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i MCHnn nén' chiva: Each tablet contains:

Drotaverinie Hydrochloride.... 40mg Drotaverine Hydrochloride......40 mg

Bao quan: Noi khd mat & nhiét do .
o B Storage: in dry place, at temperature below

dwéd 30°C, tranh lanh sang va S‘m‘ 30°C,protect from light and humidity
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Specification: In-house

Boc ky hwong din sir dyung treée khi dong

Xa tam tay tré em Read carefully insert paper before use

Reach out of children
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HUONG DAN SU DUNG CHO CANBQ Y TE

Drotavep 40 mg tablets

Thanh phan: Mdi vién nén chia:

Drotaverin hydroclorid ........40 mg

Ta dwgce: Magnesi stearat, Talc, Povidon, Maize starch, Lactose monohydrate
Mo ta dang bao ché: Vién nén tron, c6 hai mat 16i, c6 mau vang hodc vang xanh.

Dugc luc hoc:

Drotavep thudc nhém thude gian co tron. Hoat chit drotaverin tac dong Ién co tron théng
qua trc ché enzym DPE-IV (phosphodiesterase-IV enzym). Tac dung trc ché nay lam ting AMP
vong (cAMP) dan dén (rc ché chudi myosin kinase va tir d6 lam gian co tron. Drotaverin khong
anh hudng dén hoat dong cia hé than kinh thuc vét, khong gdy tac dung khang cholinergic. Téc
dung diéu tri dau lién quan dén nhimmg truomg hop dau do co thét co tron.

Dwoc dong hoc

Thudc hép thu hoan toan sau 12 phit qua hdng trang va hdi trang. Drotaverin dugc phén
bd ddng déu trong cac mo, tham nhap vao cac co tron. Drotaverin gén két rat it véi protein huyét
twong, thudc chuyén héa tai gan bang phan ting glucuro hop. Thudc théi trir qua nude tiéu, thos
gian ban huy la 16 gio.

Quy cach dong goi: Hop 3 vix 10 vién

Chi dinh:

- Co thét da day-rudt. Hoi chitng rudt bi kich thich.

- Con dau quén mat va cac co thét duong mat: san dudng mat va tii mat, viém dudng mat.

- Con dau quén thén va cac co thit dudmng niéu-sinh duc: so6i than, $6i ni¢u quan, viém bé than,
viém bang quang.

- Céc co thit tir cung: dau bung kinh, doa siy thai, co ctmg tit cung.

Liéu lwgng va cach dung:

Ngudi 16n: 3-6 vién/ngay, mbi lan 1-2 vién.

Tré trén 6 tudi: 2-5 vién/ngay, mdi lan 1 vién.

Tir 1-6 tudi: 2-3 vién/ngay, mdi lan 1/2-1 vién

Chong chi dinh




Khong dung thudc dbi v&i nhimg bénh nhan c¢6 tién sir mén cam vé6i drotaverin, nhitng ngudi b
suy chirc niang gan, than, tré em dudi 1 tudi. Bénh nhan suy tim nang, block nhi that d¢ II, I11.

Than trong

Can dua bénh nhan di ¢p ciru khi xuat hién nhimg phan tng di tng nhu kho thé, tire ngue, phi
né, phat ban

Can than trong véi nhitng ngudi bi rdi loan chuyén héa porphyrin
Liéu luong thube phu thudc vao tinh trang bénh nhéan.

Do trong thudc ¢ thanh phén lactose, nén véi nhitng bénh nhén c6 cac van dé di truyén hiém
gap vé khong dung nap galactose, thiéu hut Lapp lactose hodc kém hap thu glucose-galactose
khéng nén dung thude nay

Phu nit co thai va cho con bu:

Céc nghién ciru trén vét thi nghiém khéng thay thudc gay quai thai. Tuy vay, cling nhu da s6 cac
thudc khéc, dé than trong, nén tranh ding drotaverin kéo dai trong thoi ky mang thai va cho con
ba.

Khi ldi xe va vin hanh mdy mdc:

Khéng dung thudc khi 14i xe va van hanh may méc vi thudc 6 thé gy dau dau, chong mit,
budn nén

Twong tac cia thudce véi cac thude khac: _
Dung dong thdi drotaverin véi cac thude khac khi diéu tri Parkinson s& lam giam tac dung
chéng

parkinson cua drotaverin.

Tac dung khong mong muén:
Ngudi bénh st dung drotaverin c6 thé gip nhiing tac dung khong mong mudn nhu sau:

Budn nén, ndn, mét moi, dau dau, ngat xiu, tdo bon, chong mit, miéng kho, ha huyét ap, danh

trong nguc
L4 fA b r d r
Qua lieu va cach xir tri

Trong trudng hop qua lidu: Té liét trung tam ho hép, block nhi that, ngung tim, can tién hanh
diéu tri triéu chimg.

P - f - » . A - 2 . & ,e 0~ - . ¥ « ’ A
Bao quan: Bao quan ¢ noi khé mat, & nhiét d6 dudi 30°C, tranh anh sang va tranh am.



Tiéu chuén chat lrgng: Nha san xuét

Han ding: 36 thang ké tir ngay san xuat.

Nha san xuat: 1z
ExtractumPharma Co. Ltd.

Dia chi nha may: 6413, Kunfehérto, [V. Korzet 6, Hungary

bia chi van phong: 1044 Budapest, Megyeri ut 64, Hungary

Ngay xem xét siva ddi, cAp nhit lai ndi dung hwéng din siv dung thude:



HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thudc: Drotavep 40 mg tablets

Xin doc k§ hudng dan trude khi sir dung. Pé thude xa tam tay
tré em

Thong bao ngay cho bac s¥ hodc duge s§ nhitng tac dung
khéng mong mudn gip phai khi sir dung thude

Thudc nay chi diung theo don cta béc sy

2. Thanh phan cia thube

MB&i vién nén chira:

Drotaverin hydroclorid ........ 40 mg

Ta dwge: Magnesi stearat, Talc, Povidon, Maize starch, Lactose monohydrate
3. M ta san pham

Vién nén tron, ¢6 hai mét 161, c6 mau vang hodc vang xanh.

4. Quy cach dong géi: Hop 3 vix 10 vién
5. Thuoc dung cho bénh gi?

- Co thét da day-rudt. Hoi chting rudt bi kich thich.

- Con dau quan mat va cac co thit duong mat: san duong mét va tai mat, viém dudng mat.

- Con dau quin than va céc co thit duong niéu-sinh duc: soi than, soi niéu quan, viém bé thén,
viém bang quang.

- C4c co thét tir cung: dau bung kinh, doa sy thai, co cling tir cung

6. Nén ding thuéc nay nhw thé nao va lidu lwgng nhu thé nao?

Ngudi 16n: 3-6 vién/ngay, mdi lan 1-2 vién.
Tré trén 6 tudi: 2-5 vién/ngay, mdi lan 1 vién.
T 1-6 tudi: 2-3 vién/ngay, mdi lan 1/2-1 vién



7. Khi nao khong nén dung thubc nay?

Khong dung thude d6i véi nhitng bénh nhdn ¢o ti€n st man cam véi drotaverin, nhitng ngudi bi

suy chirc ndng gan, thin, tré em durdi 1 tudi. Bénh nhén suy tim niing, block nhi thit ¢ I1, TIL.

8. Tac dung khong mong mudn khi ding thube:
Ngudi bénh sir dung drotaverin ¢ thé gap nhitng 1ac dung khéng mong mudn nhu sau:

Buén nén, nén, mét moi, dau dau, ngat xiu, tio bon, chéng mat, miéng khé, ha huyét p, danh

trdng ngurc.

Théng bio cho bdc si hodic dwoc si biét tdc dung phu khing mong muén gip phdi khi sit

dung thubc.
9. Nén tranh dung nhirng thubc hoic thire pham gi khi dang sit dung thuoe nay?

Dung déng thoi drotaverin vl cac thudce khace khi diéu tr] Parkinson s& [am giam tac dung
chéng

parkinson cua drotaverin.
10. Cn 1am gi khi mdt 1an quén khong ding thudce?

Trong trudng hop nay bénh nhéan khéng nén udng bit thube ,va tham khao ¥ kién tur van clia bac
sT hodc duge si.

11. Cin bao quan thude nay nhiwr thé nao? (e
Béo quan O noi khd mat, & nhiét 6 dudi 30°C, tranh anh séng v tranh am.

12. Nhitng dAu hiéu va tri¢u chirng khi diing thude qua lidu

Truromg hop qua licu: Co thé gay té liét trung tam ho hap, block nhi thit, ngung tim.

13. Cén phai lam gi khi dung thudc qua liéu khuyén cio

Khi ding qué lidu, bénh nhén cn tham khéo ngay ¥ kién tw vin cua bac st hodc duge si.
14. Nhitng didu can than trong khi diing thube nay

Bénh nhan cin di cAp ctru khi xudt hién nhitng phan tmg di tmg nhw khé tha, tire ngye, phu né,
phat ban

CAn than trong véi nhitng ngudi bi roi loan chuyén héa porphyrin



Liéu lugng thude phu thude vao tinh trang bénh nhén, khong tu v didu chinh lidu ding ma chua
c6 sir ddng ¥ ctia bac s

Do trong thudc c6 thanh phan lactose, nén véi nhitng bénh nhan cé cac van dé di truyén hiém
gdp vé khong dung nap galactose, thiéu hut Lapp lactose hodc kém hap thu glucose-galactose
khéng nén dung thude nay

Phu nir c6 thai va cho con bu:

Céc nghién ciru trén vét thi nghiém khong thay thudc gdy quai thai. Tuy véy, ciing nhu da sb cac
thudc khéc, dé than trong, nén tranh ding drotaverin kéo dai trong thoi ky mang thai va cho con
bu.

Khi lai xe va van hanh may moéc:

Khong dung thudc khi 1ai xe va van hanh may méc vi thude c6 thé gy dau dau, chong mit,
budn nén.

15. Khi nao cin tham van bac sy, dwge sy

-Bénh nhén c6 cac dau hidu vé tac dung khong mong mudn nhur da néu trén

-Bénh nhén stt dung thubc qua lidu

-Phu nit ¢6 thai va cho con bt ( /

Néu can thém théng tin xin hoi y kién bac s§ hodc dugce sy

16. Han ding ciia thude: 36 thang ké tir ngay san Xudt,

-~ ) - - el el hed ‘
17. Tén va dia chi ciia co' s&’ san xuat:

ExtractumPharma Co. Ltd.
Dia chi nha may: 6413, Kunfehérto, [V. Koérzet 6, Hungary

Dia chi van phong: 1044 Budapest, Megyeri ut 64, Hungary

18. Ngay xem xét sira ddi, cap nhit lai ndi dung hwéng din siv dung thube:

TUQ.CUC TRUBNG
P.TRUONG PHONG

Pham Thi Vin Kok
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