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TY CO PHAN S.P.M HWONG DAN SIF DUNG TH CHO N H T 143
Rx - Thudc ban theo don
LTI
HUONG DAN SU’ DYNG THUOC CHO NGUOI BENH. ..~
1. Tén sin phdm: RECOTUS NEW G\ S.BM /3/
2. Cac cdu khuyén céo X B /’
+  Boc k§ hudng din st dung tredc khi ding, I

« Dé xa tam tay tré em,

» Théng béo ngay cho bac s hodic duge s nhirng tac dung khdng mong mudn gip
phai khi st dyung thubc.
» Thube nay chi ding theo don cla béac sT
3. Thanh phén, ham lwgng cua thube: mdi vien nang mém chira

-~  Hoat chét:
Dextromethorphan HBr........ccceeveveceeieceeeessins s 10 mg
[ETEETE P e o P P 100 mg
Phenylephrin HCI .........ccccconininmnnissssmsissssecsnessns 5mg

T& dwee: vira a0 1 vién nang mém (Ddu nanh, ddu cg, BHT, acid citric, gelatin,
glycerin, sorbitol, ethyl vanillin, propyl paraben, methyl paraben, mau Brilliant blue, mau
Tartrazine yellow).

4, M6 ta san phdm:
iién nang mém diing duéng udng.

Vién nang mém hinh elip, mau xanh. Vién khé, cdm khéng dinh tay, bén trong chira hén
dich mau tring stra.

5. Quy cach déng gobi: Hop 10 i x 10 vién.

6. Thubc ding cho bénh gi:

Gitp long d&m va lam sach dwéng hé hip.

Sung huyét mii,

- Ho do kich rng khi quan va hgng nhe.

7. Néu diing thubc nay nhw thé ndo va lidu lvgng:
CACH DUNG: uéng vién thubdc cling v&i nurére.

LIEU DUNG

Ngurdri Iém va tré em 12 tudi tré 1én: Udng 2 vién sau mdi 4 - 6 gidr.
Khéng dung qué 12 vién/24 gid.

8. Khi nao khéng nén ding thubc nay?

—  Mén cdm véi bat ety thanh phén nao cla thude.

- Tré em dudi 12 tudi.

- Pang st dung thubc nhém IMAQ (thude tri bénh Parkinson, thube tri trdm cém, thude
diéu tri bénh thin kinh) hodc trong 14 ngay sau khi ngung thubc IMAO.

- Bénh tim n3ng.
- Bénh nhan dang ding céc thudc cwéng giao cdm khac.
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9. Tac dyng khéng mong muén: / - N\
- Thube nay cé tac dyng gy budn ngu, chéng mat, dau dAu. I."" /" CONG TY
- C6thé gy ngtra, d6 da, phit, budn ndn, nén va réi loan duéng tigu h-ja i r:.hé? ‘|
~ Taing huyét 4p, danh tréng ngisc &\ S.P.M / /
10. Nén tranh diing thude hodc nhirng thirc phdm gi khi dang st dung ﬁmda: néy?

— Tranh ding déng théi voi cac thube trc ché MAO. A

~ Diing dng thei véi cée thube tre ché thén kinh trung wong cé thé ting cudng tac dung
trc ché than kinh trung wong clia nhirng thudc nay hedc clia dextromethorphan.

- Quinidin (rc ché cytochrom Pasy 208 c6 thé lam gidm chuyén hoa clia dextromethorphan
& gan, lam tang ndng dd chét nhay trong huyét thanh va tang cc tac dung khéng mong
muén ciia dextromethorphan.

11. C4n lam gi khi mét 1dn quén ding thuéc?

- Dung thube theo huréng din, khéng uéng bu do quén va théng béo cho béac si hodc
dugre sT biét

12. Cin bao quan thubc nay nhi thé nao

- Noi khd thoang, tranh anh sang, nhiét a8 dudi 30°C.

13. NhiPng déu higu va tridu chirng khi ding thude qua lidu

Triéu chimg cta qué lidu: gian ddng tr, giat ciu mét, hdi chirng serotonin, khé thé, suy
hé hép, kich thich hé than kinh trung weng, ndn, budn nén,

14. Can 1am gi khi ding thudc qua lidu khuyén cdo

- Théng bo cho Bac ST biét khi ding qua lidu.

- Rua da day va didu trj hd tro tdng trang

15. NhiPng diéu can than trong khi dung thudc nay

~ Trén ngudi nghién hat thude, nghign rugu

— Bénh nhan méc bénh clim nang, s6t cao, bénh nhan ¢6 tién st viém loét tiéu hoa,

— Bénh tim, suy tim do moi nguyén nhan, cao huyét 4p, ton thrrong co tim hodc sy luu
théng mau, dau thét ngwe, bénh mach vanh,

- Tiéu khé do phi dai tuyén tién liét.

~  Tiéu dudng.

- Bénh tuyén giap.

- Cao huyét ap.

~ Ho ¢ qua nhigu dérm.

- Bénh phdi tit nghén man tinh, ho man tinh dai ding kéo dai (do hit thude, khi thing,

hen suy&n) hodc kém theo sir bai tiét qua mirc. Néu ho kéo dai trén 7 ngay, ho téi dién
ho#ic kém theo st cao, phat ban, dau dau kéo dai phai hdi y kién bac sT.

—  Suy gan, suy than, crdng giap, bénh glaucom, bénh gut, bénh tidu dwéng.

- Bénh nhan thiéu oxy mau.

Phy ni¥ ¢é thai: thudc cé chira phenylephrin, khéng ding thudc nay cho phy nir ¢6 thai.
Phu ni? cho con b: phenylepherin cé thé duoc tiét vao sira me, khéng dung thude nay
trong khi cho con b,
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Anh hwéng dén kha ning lai xe va van hanh may méc: Than trong trong khi diing cho
nhirng ngu i l4i tau, xe, van hanh may, thiét bj.
16. Khi nao cin tham vén béac si, dwoc si

—  Khi thdy céc biéu hién khéng binh thuéng sau khi dung thudc.

17. Han dung ctia thudc: 24 thang ké tir ngay san xuét.
18. Tén, dia chi, biéu tweng (néu cd) ctia co’ s& san xuét:
ﬁ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
#  www.spm.com.vn
SPM | 651, Duong sé 2, KON Tan Tao, P. Tan Tao A, Q. Binh T4n, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010

19. Ngay xem xét, stra ddi, cap nhat lai néi dung hwéng dan sir dung thubc:
19/01/2017

Tp. HCM, ngay 19 thang 01 nam 2017

= _'_,'Tiﬁ_ng_Giém Déc
rf; ."‘r L
(= C

W~ DsNguyén Thé Ky

“'_
A
e ———



https://trungtamthuoc.com/

Céng Ty C6 Phin S.P.M Hwémg din sir dyng thude cho cén b y té Trang 144

Rx - Thuéc ban theo don
HU'ONG DAN S’ DUNG THUOC CHO CANBO Y TE

1. TEN THUGC: RECOTUS NEW 4 L y
2. THANH PHAN CAU TAO: M3i vién nang mém chira: e\ S.PM

- Hoat chét: \\
Dextromethorphan HBr ..o eereeens 10 mg il
GUAIFENESIN ... e 100 mg
Phenylephrin HCl ..o 5mg

- T4 duge: Vira 40 1 vién nang mém (Dau nanh, diu co, BHT, acid citric, gelatin,
glycerin, sorbitol, ethyl vanillin, propyl paraben, methyl paraben, mau Brilllant blue, mau
Tartrazine yellow).

3. DANG BAO CHE

Vign nang mém ding dwéng udng.

Vign nang mé&m hinh elip, mau xanh. Vién khd, cdm khéng dinh tay, bén trong chira hdn
dich mau tréng sira.

4. CAC DAC TINH DU'Q'C HOC
DUQ'C LIJC HOC:
Ma ATC: + Dextromethorphan HBr: ROSD A0S
+ Guaifenesin: ROSCAQ3
+ Phenylephrin HCl: RO1A AQ4
+ Dextromethorphan hydrobromid:

— Dextromethorphan I4 thubc giam ho 6 tac dyung I&n trung tam ho & hanh ndo. Mac du
cdu trac hoa hoc cb lign quan dén morphin, nhung dextromethorphan khéng ¢6 tac dung
giam dau va ndi chung rat It tac dyng an than.

- Dextromethorphan dugre ding gidm ho nhét théi do kich thich nhe & phé quéan va hong

nhir ¢am lanh thang thuéng hodc hit phai cac chét kich thich, Dextromethorphan c6 hiéu x
qua nhét trong didu tri ho man tinh, khdng c6 ddm. Thube thuémg duge dung phéi hop véi .
nhidu chét khac trong didu trj triéu chirng dudmg hd hép trén. Thubc khang cb tac dung

long dérm,

- Hiéu lyc cla dextromethorphan gan twong dwong véi hidu lyc cla codein. So véi ¥
codein, dextromethorphan it gay téc dung phy & dudng tiéu hda hon, Véi lidqu didu tri, tac
dung chéng ho cla thubc kéo dai duge 5 - 6 gi. Doc tinh thap, nhung védi lidu rét cao cé
thé gay trc ché hé than kinh trung wong.

+ Guaifenesin:

- Guaifenesin I3 thudec long d&m vai tac dung 1am ting thé tich va 1am gidm 4o nhat cia
dom,

+ Phenylephrin hydrochlorid: La chit kich thich than kinh giao cdm, né tac déng truc
tiép 1&8n cac thy thé adrenergic. N6 c6 tac dung dang ké voi alpha-adrenergic, & lidu théng
thuding, phenylephrin khéng b tac dyng kich thich vao hé thdn kinh trung wong. Téc dyng
sinh hoat cta né 14 yéu hon cia noradrenaline, nhung thai gian 1au hon. Phenylephrin tao
ra sy co mach ngoai vi va tang ap lye djng mach, né clng gay ra chdm phén xa nhip tim,
lam gidm lwu lvgng mau dén da va than. Phenylephrin va mudi cla né dugc s dung phd
bién d& |am gidm trigu chirng nghet moi.
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DU'Q'C BONG HOC: B T

/.-"
- Dung ubng phenylephrin c6 sinh khd dung thdp do hép thy kém, treéc hét né dizoc
chuyén héa béi men Monoamine oxidase c6 trong rudt va gan, Khi tiém du'ﬁi da hay ti
bdp phdi mat 10-15 phat & 6 tac dung, tiém duwéi da va tiém bép ¢6 hiduqua kéo daj @ n
khoang 1 - 2 gi&r teng Gg. Tiém tinh mach ¢é hiéu qua trong khoéhg 20 phﬁL -

- Dextromethorphan dugc hip thu nhanh qua duwdng tiéu hda va chtéb dung trong véng
15 - 30 phat sau khi uéng. kéo dai khodng 6 - 8 gi¢r (12 gi¢r vé&i dang gidi phéng cham).
Thude durge chuyén héa & gan va bai tiét qua nude tidu dudi dang khong @diva cac chat
chuyén hoa demethyl, trong sé d6 ¢ dextrorphan cling ¢6 tac dung gidm ho nhe.

- Guaifenesin: Guaifenesin dugc hip thu & da day-rudt. N6 duoc chuyén hoa va bai tiét
trong nirére tidu,

5. QUY CACH BONG GOI: Hop 10 vi x 10 vign.
6. CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHI B|NH:
CHI B|NH
~ Gilip long dé'm va lam sach duding ho hép.
- Sung huyét mdi,
- Ho do kich (rng khi quén va hong nhe.
LIEU DUNG - CACH DUNG:
LIEU DUNG
Ngurdi 1dm va tré em 12 tudi trd 16n: Udng 2 vién sau mdi 4 - 6 gidr.
Khéng diing qua 12 vién/24 gid.
CACH DUNG: ubng vién thube cling véi nuwére.
CHONG CHI BINH:
= M3n cdm véi bat elr thanh phan nao cla thube.
- Tréem dwdi 12 tudi.

- Dang sir dyng thudc nhém IMAQ (thubc tri bénh Parkinson, thude tri trAm cdm, thudc
diéu tri bénh than kinh) ho#c trong 14 ngay sau khi ngurng thudc IMAO.

Bénh tim néng.

Bénh nhan dang ding c4c thudc cudng giao cdm khéc.

7. THAN TRQNG KHI DUNG THUOC:

Trén ngudi nghién hit thude, nghién ruou.,

Bénh nhan méc bénh cim ning, st cao, bénh nhan cé tign si viém loét tiéu hoa.

~ Bénh tim, suy tim do moi nguyén nhan, cao huyét ap, tén throng co tim holic sy leu
théng mau, dau thét ngwre, bénh mach vanh,

~ Tiéu khé do phi dai tuyén tidn ligt,
- Tiéu dudng.

— Bénh tuyén giap.

~ Cao huyét ap.

- Ho ¢d qua nhidu dom.

Bénh phdi tit ngh&n min tinh, ho man tinh dai ding kéo dai (do hut thude, khi thing,
hen suyBn) hoic kém theo sy bai tiél qua mire. Néu ho kéo dai trén 7 ngay, ho tai dién
hodic kém theo s6t cao, phat ban, dau du kéo dai phai hdi ¥ kién bac s,
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14.NGAY XEM XET SUPA DOI, CAP NHAT: 19/01/2017.

Tp. HCM, ngay 19 thang 01 nam 2017
~~ Tong Giam Ddc

s,
"

VWoenn Wtel #

1, "

“’ DS. Nguy&n Thé Ky



