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) TO HUGNG DAN SU DUNG THUOC

nng theo don thube

COPHAVERINE 80

“THUOC NAY CHi DUNG THEO PON THUOC
DPE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG”
1. THANH PHAN CONG THU'C THUOC

Thanh phin hoat chit:

Drotaverine hydrochloride su.suasmsmussmssemmmssinsi vreiereenneess 30ME

)} A r
Thanh phan td divgc:
Lactose monohydrate, maize starch, croscarmellose sodium, quinoline yellow lake, talc, magnesium

stearate.

2. DANG BAO CHE
Vién nén
M0 ta: Vién nén hinh thudn dai mau vang, hai mat khum tron, thanh va canh vién lanh Ign.

3. CHI PINH
COPHAVERINE 80 diege chi dinh trong cac trieong hop sau.
o Co thit co tron trong nhitng bénh ly dudng mat: soi tdi méat, soi 6ng mat, viém tai mét, viém
quanh ti mat, viém dudng mét, viém bong tuy.
o Co thét co tron trong nhitng bénh Iy dudng tiét niéu: soi than, séi niéu quan, viém bé than,
viém bang quang, dau do co thit bang quang.
Ding diéu tri hé tro trong:
e Co thit co tron hé tiéu héa: loét da day va ta trang, viém da day, co thit tam vi va mén vi,
viém rudt va ting kich thich cha dai trang.
e Cac bénh phy khoa: dau bung kinh.
4. CACH DUNG, LIEU DUNG
Cich ding |
Thubc ding dudng udng.
Liéu dimng
Liéu ding thong thudng danh cho ngudi I6n [a 120 — 240 mg/ngay (chia 1am 2 -3 14n).
Chua c¢6 nghién ctru 1am sz‘lng v& viéc ding thudc cho tré em. Néu can thiét sir dung, c6 thé cho tré
em trén 12 tudi ding thude véi lidu tdi da 160 mg/ngay (chia lam 1 —2 14n). Cén hoi ¥ kién béc st
hoiic duge si triede khi dung.
Néu bénh nhan quén ubng thudc, khong nén udng lidu gép ddi dé bu vao lidu da quén.
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e Suy thén néing hodc suy gan ning.
e Suy tim (hdi chirng cung lugng tim thap).
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Lueu § dic biét khi ditng thudce
Can luu y dic biét khi ding thude cho bénh nhén ¢6 huyét 4p thép.

Cdnh bdo ta dirge

Lactose
Bénh nhén c6 céc van dé di truyén hiém gip vé khong dung nap galactose, thiéu hut lactase toan

phén hogic kém hép thu glucose-galactose khong nén ding thudc nay.

Sodium (natri)

Thubc ndy c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem nhur ‘khong
chira natri’.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit c6 thai

Cén hoi ¥ kién bac s hodc duge si trude khi ding bt ky thude nao.

Dua vao cdc nghién ciru trén dong vat va & ngudi, khi dung thubc trong giai doan mang thai, chua
¢6 bio cdo ndo vé téc dung c6 hai trén me va thai nhi. Tuy nhién, cin than trong khi chi dinh ding
thudc cho phuy nir co thai.

Phuy niv cho con bt

Do thidu céc dit liéu nghién ctru, khuyén khong ding thudc cho phy nit dang cho con b sita me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Khi udng thube & lidu thong thuong, drotaverine khdng anh huéng dén kha ning lai xe va van hanh
may moc.

Tuy nhién, néu bénh nhan bj chodng vang sau khi diing thudc, thi cdn tranh nhing tinh hudng nguy
hiém nhu 141 xe hodc van hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC

Thoéng bdo cho bac si hodic dugce si néu bénh nhan dang ding hoc gin day da dung bét ky thudc
ndo khac, bao gbm ca thudc mua khéng can ké don ciia bac si.

Twong tdc ciia thudc

Céc chét e ché phosphodiesterase nhu papaverine lam giam téc dung chéng Parkinson cua
levodopa.

Khi ding chung véi levodopa, thude 1am giam téc dong diéu tri chéng Parkinson ctia levodopa, nhur
lam ndng thém su co cliing co va run ray.

COPHAVERINE 80 | Drotaverine hydrochloride 80mg | Vién nén | BSL2 | 2025 2/4




https: //trungtamthuoc com/

| [SEZ

NG TY

T e,,Kj COPHAVINA
Cac nghi fen i thuoc chi duoe tién hanh & ngudi 16n

Twong ky, ciia thuoc

Do khdng cé céc nghién ciru v& tinh tuong ky cta thude, khéng tron 1an thude nay véi cic thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Thudc ¢6 thé gy ra nhitng tac dung khong mong mudn & céc mirc do khac nhau, tAn suat xuat hign
khi dwge dé cap: rét thuong gip > 10%; thudng gip > 1 va < 10%; it gip = 0,1 va < 1%; hiém gip >
0,01 va < 0,1%; rat hiém gip < 0,01%, khong rd (khong thé uéc tinh tir dir liéu c6 sén).

H¢ co quan Tén suat Téc dyng khdng mong mudn
Roi loan hé mién dich | Hiém giip Di tmmg (phi mach, may day, phat ban, ngira)
R6i logn hé than kinh | Hiém gap Pau dau, chéng mat, mét ngu
Réi loan tim mach Hiém gip Tim dap nhanh
Réi logn mach mau Hiém gap Ha huyét ap
Réi loan tiéu héa Hiém gip Budn nén, tho bén

Théng bdo ngay cho bdc st hodic dwgc s nhitng tic dung khong mong mubn giip phdi nhw trén
khi sit dung thude hodic bdo cdo cdc phén ieng cé hai ciia thude vé Trung tam Théng tin thubc
va Theo dai phin ting cé hai ciia thube (ADR) Quoc Gia. Dia chi: 13 — 15 Lé Thinh Téng —
Hoan Kiém — Ha Npi. Dign thogi: 024.3.9335.618; Fax: 024.3.9335642; Email:
di.pveenter@gmail.com.

11. QUA LIEU VA CACH XU TRI

Trong trudng hop qué liéu, can dua bénh nhan dén gip bac si hodc trung tAm cép ciru y té gan nhét.
12. PAC TiNH DUQC LU'C HQC

Nhém duwge Iy: Thube diéu trj cac rdi loan chirc ning dudng rudt

Ma ATC: AO3ADO02

Co ché tic dung

Drotaverine 1a dan chét ctia isoquinoline ¢6 tac dung chéng co thét truc tiép trén co tron. Co ché tac
dung cta thudc 14 do (rc ché enzyme phosphodiesterase (PDE) IV va lam ting hé qua nong do
cAMP, d4n dén gidin co tron thdng qua sy bat hoat enzyme kinase ctia chudi myosin nhe (MLCK).

Drotaverine @rc ché enzyme phosphodiesterase 1V (PDE 1V) in vitro, nhung khong (e ché
isoenzyme PDE III va PDE V. Trén thyc té, PDE IV ¢6 vai trd rit quan trong trong viéc phong bé
tinh co thit ctia co tron; dua trén s e ché chon loc ¢6 thé @mg dung trong diéu trj nhiing rdi loan
tng tinh van dong va nhimg bénh ¢6 kém theo co thit co tron dudng tiéu héa. Enzyme PDE III
thuy phan cAMP trong co tim va co tron mach mau, didu nay giai thich cho drotaverine la thudc
chéng co thit hiéu qua khong ¢b céc phan tng bit loi dang ké va khong c6 tac dong trj liéu manh
[én tim mach.
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hoan mo.

Drotaverine c6 tac dung manh hon, hap thu nhanh, tron ven hon va gan két véi protein huyét tuong
’ . A A ’ 3 A ropN Lt ~ A s r A 1A
it hon papaverine. Mgt uu dieém khéc ciia thude dé la tac dung khdng mong muodn kich thich hé hap
quan sat dugc sau khi dung papaverine duong tiém khong xay ra vdi drotaverine.

13. PAC TINH DUQC PONG HQC

Hip thu

Drotaverine hap thu nhanh va hoan toan sau khi dung dudng uéng hay dudng tiém.

Phiin bo

Drotaverine ¢6 ty I¢ gin két cao véi albumin huyét tuong (95 — 98%), u- va -globulin. Nong do
dinh trong huyét thanh dat duge trong vong 45 — 60 phat sau khi uéng.

Chuyén héa

Sau khi qua vong chuyén héa dau tién, 65% liéu udng drotaverine vao dugc hé tudn hoan dudi dang
khong doi. Drotaverine dugc chuyén héa & gan.

Thdi trie

Thf‘ri gian ban thai sinh hoc 13 8 — 10 gid. Trén thuc té, thudc khdng con trong co thé sau 72 gid, bai
xuét khodng 50% qua nudc tiéu va 30% qua phan. Thudc duge bai tiét chi yéu dudi dang céc chit
chuyén héa va khong tim thiy dang khéng déi cua thube trong nude tidu.

14. QUY CACH PONG GOI

- Hop 02 vi (Alu/PVC) x 10 vién nén, kém t& hudng dan str dung.

- Hop 03 vi (Alu/PVC) x 10 vién nén, kém t& hudng dan st dung.

- Hop 05 vi (Alu/PV.C) x 10 vién nén, kém to hudng dan sir dung.

- Hop 10 vi (Alu/PVC) x 10 vién nén, kém t& hudng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kign bio quan: Dé noi khd thoang, nhiét do khong quéa 30°C, tranh anh sang truc tiép.

Han ding: 36 thang ké (ir ngdy san xuét.

Tiéu chudn chiit lwong: NSX.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA
? 112 Tran Hung Pao — P. Pham Ngii Lio — Q.1 — TP. Hd Chi Minh — Viét Nam
corHavina  DT: 1800 8150
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