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Thong bdo ngay cho bic sy hodc dwoc sy nhirng phin irng cé hai gdp phdi khi sir dung thubc.
1. THANH PHAN CONG THUC THUOC

Mbi 5 ml siro chira:

Thanh phédn hoat chat: Guaifenesin 100,0 mg (Tuong duong voi Guaifenesin 2% kl/tt),
Phenylephrine hydrochloride 5,0 mg (Tuong duong véi Phenylephrine hydrochloride 0,1%
kl/tt)

Thanh phc:‘fn td duee: Anhydrous citric acid, Sodium citrate dihydrate, Sodium benzoate,

Potassium sorbate, Sorbitol solution (sorbitol 70%), Glycerin, Propylene glycol, Edetate
disodium, Sodium metabisulfite, Sucralose, Huong cam twoi, IDACOL Tartrazine V101:1-

120, Nude tinh khiét.

2. DANG BAO CHE

Siro.

M0 ta: Siro trong, mau vang, mui thom.

3. CHI PINH

LINASVM duroc ding dé 1am gidm tam thoi céc triéu chimg do cam lanh thong thuong, 561
(viém mii di img) hodc di ing duong ho hap khac: s0 mii, hat hoi, ngira miii hodc ¢6 hong,
chay nude mat, nghet mii. Gitp giam sung tay duong miii, 1am lodng dom va lodng dich tiét
phé quan dé luu thong phé quan gitp giam ho hiéu qua hon.

4. CACH DUNG, LIEU DUNG

Cich dung:

Thude duge ding theo dudng udng.

Liéu diing:

Khéng str dung thudc vuot qua liéu khuyén céo.

Neudi 1on va tré em tir 12 tudi tré 1én: 10 ml mdi 4 gio, khong qua 60 ml trong 24 git hodc

theo chi dan cua béc si.
Tré em tir 6 dén dudi 12 tudi: S ml mdi 4 gio, khong qua 30 ml trong 24 gio hoge theo chi

dan ctia bac si.

Tré duéi 6 tudi: Tham khao ¥ kién cua béc si.

5. CHONG CHI PINH

e Khong ding thuc ndy néu b¢nh nhén dang st dung thude (rc ché monoamine oxidase
(MAOI) (thudc diéu tri trdm cam, tim thin hay cam xic hodc bénh Parkinson) hodc dang
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/«f {iansau khi ngirng thude e ché MAOIL. Néu khong biét 15 thuoc dang dung theo
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A Ef]" 766 khita MAOT hay khong, phéi tham khéo  kién cia béc sT hofic duoc sT truée
.=i= thl. éﬁmg.ftltg “ nay.

Be H ]/ﬁ‘&n\ J bénh tim, ting huyét 4p, bénh tuyen giap, dai thao duong, kho tiéu do phi
NE &i_[inéh,jl:ét tuyén khong duge ding san pham nay trir khi c6 chi dinh cta bic si.

e Khdng dung san phim nay cho bénh nhan ho dai ding man tinh do hut thudc, hen suyén,
viém phé quan man tinh hogc khi thiing hogc khi ho kém theo nhiéu dom (chét nhiy) trir

khi c6 chi dinh cua bac si.
« Bénh nhén qua min véi guaifenesin, phenylephrine hydrochloride hodc bt cir thanh phin
nao cua thude.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Néu bénh nhin dang str dung thudc an thin hoic thudc gay mé, hoi ¥ kién cuia bac si hodc
duge si trude khi dung thude nay.
Ngung st dung thudc va hoi y kién béc si/ dugc s trong céc truong hop sau:
+ Héi hop, chong mit hodc mét ngu.
+ Ho hodc nghet miii kéo dai hon 1 tudn, co xu hudng tai phat hodc kém theo s6t, phat ban
hoic nhirc dau dai ding. Nhing biéu hién nay co thé 1a dau hi¢u cua nhiing tinh trang nghiém
trong.
+ Xuét hién tridu chimg moi.
Ta duoc
Thudc nay co chira 5 mg sodium benzoate, 500 mg propylene glycol trong mdi 5 ml siro.
Thudc nay co chia 1,75 g sorbitol trong mdi 5 ml siro. Sorbitol 12 nguén dinh duorng giau
fructose. Néu bénh nhin (hoﬁc bénh nhi) duqc chén do4n c6 roi loan dung nap véi mét s0 loai
dm:mg nhét dinh, hodc néu bénh nhan bi réi loan khéng dung nap fructose do di truyén, mot

rdi loan di truyén hiém gip, ma bénh khéng thé tiéu hoa fructose, hay hoi y kién béc si truée
khi ding thudc nay. Sorbitol c6 thé gy nhirng tri¢u ching tiéu hoa kho chiu va cho tac dung

nhuin truong nhe.

Thudc nay ¢6 chita sodium metabisulfite, trong trudng hop hiém c6 thé giy cic phan img qua
man nghidm trong va co that phé quan.

Thubc nay co chira tartrazine (IDACOL Tartrazine V101:1-120) c6 thé gdy cac phan tng di
ung.

Thube nay c6 chira dudi 1 mmol (23 mg) natri trong mdi ml, vé co ban duge xem nhu "khéng
chira natri".

7. U DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Tham khao ¥ kién cua bac si trude khi dung.
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161 licu vé sit dung thudce trén phu nir c6 thai, chi nén dung thudc néu lgi ich vuot
7{'6&"()@\1(&1 n @ylco
( %N CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tfl;ﬂ‘nl:' : bﬁm/g c:f'lu'ng vé anh hudng cua thudc 1én kha nang 1ai xe va van hanh may moc,
“PEONGTAC, TUONG KY CUA THUOC
9.1. Twong tac thude

Thude gidin mach, thuoc chen beta hodc chat cam ing enzym nhu ruwou: Khong nén dung

ddng thoi voi phenylephrine.

Digitalis: C6 thé 1am ting kha nang loan nhip tim.

Guanethidin va cée sin phém lién quan: Ting huyét 4p dang ké (lién quan dén giam truong
luc giao cam va/ hodc uc ché su xm nhap cua adrenalin hodc norepinephrine vao céc sgi giao
cam) Néu khong thé tranh duge su két hop, str dung than trong voi liéu thip hon ctia thudc
gibng giao cam.

Cic nhém thude: thuoe cuomg giao cdm gidn liép (ephedrin, methylphenidat,
pseudoephedrin); thuée cudng giao cam alpha dwong uong vahodc duong miii (etilefrin,
midodrin, naphazolin, oxymetazolin, synephrin, tetryzolin, tuaminoheptan, tymazolin); cdc
alcaloid ndm cua ga la chdt chit vgn dopamin (bromocriptin, cabergolin, lisurid, pergolid);
cde alcaloid ndm cya ga gdy co mach (dihydroergotamin, ergotamin, methylergometrin,
methysergid); thuée ke ché chon loc MAO-A (moclobemid, toloxaton), linezolid: Nguy co co
mach va/hodic bung phat ting huyét ap khi ding dong thoi voi phenylephrine.

Thude tic ché MAO khéng chon loc: Tang huyét 4p kich phat, ting than nhiét c6 thé gy ti
vong. Do thoi gian tic dung cua thube e ché MAO kéo dai, tuong téc ndy van cé thé xay ra
sau 15 ngay khi dd ngung thudc ire ché MAO.

Thuée gy mé halogen dé bay hoi (desfluran, enfluran, halothan, isofluran, methoxyfluran,
sevofluran): Nguy co ting huyét ap trong phu thuat va roi loan nhip tim. Trong truong hop
phau thuat theo lich, tét nhét 1a nén ngimg diéu trj phenylephrine vai ngdy trudc khi can thiép.
Thuée chéng tram cam ba vong (imipramin, minalcipram, venlafaxin); sibutramin:
Phenylephrine c6 thé 1am ting cuong tac dung cic thudc ding dong thoi; gdy tang huyét ap
kich phat véi nguy co loan nhip tim.

Thudc kich thich co bop tir cung (oxytocin): Khi phdi hgp phenylephrine hydrochloride (mégt
thudc gay ting huyét ap) voi thude kich thich co bop tir cung, tdc dung téng huyét ép sé téng
1én. Néu phenylephrine dugc ding khi chuyén da va x6 thai dé chéng ha huyét ap, hodc dugc
thém vao dung dich thuéc t&, thdy thude san khoa phai luu y 1a thudc kich thich co bop tir
cung co thé gdy ting huyét 4p nang, kéo dai va vé mach mau nao co thé xay ra sau khi dé.
Xét nghi¢m: St dung gualfcnesm cd thé cho két qua duong tinh gia & xét nghi¢m do
vamlyirnandehc trong nude tidu. Cén nging ding guaifenesin 48 gio trude khi 14y mau nudce

tiéu dé lam xét nghiém nay.
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. %‘Glauqqg ky\cua thude
(|‘ | PRénS Iﬁphrl eﬁ ong ki voi kiém, muéi sét, tac nhan oxy hoa, kim loai.

1 DI (ﬂo Iihl

1\ lﬁ.TACWNﬁ KHONG MONG MUON CUA THUOC
\\Tm:dung khﬁng mong mudn cia phenylephrine

Thudn ong g p

+ Than kinh trung wong: kich dong than kinh, bon chdn, lo au, kho ngl, nguoi yéu mét,
choéng ving, dau trude ngyc, run rdy, di cam dau chi.

+ Tim mach: ting huyét 4p.

+ Da: nhot nhat, tring béch, cam giac lanh da, dung 16ng toc.

+ Tai chd: kich tmng tai chd.

figdi
+ Tim mach: ting huyét ap kém phu phoi, loan nhip tim, nhip tim cham, co mach ngoai vi va
noi tang lam giam tudi méau cho cc co quan nay.

+ H6 hép: suy hd hap.

+ Thén kinh: con hung phan, 4o giéc, hoang tuong.

+ Da: hoai tir hodc troc vay, néu tiém dé thudc thoat ra ngoai mach.

+ Tai mat: giai phong cac hat sic td & mbng mit, lam mo gidc mac.

Hiém gip

+ Tim mach: viém co tim thanh 6, xudt huyét duéi mang ngoai tim.

Chua xé4c dinh duoc tAn suat

+ Tim mach: con tang huyét ap, xuit huyét ndo.

+ Tiét niéu: di tidu kho, bi tiéu & nam gioi.

Téc dung khong mong mudn ciia guaifenesin

Thuong gip: nén, budn ndn, kich img dudng tiéu hoa.

Hiém eiip hoic it gdp: chong mat, dau déu, tiéu chay, dau bung, ban da, may day (hay gap khi

dung lidu rt cao).

Soi thin dd dugce béo cdo ¢ nhirng bénh nhén lam dung ché pham c6 chira guaifenesin.
Théng bio ngay cho bdc si hodc duge sT nhitng tic dung khéng mong muén gdp phai khi
s dung thuéc.

Bio cdo cic tiac dung khong mong mudn

Viée bao cdo cac tac dyng khong mong muédn sau khi thuéc luu hanh 1 rat quan trong. Diéu
nay cho phép tiép tuc theo ddi danh gia loi ich/rui ro cua thuéc. Can thong béo cho béc s¥,

dugc s dbi v6i cdc phan ing c6 hai gap phal khi str dung thudc hodc bdo cdo cac phan ing
¢6 hai ctia thudc vé Trung tm Quéc gia vé Théng tin thudc va Theo doi phan ung c6 hai cua

thude.
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Qua lleu—phdny}ephrllle kho chiu, bon chdn, danh trong nguc, ting huyét ap, tiéu kho, budn
N m}trLL nomkhﬁt va co giat.

"\

Qua I1eu gualfenesm Néu dung guaifenesin voi lidu cao hon lidu diéu trj thong thuéng cé thé
gdy budn ngy, budn nén, non.
Xu tri
Trong trudng hop qua lidu nghiém trong nén rira da day va hut dich. Thuc hién cac bién phap
hé tro va didu tri tridu chimg, ddc bigt déi véi hé tim mach va ho hp. Kiém soat con co gidt
bang diazepam tiém tinh mach. C6 thé sir dung clorpromazin dé kiém soat sy hung phan va
ao giac. Tang huyét &p nghiém trong c6 thé phai diu tri bang thu6e chen alpha-adrenoreceptor
nhu phentolamin. C6 thé kiém soat roi loan nhip tim bang cac thudc chen beta.
Tich cuc theo ddi dé co bign phép xir tri kip thoi.
12. QUY CACH PONG GOI
Hop 1 lo 30 ml, lo thuy tinh tron nau, nﬁp HDPE kém 1 cdc nhua chia licu.
Hop 1 1o 60 ml, lo thity tinh tron ndu, nip HDPE kém 1 cdc nhya chia liu.
Hop 10 goi 5 ml, mang nhém phuc hop.
Hop 10 goi 10 ml, mang nhém phic hop.
13. PIEU KTEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Diéu kién bdao quan: Trudc va sau khi mo nép: Noi kho rao, nhiét d6 dudi 30°C, tranh anh
sang.
Han ding: Hop 1 1o 30 ml, Hop 1 lo 60 ml: 24 thang ké tir ngdy san xut; 30 ngay sau khi m&
nap lo.
Hop 10 goi 5 ml; Hop 10 géi 10 ml: 24 thang ké tir ngdy sin xuat.
Tiéu chudn chat hrong: TCCS.
14. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
Tén co sé san xudt: CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Pudong N1-Khu cong nghiép Yén My II, Thi tran Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.
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