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Thong bd
1. THANH PHAN CONG THUC THUOC
Mdi 1 ml chira:

ta dwee: Titanium dioxide, sodium benzoate, disodium edetate, sodium citrate
dihydrate, anhydrous citric acid, xanthan gum, sorbitol 70%, propylene glycol, glycerin, sucralose,

2. DANG BAO CHE
Hdn dich udng.

MG ti dang bao ché: Hon dich mau hdng nhat, mai thom, vi ngot hoi déng. Khi lic 1én 1 dén 2
phit, hdn dich duy tri trang thai phan tan trong vai phut.

3. CHI PINH
Diéu tri ca¢ trigu chimg cam lanh va cam cim thong thudng nhir tic nghén miii, dau hong, dau
dau. sét, dgu nhirc nho. Pong thoi, thude gitip lam loang dom (chit nhiy) va dich tiét phé quan.

4. CACH DUNG, LIEU DUNG
Liéu dung
Nguroi lon va tré em tir 12 (uéi tro lén:
Ubng 1 lidy (20 ml) mdi 4 gid. Khong dung qua 6 lidu trong 24 gjo.
Cich dung
Ldc ky trude khi ding.

5. CHONG CHI DINH

- Qué min [v6i hoat chét hodc véi bit ky thanh phén nao ca thu "c.

- Chéng chi dinh & nhirng bénh nhdn dang dung hoiic trong vong hai tudn sau khi ngimg diéu tri
béng thudc|rc ché monomine oxidase (MAOI). Néu khong biét thude dang ding c¢6 chia MAOI
hay khong,| hay hoi bae st hodic duge si trude khi diing san phim phay.

- Str dung ddng thoi voi bit ky loai thude nao khac chira paracetamol. Néu khong biét thuée dang
ding ¢6 ch}ia paracetamol hay khong, hdy hoi bac sT hodc duoc si trude khi dung san phim nay.
r6i 12 tudi.

-Tréeemd
6. CANH BAO VA THAN TRONG KHI DUNG THUOC |

Thude ¢ ¢hira paracetamol, ¢6 thé gy tén thuong gan nghiém trong néu dang hon 4000 mg
paracetamol trong 24 gid, voi cdc loai thube khédc ¢6 chira paracetamol hodic ubng 3 ly ruou tré

1&n mdi ngfy.
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Trieu chieng cua cac hoi chirng néu trén dirge mo ta nhie sau:
- Hoi chimg Steven-Jonhson (SJS): 1a di tmg thude thé bong nude,
hée tw nhidn: mat, mii, miéng, tai, bd phan sinh duc va hdu mo
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ing diu hiéu phat ban trén da dau tién hoic bit kv ddu hi¢u phan img qua man
An cin phai ngiing str dung thude. Neguoi da timg|bi céc phan (ng trén da nghiém
ol gdy ra thi khong dugc dung thude tror lai \f;a khi dén kham chiia bénh cén

ho nhéan vién y t¢ bi€t vé van dé nay. ;

Thude c6 chira 40 mg sodium benzoate trong mdi 20 ml hén dich| thudc. Sodium benzoate c6 thé
lam ting nguy co vang da, vang mit ¢ tré so sinh (4 tudn tudi tro kubng).

Thube nay ¢6 chira dudi 1 mmol (23 mg) natri trong mai 20 ml hén dich thude, vé co ban dugc
xem nhu “khéng chira natri™. |

Thude 6 chira 3500 mg sorbitol trong mdi 20 ml hén dich thude.|Sorbitol ¢6 thé gay nhimg tridu
chirng tiéu hoa kho chiu va cho tdc dung nhuén trang nhe.
Propylene glycol ¢6 trong thude nay c6 tac dung tuong duong viéc udng wou va lam ting tin suft
xdy ra cdc tic dung khéng mong mudn. Khéng ding thude nay cho tré dudi 5 tudi. Chi ding thube
khi ¢o khuy én cdo cua béc si. Béc si diéu tri c6 thé phai thuc hién mdot sO xét nghiém trong thoi
gian bénh rfhin dung thude nay.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHIO CON BU
Phu nir ¢6 thai
Khéng c6 dir li¢u vé sir dung thude trén phu nir ¢é thai, chi nén diing thude néu loi ich vuot roi so
vdi nguy cg.
Phu nir cho con b
Chua ¢6 dif lidu vé viée su dung thude & phu nit cho con bi. Can than trong khi diing thude cho
d6i tuong bénh nhan nay.
8. ANII HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh hudng cua thude Ién kha niing 14i xe| van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thude

Guaifenesin
Khong sir dung dbng thdi vé6i dextromethorphan cho bénh nhan dang ding thudc trc ché MAO
(trong vong 14 ngdy) va nguoc lai khong ding thude trc ché MAQ cho bénh nhan dang dung ché
phim phéilhop guaifencsin véi dextromethorphan (trong vong 14 ngay).

Cén than tiong khi sir dung ddng thoi véi phenylpropanolamin cho bénh nhan ting huyét 4p, c6
bénh tim, dai thao duong hay bénh mach ngoai vi, phi dai tuyén tién liét va glécom.

Sur dung ghaifenesin cé thé cho két qua duong tinh gia & xét nghiém do acid vanilylmandelic
trong nudeftiéu. Cén ngimg thude 48 givr trude khi ldy miu nudce|tiéu dé lam xét nghiém nay.

Paracetamol
Cén than trong khi phdi hop véi cdc thube gdy cam (ng enzym gan P4502E1 (nhom barbiturat,
isoniazid, thude udng chéng dong méu, zidovudin, amoxicilin + acid clavulanic, carbamazepin
va ruou): Vi cde thude nay gy cam {ing enzym gan, lam ting chuyén hoa ctia paracetamol thanh
chit chuyén héa NAPQI, ting ddc tinh cho té bao gan.
3
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dng dong mau: US bng dai ngay liéu cao paracetam
va con nghi ngdr v& twong tac nay.

dén kha nang gdy ha than nhiét nghiém trong

paracetamo] vai acid glucuronic. Vi vdy, can can nhac giam licu
vai probenecid.

ol (4 g/ngay va it nhit 4 ngay)

c dung chéng déng ciia coumarin va din chit indandion. Dir liéu nghién ciru con

& ngudi bénh ding déng thoi

do e ché qué trinh lién hop
paracetamol khi phbi hop cling

Udng ruou qua nhiéu va dai ngay cé thé lam ting nguy co gy dde cho gan cia paracetamol.

Thude chérlg co gidt (gdm phenytoin, barbiturat, carbamazepin) g

Ay cam ung enzym ¢ microsom

gan, c6 thé|lam ting tinh doc hai gan cia paracetamol do ting ¢huyén héa thube thanh nhing

chét doc hai véi gan.

Isoniazid va céc thudc chéng lao lam ting déc tinh ctia paracetanol déi vai gan.

Phenylephrine hydrochloride

Thube gian mach, thuée chen beta hodc chat cam ung enzym nhie ricou: Khéng nén diung dong

thoi voi phenylephrine.
Digitalis: (6 thé lam ting kha nédng loan nhip tim.
Guanethidin va cdc san pham lién quan: Tang huyét ap déng ké

(lién quan dén giam truong lyc

giao cam va/hoiic (re ché su xam nhap cia adrenalin hodc norepinephrine vao cdc soi giao cam).

Néu khong|thé tranh duoc su két hop, st dung thén trong véi liéu

cam.

thip hon cua thuée ching giao

Cde nhom thuoc. Thuie cudng giao cam gidn tiep (ephedrine, methyphenidat, pseudoephedrine);
thuoc cuong giao cam alpha dieong uong va'hodc dieong miii (etilefrin, midodrin, naphazolin,
oxymetazolin, synephrin, tetryzolin, tuamioheptan, tymazolin), clic alcaloid ndm cia ga la chat

chu van dopamin (bromocriptin, cabergolin, lisurid, pergolid);

: ic alcaloid nam cua ga gdy co

mach (dihydroergotamin, ergotamin, methylergometrin, methysergid); thuéc ire ché chon loc
MAO-A (mpclobemid, toloxaton); linezolid: Nguy co co mach va/hodc biung phat tang huyét dp

khi dung dong thoi vai phenylephrine.

Thude ire ché MAO khong chon lpc: Ting huyét ap kich phat, tang than nhiét ¢6 thé gdy tir vong.

Do thdi gian tdc dung clia thude tc ché MAO kéo dai, twong 14
ngdy khi da nging thude rc ché MAO.

> nay van c6 thé xay ra sau 15

Thuoe gayl mé halogen dé bay hoi (desfluran, enfluran, halothan, isofturan, methoxyfluran,
sevofluran): Nguy co ting huyét dp trong phiu thudt va rdi loan nhip tim. Trong trudong hop phiu

thut theo lich, tét nhat 1a nén ngiing didu trj phenylephrine vai

ay trude khi can thiép.

Thuébe chorg trdm eam ba vong (imipramin, minalcipram, venlafaxin); sibutramin:phenylephrine
c6 thé lam ftang cudng tic dung cdc thude ding dong thoi; gy tdng huyét ap kich phat vai nguy

co loan nhip tim.
Thuée kicH thich co bop tir cung (oxytocin): khi diing ddng thoi p

thuée kich thich co bop tir cung, tic dung tang huyét dp s ting 1é

Twong ky |ciia thude

henylephrine hydrochloride v
n.
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6ng mong mudn ghi nhin trén bénh nhin dugc| li¢t ké theo tin sudt xudt hién.
#opmhom tin sudt, cac tic dung khong mong mudn duoc sép xép theo mirc do nghiém
trong giam dan, vai phén loai nhu sau: rdt thuong gip (=1/10), thurdng gip (=1/100 dén <1/10), it

gdp (=1/1000 dén <1/100), hiém gip (=1/10000 dén <1/1000), rat hiém gap (<1/10000) v chua

rd (khong thé udce tinh dugc tir dit liéu sin ¢o).

Hoat chit

VA A
Tan suat

Tic dung khéng mong mudn

| Thuong gip | Non hodc budn nén, kich (g dudng tidu hoa
Guaifencsin Hiém gip Choéng l'l']c_yll,‘dﬂ‘l.l déljl; 1ié:1 chay, dau bung, ban da, may day
hodc it giip (h’a:y gj’jp khi duing liéu rat cao)
Soi thin
Ban da
Budn non, non
it gap Loan tao mau (giam bach ciu trung tinh, giam toan thé huyét
Paiasetatiiol cdu, giam bach cau), thiéu mau
Bénh than, ddc tinh thdn khiflam dung dai ngay
Hoi chimg Stevens-Johnson| hoai tir biéu bi nhidém ddc, hoi
Hiém gap ' chiing Lyell, myn mu ngoai ban toan than cép tinh
Phan (mg qua min
Kich dong than kinh, bon chon, lo au, kho ngu, ngudi yéu |
mét, chodng véng, dau trudc nguc, run r:?ly, di cam déu chi
Thudng gdp | Tang huyét ap
Da nhot nhat, tréing béch, cam gidc lanh da, dung 16ng tdc
Kich ting tai chd
Ting huyét dp kém phii phdi, loan nhip tim, nhip tim chim,
. co mach ngoai vi va ndi tang lam giam tudi mau cho cdc co
Phenylephrine . ET
hydrochldride o quan rfay:
It gép Suy hé hap
Con hung phin, do gidc, hodng tudng
Hoai tr da hodc tréc vay 7
Giai phong céc hat sic t6 & mbng mit, lam md gide mac
[liém gap | Viém co tim thanh &, xudt hhiyét dudi mang ngoai tim
Chua & Con tang huyét ap, xuat huyét ndo

Di tiéu kho, bi tiéu 6 nam gigi

Thong bao/ngay cho bac st hodc duge s khi gdp céc tdc dung k
hodc béo cdo cdc phan (mg c6 hai clia thudc vé Trung tim Théng tin thudc va Theo

dung thudc

ng mong mudn nhu trén khi sir

ddi phan tthg c¢é hai cta thude (DI-ADR) Quéc Gia. Dia chi: 13 -|15 Lé Théanh Tong - Hoan Kiém
- Ha Noi. Bién thoai: 024.3.9335.618; Fax: 024.3.9335642; Emajl: di.pveenter@gmail.com
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cO Pedilkchuyén Tia y t& dé diéu tri kip thoi.

13. DIEU

Dieu kién bao quan:

c.com/

KU VA CACH XU TRI
hon lidu khuyén cdo c6 thé gy ton thuong gan. Trang trudng hgp qua liéu, lién hé

0 doi dé c6 bién phap xir tri kip thoi.

ACH PONG GOI
1180 ml (chai thuy tinh), kém 01 cc chia liéu, kém 01 t& huéng dén sir dung.

120 ml (chai thuy tinh), kém 01 cde chia lidu, kem Ol!tﬂr huéng dan st dung.
160 ml (chai nhua PET), kém 01 céc chia liéu, kém 0] t& huéng din sir dung.
180 ml (chai nhua PET), kém 01 cdc chia lidu, kém 0] t& huéng din sir dung.

200 ml (chai nhwa PET), kém 01 cbe chia liéu, kém 0]l t& huéng dan sir dung.

EN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG

Diéu kién bao quan trude va sau khi md nip: Noi khd rao, nhiét dé dudi 30°C, tranh anh séng

Han ding:

Tiéu chudin chat heong thuéc: TCCS

14. TEN,
CONG T

4 thang ké tir ngay san xudt, sir dung trong vong 14 ngay sau khi mo nip lo.

IA CHI CUA CO SO SAN XUAT
CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Pirong N1- Khu cong nghiép Yén My 11, Thi trén Yén M3, Huyén Yén M¥, Tinh Hung

Yén, Viét Nam.




