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HUONG DAN SU DUNG
Tén thube: *HADUDROTA
Poe ki hirong déan st dung trude khi dimg.
Dé xa tam tay tre em.
Thude néy chi dimg theo don thudc.

1. Thanh phin ¢ong thire thudc:

Thanh phin hoat chit: Ham lwong

Drotaverin hydroclorid 40 mg

Thanh phin td dwge: Natri metabisulfit, Propylen glycol, Amoni
acetat, Acid acetic, Nude cdt pha tiém

Vira da 2 ml

2. Dang bao ché:

Dang bao ché: Dung dich thudc tiém

MG ta: Dung dich trong, mau vang.

3. Chi dinh:

- Co thit co tron trong céc bénh vé dudng mét: sdi tii mat, séi dudmg mat, viém thi mat,
viém duong mat.

- Co thit co tron trong cac bénh vé tiét niéu: soi thin, s6i niéu quan, viém bé than, viém
bang quang.

- Dung diéu tri hd tro trong:

+ Co thit co tron trong cac bénh veé duong tiéu hoa: loét da day va ta trang, viém da day,
co thit thm vi va mon vi, viém rudt, viém dai trang

+ Cac bénh phu khoa: dau bung kinh.

4. Cach dimng, liéu dung:

4.1. Cach dung:

Dung tiém bép va tiém tinh mach

4.2. Liéu ding:

Nguoi lon: 1 —2 éng/lan, 1 — 3 lan/ngay (tdng liéu tir 40 mg — 240 mg) tiém bép mai
ngay

Trong truong hop dau quin cdp tinh: Tiém tinh mach 1 — 2 éng

5. Chdng chi dinh:

- Qué mAn voi hoat chét hodc vai bt ky thanh phin nao cta thudc.
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- Suy than hodc suy gan ning.

- Suy tim niing (h6i chitng cung luong thép).

6. Canh bso va thin trong khi ding thude:

Than trong khi str dyng cho bénh nhén bi huyét ap thip

Do nguy co soc, chi nén tiém tinh mach cho bénh nhan dang nam.

Thén trong khi sir dung cho phu nit ¢6 thai

Tré em: Khong co nghién ciru 1am sang nao duge thue hién & tré em.

Cénh bso td duge

- Thudc cé chira natri metabisulfit C6 thé géy ra cac phan (mg di Umg va trong truong
hop hiém, giy co that phé quan

- Thube ¢6 chira Propylen glycol nén than trong déi véi ngudi suy gan, suy thin vi da
¢6 béo céo céc tac dung khong mong muébn khac nhau lién qua dén Propylen glycol
nhu rdi loan chirc nang thian (hoai tir dng than cap), suy than chp va roi loan chire
nang gan.

- Thude cé chira duéi 1 mmol (23 mg) natri trong mdi éng 2 ml, vé co ban duge xem
nhu “khéng chira natri™

7. Sir dung thude cho phy nir ¢é thai va cho con bi:

Phuy nit co thai

Khoéng co tac dung phu ndo ddi vai qué trinh mang thai, sy phat trién phoi / thai, sinh
con hofic su phat trién sau khi sinh duoc quan sat truc tiép hodc gian tiép trong cac
nghién ciru hdi ciu trén ngudi va nghién ciu trén dong vat. Tuy nhién, can thén trong
khi chi dinh dung thude cho phu nit mang thai.

Phu nir dang cho con bii

Do chua ¢¢ céc dit liéu nghién ctru, khéng nén dimng cho phu nit dang cho con bu

8. Anh hwéng ciia thude 1én kha niing l4i xe, vin hanh miy moc:

Khi str dung céc lidu thong thudng theo dudng tiém, dic biét 1a tiém tinh mach, bénh
nhén nén duoc hudng dan tranh cac hoat dong nguy hiém, nhu 14i xe hodic vdn hanh
may maoc.

9. Twong tic thube, twong ky, cia thube:

Twong tic thube

Cac chéit trc ché men phosphodiesterase nhu papaverin 1am giam tic dung chéng

parkinson cua levodopa.
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Str dung dong thoi drotaverin vé6i levodopa lam giam tac dung chdng bénh parkinson
v ¢6 thé 1dm trdm trong thém tinh trang ciing co va run ray.
Tuwong ky ctia thuéc
Do khéng ¢6 cic nghién ciru vé tinh trong ky cia thude, khéng tron 1in thubc nay voi
cac thude khac
10. T4c dung khéng mong muén ciia thube:
Céc phan (g ¢6 hai lién quan dén viée sir dung drotaverin trong cac thir nghiém 1am
sang theo nhém co quan hé théng nhur sau (rat phd bién: =1 / 10; phd bién: >1 / 100
dén <1/10; khéng phd bién: =1 / 1.000 dén <1 / 100; hiém =1/ 10.000 va <1/
1.000; rat hiém: <1 / 10.000; khéng xdc dinh: khéng thé wée tinh tir dir ligu o sin):
- Réi loan hé th(’{mg mién dich
Hiém gap: phan tmg di g (phi mach, may day, phat ban, ngira
Chua biét: S6¢ phin vé gay tir vong va khong gay tir vong da duoc bio cédo & nhiing
bénh nhén tiém,
- Bénh tim va cac triéu chiing lién quan dén tim
Hiém: danh trong nguc
- Céc tri¢u ching va roi loan mach mau
Hiém giip: tut huyét ap.
- R6i loan tiéu hoa
Hiém: budn non, tao bon.
- Cac r6i loan chung va tinh trang co dia:
Hiém gip: Phan (g tai chd tai chd tiém.
Théng bdo ngay cho bdc si hodc duwgc si nhitng phéin 1tng co hai gdp phai khi siv
dung thubc.
11. Qua liu va cAch xir tri:
Triéu chung
Qué lidu cua drotaverin ¢ lién quan dén su phat trién cta roi loan nhip tim va cic
khuyét tat dan truyén, bao gdm toan bd than va ngirng tim, ¢é thé gay tir vong.
X tri
Trong trudmg hop qué liéu, bénh nhan nén duoc theo ddi chit chg, diéu tri triéu chimg
va ho trg bénh nhan.
12. Pic tinh dwge Iwe hoe:
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Nhom duoe ly: Thube gidn co tron

Md ATC: AO3ADO02

Drotaverin 14 mét din chét ctia isoquinoline c6 tac dung lam co thit tryc tiép trén co
tron. Co ché tac déng cuia thube la do trc ché men phosphodiesterase va 1am tang nong
dd cAMP, din dén giin co tron théng qua viée bit hoat enzym kinase cia chudi
myosin (MLCK), la nhiing yéu td quyét dinh trong co ché hoat dong cuia n6.
Drotaverin tic ché men phosphodiesterase IV (PDE [V) in vitro nhung khéng trc ché iy
isoenzyme PDE III va PDE V. Trén thyc té, PDE IV ¢6 vai trd rit quan trong trong
viéc phong bé tinh co thét ctia co tron. Dua trén su tc ché chon loc PDE IV cé thé
(mg dyng trong diéu tri nhitng réi loan ting tinh vin déng va nhitng bénh c6 kém theo
co thilt co trom dudng tiéu hoa.

Men PDE III thiy phan cAMP trong co tim va co tron mach méu, digu nay giai thich

rang drotaverin 1a thudc chéng co thit hiéu qua khéng cé cac phan trng bt lgi dang ké

va khéng cd tac dong tri li¢éu manh 1én hé tim mach.

Thube ¢ tic dung trong moi trrdng hop co thit co tron cé ngudn gde tir thin kinh va

co. Khéng phu thudc vao loai phan bé than kinh tu dong, drotaverin tac dong dong

déu 1én co tron clia hé tiéu héa, dudng mét, hé niéu — sinh dyc va hé thdng mach mau.

Do tic dung gidn mach, thude lam tang tudn hoian mé.

Drotaverin dugc hép thu nhanh va nhidu hon papaverin, su gin két véi protein huyét

thanh it hon papaverin, do do tac dung cua drotaverin manh hon papaverin.

13. Pic tinh dwgc dong hoe:

Hap thu

Drotaverin dugc hip thu nhanh va hoan toan sau khi ding ca dudng tiém va dudmg

uéng.

Phdn b6

Drotaverin co ty 1€ gén két cao véi protein huyét thanh 95-98%, dac biét v&i albumin,

alpha- va beta-globulin.

Néng @ dinh trong huyét twong dat duge trong khoang 45-60 phut sau khi udng.

Chuyén héa

Drotaverin dugc chuyén héa ¢ gan. Sau qué trinh chuyén héa déu tién cta drotaverin

thi 65% liéu dung dugc tim thdy dudi dang khong thay ddi trong hé tudn hoan

Thai trir
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Thoi gian ban hity sinh hoc ciia né 14 8 - 10 gio, Thue t&, né duoe dao thai khoi co thé
sau 72 gitv. Hon 50% thudce duge thai trr qua nudce tiéu va khoang 30% qua phén.
Thude duge thai trir chi yéu dudi dang chét chuyén hoa, khong tim thdy dang khéng
thay déi trong nude tiéu.

14, Quy cAch dong goi:

Hép 10 6ng x 2 ml, hop 20 dng x 2 ml, hop 50 éng x 2 ml; kém hudng dén sir dung.
15. Piéu kién bio quén, han dung, tiéu chufn chét lwong caa thude:

- Piéu kién bédo guan: Noi khé rédo, nhiét do khong qué 30°C, tranh anh sang tryc tiép.
- Han diing: 36 thang ké tir ngay san xuét.

- Tiéu chuén chét lwgng: TCCS.
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CONG TY CO PHAN‘%MYT HAI DUONG
Ble: 86 102, phié Chi Ling, phwong Nguyén Trai, TP Hii Duwong, tinh Hii Duong

DT: 0220.3853848



