai 
Hip Swix 10 vier nén. 

14. Dieu kign béo quén, han dng va tiéts chuiin chat kromg cala thusc 
Aid kién bao quan: Nol bhd, tranb anh sang, nhiét 66 khong qua 20°C. 
Han obng: 36 thang ke 1: ngay sén xudt 
Tiéu chuge chat lugng TCCS. 

15, Corsé sén xudt 
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