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Dosage - Administration and other information:

the package insert inside.
Tiéu chudn/ Specifications:
TCCS/ Manufacture’s

Bdo quan/ Storage:

30°c.
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Chi dinh - Chéng chi dinh - Céch dung - Liéu ding va
cdc thong tin khac/ Indications - Contraindications - | ¢55 sx (Lot No.): 040

Xin xem t& hudng dan st dung thudc bén trong hdp/ See

Noi khd, nhiét dd dudi 309C/ Store in a dry place, below
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Ngay SX (Mfg. Date): 25/03/2019
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Drotaverin hydroclorid 40mg
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Thénh phén / Composition: S&n xudt tai/ Manufactured by:
M&i vién phan téan chia/ Each dispersible tablet contains: CONG TY cO PHAN HOA DUGC VIET
Drotaverin hydroClofid ... e 40mg NAM/ VIETNAM CHEMICO - PHARMACEU-
T& dugc vita di/ Excipients a.s.f ...1 vién/ 1 dispersiole tablet. TICAL JOINT STOCK COMPANY (VCP .,JSC)
D& xa tam tay tré em. Poc ky huéng dén s dung trudc $6 192 - Phé Buc Giang - P. Thugng Thanh

khi diing/ Keep out of reach of children. Caretully read - Q. Long Bién - TP. H& N&i/
No. 192 - Duc Giang street - Thuong Thanh

Ward - Long Bien district - Ha Noi city.

the accompanying instructions before use.

sje|qo} ejaisiedsid X siessig 1O x0g
up; upyd UsIA o_. A doH

Bwgy plI0)20JpAY uLIdAR0I(Q

NIINa@320

Ajuo uonduosaid /uop o

OCEDURIN

Drotaverin hydroclorid 40mg




https://trungtamthuoc.com/

HUONG DAN SU DUNG THUOC

Rx - Thudc nay chi dung theo don thudc
1. Tén thuéc: OCEDURIN
2. Cac déu hiéu hru y va khuyén cdo khi ding thudc:

“Pé xa tam tay clia tré em”

“Poc k§ huéng dan sir dung trudc khi dung”

“Thong bao cho bac s§ hoac dugc sy nhirng tac dung khong mong
mudn gip phai khi sir dung thude”
3. Thanh phin céng thirc thudc: Mdi vién phan tanchia:

Thanh phin dwoc chit Ham luwgng
Drotaverin hydroclorid 40mg
Ta dugc vira da 1 vién

Thanh phﬁn ta dwgc: Crospovidon, natri croscarmellose, lactose, aspartam, colloidal
silicon dioxid, glyceryl behenat, vanilin.

4. Dang bao ché: Vién phan tan

5. Chi dinh:

Co that da day-rudt. Hoi chirg rudt bi kich thich.

Con dau quan mat va céac co that duong mat: San va so1 duong mat va tii mat, viém quanh
tui mat, viém duong mat.

Con dau quan than va cac co thét duong ni¢u-sinh duc: Soi than, soi ni¢u quan, viém bé
than, viém bang quang, dau co thit bang quang.

Dau bung kinh.

6. Cach dung va lidu dung:

+ Cdch diing: Thubc dung dudng udng, phan tan vién thude trong 20-30ml nudc, ubng sau
khi pha.

+ Liéu luwong:

Nguoi 16n: 2-6 vién/ngay, mdi lan 2 vién.

Tré em trén 6 tudi: 2-4 vién/ngay, mdi lan 1-2 vién.

Tré em tir 1-6 tudi: 1-3 vién/ngay, mbi lan 1 vién.

7. Chong chi dinh:

M3n cam véi bat ki thanh phan nao cua thude.

Suy gan, suy than, suy tim nang.

Block nhi that d6 1T, TIL.

Tut huyét ap.

Tré em dudi 1 tudi.

8. Canh b4o va than trong khi ding thudc:

Thube ¢6 chira lactose, than trong véi bénh nhanmic cac réi loan di truyén hiém gap vé
dung nap galactose, chtng thiéu hut lactase Lapp hodc rdi loan hip thu glucose- galactose
khong nén dung thudc nay.

Than trong v6i bénh nhan rdi loan chuyén hoa porphyrin.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bii:

- Str dung thudc cho phu nir ¢6 thai: Cic nghién ciru trén vat thi nghiém khong thay thude
gdy quai thai. Tuy viy, ciing nhu da sd cac thudc khac, dé than trong, nén tranh ding
drotaverin hydroclorid kéo dai trong thoi ky mang thai, chi dung khi that can thiét theo su
chi dan cua thay thudc.

- Sir dung thudc cho phu nir dang cho con bu:

Khi sir dung cho phuy nit dang nudi con ba khong nén ding thude kéo dai, chi dung khi that
can thiét theo su chi dinh ctia bac s¥.
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10. Anh hwéng ciia thudc 1én kha ning li xe, vAn hanh may méc: Thudc khong anh
hudng, tuy nhién can than trong truong hop nay khi ¢6 cac tac dung khéng mong mubn khi
udng thudc.

11. Twong tac véi thudce khac, cic dang twong tac khac:

Cac thudc trc ché hé than kinh trung wong 1am ting nhe tic dung ctia thudc va morphin c6
tac dung hiép dong voi thude.

Khi dung dong thoi thudc giy can tré tac dung diéu tri cia Levodopa ¢ ngudi bénh
Parkinson, do vAy tranh sir dung ddong thoi 2 thudc nay khi diéu tri cho ngudi bénh
Parkinson.

Khi ding dong thoi thude véi cac thude gidn co, thude 1am ting tac dung diéu tri.

12. Tac dung khong mong muén ciaa thude (ADR):

Hiém gap: 1/10 000 < ADR < 1/1000

D6 bumg mit, nhip tim nhanh, ting huyét 4p nhe.

Choéng mat, ngu ga, an than, nhire dau.

Budn ndn, tdo bon, chan an, tiéu chay.

Qua man gan, viém gan mén tinh.

- Huéng dan cach xir tri ADR: Ngung sir dung thube khi gap cac tac dung khong mong
mudn trén, hoi y kién ctia bac sy hay dugc sy va dén trung tam y té gan nhat.

13. Qua liéu va xi tri:

- Triéu chirng qud liéu: Co thé giy nghén nhi that, truy tim mach, suy ho hap.

- Cdch xir tri: Khong co thude giai doc dic hiéu. Trong truong hop qué lidu, diéu tri hd tro
giai quyét triéu chimg.

14. Pac tinh dwgce lwe hoc:

Drotaverin hydroclorid 14 din chat isoquinolein tong hgp. Co tic dung chong co thit 1én co
tron khoéng thuoc nhom cholin. Co ché tic dong cua thubc 1a do e ché men
phosphodiesterase (PDE) IV va lam ting ndng d6 cAMP, dan dén gién co tron théng qua su
bét hoat men kinase ctia chdi myosin nhe (MLCK).

Drotaverin trc ché men PDE 1V in vitro, nhung khong trc ché isoenzym PDE III va PDE V.
PDE IV ¢6 vai tro quan trong trong viéc phong bé tinh co that cta co tron; dua trén su Urc
ché chon loc PDE IV c6 thé tng dung trong diéu tri nhitng réi loan ting tinh van dong va
bénh c6 kém co thit co tron dudng tiéu hoa.

Thudc c6 tac dung v6i moi trudng hop co thit co tron c6 ngudn gdc than kinh va co.

C6 tac dung chdng co thit co tron twong tu nhu papaverin nhung manh hon, xuat hién sém
hon va dgc tinh cling it hon.

15. Pac tinh dwgc dong hoc:

Hdp thu: Thube hip thu hoan toan qua dudng udng tuong duwong véi duong tiém.

Phdn bé: Drotaverin c6 ty 1¢ gan két cao v6i protein (95-98%), dic biét véi albumin, gama
va beta-globulin. Drotaverin c6 thé qua dugc hang rao nhau thai.

Néng d6 dinh trong huyét tuong dat dugc trong khoang 45 dén 60 phut sau khi uéng va sau
lan chuyén héa dau tién thi 65% liéu uéng vao duoc tim thdy dudi dang khong thay doi
trong hé tuan hoan.

Chuyén héa: Drotaverin dugc chuyén hoa & gan. Thoi gian ban hiy sinh hoc 1a 8-10 gio.
Thai trir: Trén thyc té thudc bién méat hoan toan trong co thé sau 72 gid. Hon 50% thudc
dugc bai tiét qua nude tiéu va khoang 30% qua phan. Thudc duoc bai tiét chu yéu dudi
dang chuyén hoa chinh; khong tim thay dang khong thay doi trong nudc tiéu.

16. Qui cach dong goi:

Hop 10 vi (nhom-PVC) x 10 vién. Hop 5 vi (nhdm-nhom) x 10 vién.

17. Piéu kién bio quan, han dung, tiéu chuin chit lwong caa thudc:

- Diéu kién bao quan: Noi kho, nhiét do dudi 30°C.

- Han dung: 24 thang tinh tir ngdy san xuat.
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- Tiéu chuén chat lwong: TCCS.

18. Tén va dia chi co sé san xuit:

CONG TY CO PHAN HOA DUGC VIET NAM

Dia chi: S6 192 phd Pirc Giang, Phuong Thuong Thanh, Quan Long Bién, TP. Ha Noi
Sé dién thoai: 024.36557429 S6 fax: 024.36557429



