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HUGNG DAN SUDUNG THUOC

Vién nén Azforin
1. Dang bao ché: Vién nén
2. Cong thiie: Cho | vién nén
Triprolidine hydroclorid
Pseudoephedrine hydroclorid
Ta duge
(Amidon, Lactose, Povidone 30, Magnesi stearat) vira di
3. Chidinh:
Vién nén Azforin diing dé giam cdc triéu chimg r6i loan dudmg ho hip
trén nhu ngat mii, hit hoi, sé mii, chiy nuée mii do déng thoi hai téc

2.5mg
60,0 mg

1 vién

dung lam théng mii va déi khéng véi Histamin tai thu thé HI trong cdc_—+

| Pseudﬁcﬁ:
Q C 0 n ilﬂhga\{g 054

bénh:

- Viém mai di u‘ng

- Viém mili van mach

- Cim ctim vi cam lanh thong thudng

4. Cach ding va liéu ding

Thude ding dudng udng. Dung theo chi din ctia bdc s

- Ngudi 16n va tré em trén 12 wéi: Uang | vién x 3 ldn/ ngay
- Nguwi cao tudi: chua cé nghién ciiu cu thé & ngudi cao tubi.
- Ngudi bénh gan: cin than trong khi sir dung & ngudi bi suy gan nan
- Ngudi bénh thin: than trong khi sir dung cho ngudi suy than trung binh
101 nang

5. Chdng chi dinh:

- Céc trudmg hop c6 tién sir khong dung nap thude hodc khong dung nap
vdi pseudoephedrin hodc triprolidin

- Bénh nhéan dang diing IMAOs hoac méi ngumg sir dung IMAOs trong
vong 2 tdn. Sur phéi hgp Pseudoephedrin vdi cde thube nhém nay c6 thé
gay tang huyét ap.

- Cao huyét dp nang hodc bi bénh dong mach vanh niing
- Khong phoi hop véi furazolidon

- Tré em dudi 6 tudi

- Glocom géc déng

- Con hen cap

6. Tac dung khong mong mudn cua thuoc:

s CO

- Uc ché hoic kich thich thin kinh trung uong ¢6 thé xay ra, véi ngt gi,
chéng mit va chodng véang 1a thudmg xuyén hon ca. Hiém gip do gidc va
r6i loan gidc ngu.

- it gap: ban da, kém hoic khong kém tay rdil, mach nhanh, kho miéng,
mii va hong.

- ¢ nam: déi khi gip trudng hop bi tiéu. Hay gip hon trén ngudi bi phi dai
tuyén tién liét.

Théng bdo cho bic sy tdc dung khong mong nuon gdp phdi khi sit dung.

7. Tuong tac véi cac thude khice, ciac dang tuong tic khac:

- Gay ting huyét ap khi phéi hgp véi cic thude kich thich than kinh giao
cam nhu cdc thude thong mili, thuée chdng trim cam ba vong, thude an
kiéng va cdc thude gy nghién hudng tam than giéng amphetamin, hodc
céc thude IMAOs.

- Vi trong thanh phén ¢6 Pseudoephedrin, thudc ¢é thé 1am ddo nguge mot
phén tic dung ha huyét dp cta cdc thude ¢6 hoat tinh trén hé giao cam
nhu bretylium, betanidin, guanethidin, debrisoquin, methyldopa, cic
thudc chen a-adrenergic va B-adrenergic.

8. Than trong:

- Vi thu6e gay tinh trang ngt ga, mdt tip trung nén khong ldi xe, van hanh
mdy méc khi diung thube cho t&i khi tinh tio tro lai.

- Mic dii chua ¢6 dir liéu ddy di nhung khong nén phéi hop véi rugu va
voi cac thude an thin khdc.

- Cén thén trong khi ding cho bénh nhin dang sir dung thude ha huyét dp,
thuéc chong trdm cam 3 vong, thude kich thich thin kinh giao cam khdc
nhu thuée lam théng mii, thuée an kiéng va cdc thube gay

nghién huéng thin giéng Amphetamin. Céin theo déi anh hudng trén
huyét dp sau khi diing don liéu Pseudoephedrin hydroclorid va Triprolidin
hydroclorid trude khi diing liéu ti€p theo.

- Diing than trong & ngudi ting huyét dp, bénh tim mach, cuong gidp, dai
thdo dudng, ting nhin 4p va phi dai tuyén tién liét.

- Dung thin trong & ngudi suy gan, suy thin ning

9. Téc dung lén kha nang ldi xe hoac van hanh may moc:

Khong 1di xe va van hanh mdy maée vi thude gy tinh trang ngi ga va mat
tdp trung.

10. Sir dung cho phu nir ¢6 thai va cho con bi:

Phu nit ¢o thai:

Chua cd nghién ciu thich hop va ddy di nao & phu nir ¢6 thai. Chi nén
dung Pseudoephedrin hydroclorid va Triprolidin hydroclorid trén phu nir
ai khi di can nhic lgi ich va nguy co cho thai nhi.

drin va Triprolidin dugc thai trir lugng nhé qua sifa me,

7% don liéu ctia Pseudoephedrin dugc bai tiét theo sita me
dung thudc.
0 anh huong cua thude déi vai tré bi me.

(510 ¢6 thé gay ngo doc cip: ngit ga, hon mé, hoa mét chéng
at, mat.dieu hda, suy nhuge, nhuge truong, e ché hé hép, khé da va
¥ , mach nhanh, cao huyét dp, s6t cao, co gidt, kich dong, dé cdu
i néu

Khi qud liéu, ¢dn ¢6 cdc bién phdp duy tri va hé trg ho hip, han ché co
gidt. C6 thé rira rudt sau khi uéng thudce trong vong 3 gidr. C6 thé théng
bang quang dé loai thutic, khi cdn thiét c6 thé loai Pseudoephedrin bang
cdch tang bai niéu acid hoidic bing thim tdch.
12. Cac dac tinh duoc lue hoe:

Triprolidin nim trong nhém pyrrolidin, 14 chét d6i khdng canh tranh véi
Histamin trén thu thé H, va tic ch& nhe hé thn kinh trung wong , cé thé
gay ngl ga.

Pseudoephedrin tic dong gidn tiép hodc truc tiép 1én hé giao cam va la
chét tdn mdu chong sung huyét & dudng ho hip trén. So véi ephedrin,
pseudoephedrin it gdy mach nhanh, tang huyét ap tam thu hon va it kich
thich hé théan kinh trung uong hon.

Sau khi ding don liéu 2,5 mg Triprolidin hudroclorid & ngudi lén, tic
dung khédng histamin nhu giam di dng trén da xudt hién trong vong 1 dén
2 gidr. Tdc dung 16i da dat duoce sau khoang 3 gidr va kéo dai trong 8 gid.

Pseudoephedrin 1am giam sung huyét mii sau 30 phut va duy tri tic
dung trong it nhat 4 gio.

13. Cic dac tinh duge dong hoc:

Sau khi uéng 1 liéu pseudoephedrin hydroclorid 60 mg va triprolidin
hydroclorid 2,5 mg thdy néng d6 dinh (Cmax) ctia triprolidin hydroclorid
dat gin 5,5-6,0 ng/ml xudt hién sau khodng 2 gitr (Tmax), thoi gian ban
thai dat géin 3,2 git. Cmax cua pseudoephedrin khoang 180 ng/ml dat
duge sau gin 2 gid (Tmax), thdi gian bdn thai khodng 5,5 gity (& pH nuée
tiéu 6n dinh tir 5,0 - 7,0). Nira d&i trong huyét twong ctia Pseudoephedrin
giam ddng ké trong moi trudng acid cla nude tiéu va ting lén trong moi
truong kiém.

14. Bdo quéan: Noi kh6, nhiét do tir 15 - 30°C, trdnh dnh sdng

15. Han diing: 36 thang k€ tir ngay sin xudt,

16. Poéng goi: Hop 10 vi x 10 vién nén

17. Tiéu chuén ap dung: TCCS

POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHi DUNG THEO DON CUA BAC SY
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B1: (oNG Ty CO PHAN DUOC PHAM HA NOI
170 duong La Thanh-D6ng Da-Ha Noi
Tel: 0438511280 - Fax: 043.8511280
Co s san xuit: NHA MAY DUGC PHAM HA NOI
Lo 15, Khu cong nghiép Quang Minh -Mé Linh - Ha Néi

Tru so chinh:

Tel: 043.5250738




