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AMEFLU® Multi-Symptom Relief

R
Thudc bﬁlr%ﬂé
Pé xa tAm tay tré em
Poc ki hwéng din sir dung trwée khi dung
Théng bé'o ngay cho bac s§ hodc dwge sy nhitng tic dung khong mong mudn gip phai khi sir
dung thuoc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. THANH PHAN, HAM LUQNG CUA THUOC: Mbi chai 30 ml sird chira:

— Hoat chat:
Acetaminophen...........ccccevviviiiiieiiiiinennnnnn. 960 mg
Phenylephrin Wydioclonill.....ouusss: s  ssamsmssssssmess 15 mg
Dextromethorphan hydrobromid....................... 30 mg
Clorphenirsinin maleat ... i oo ss s 6 mg
— Ta duoc: Propylen glycol, acid citric khan, natri benzoat, glycerin, sorbitol 70%, PEG 400, huong v
dau (dang 16ng), allura red, sunset yellow, sucralose, nudc tinh khiét.
2. MO TA SAN PHAM:
Chét léng sanh, trong, déng nhat, mau do, mui dau, vi ngot, khong c6 sui bot khi, tda, vat la hoac
vang moc.
3. QUY CACH PONG GOI: -

- Hop 1 chai x 30 ml sird.
- Hop 1 chai x 60 ml sird.

4. THUOC DUNG CHO BENH Gi:
Diéu tri da triéu chimg cam cum nhu:
- Sét, nhirc dau, cac con dau nhe
- Hit hoi, chay mili, nghet miii
- Ho, dau hong
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cich ding: Thubc ding duong ubng.
Liéu dimg:
Tré em dwdoi 4 tuoi: Khong sir dung.
Tré em tir 4 dén 5 tuoi: Khong st dung trir khi c6 chi dinh cua béc sy.
Tré em tir 6 dén 11 tuéi: Udng 10 ml cach mdi 4 gio. Khong dung qua 50 ml/24 gio.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Khong dung thudc nay néu:

— Ban duoc biét qua mn vai bat ky thanh phan nao cua thudc;
— Pang sir dung céc thude khéc c6 chira acetaminophen;
— Pang ding cac thude trc ché enzym monoaminoxydase (MAOI) hodc trong vong 2 tuan sau khi
ngung su dung cac thuéc MAOI; ‘
— Ban dang c6 céc tinh trang sau: 3?‘/
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Bénh mach vanh va ting huyét 4p nghiém trong, tang huyét 4p ning khong kiém soat;

Thiéu hut glucose-6-phosphat dehydrogenase;

Suy gan ndng, viém gan; viém gan hoat dong;

Tang nhin 4p géc déng; c6 phi dai tuyén tién liét; viem tuy cp; giam oxy mé va mau;

Téc nghén c¢b bang quang, bi tidu;

Loét, hep da day; tic nghén da day, rudt;

Tic nghén phdi mén tinh;

Téo bon man tinh.

+ Tré em dudi 4 tudi

7. TAC DUNG KHONG MONG MUON:

Xem thém phén Than trong.

Buén ngu, chong mat, nhin mo, dﬁy bung, budn ndn, bon chdn, tdo bon, hodc khé miéng / mii /
hong c6 thé xay ra. Néu bat ky phan mg nao tiép dién hodc trdm trong hon, hay thong bao ngay cho
bac si hoac duogc si cua ban.

Néu béc si ciia ban di ké don thudc nay, hiy nhé ring ho da danh gié loi ich cia ban cao hon nguy
co bi cac tac dung phu. Nhiéu ngudi sir dung thude nay khong c6 tac dung phu nghiém trong.

Hiy béo ngay cho béc si ciia ban néu c¢6 bat ky tac dung phu nghiém trong nao xay ra: thay ddi tam
than / tdm trang (nhu nham 14n, 4o giac), run, tiéu kho.

Béo ngay cho béc si ciia ban néu ¢ bat ky triéu chimg hiém gip nhu nhip tim nhanh / chim / khong
déu, co giat.

Phan tmg di ing rat nghiém trong ddi véi thude nay 1a hiém gap. Tuy nhién, tim kiém chim séc y té
ngay lap tic néu ban nhan thay bat ky triéu chimg ctia mot phan tng di tmg nghiém trong, bao gdm:
phat ban, ngira / phu (dac biét 1a khuén mat / ludi / cd hong), chéng mat dir dgi, kho the.

Trén day khong phai 1a danh sach ddy du cac tac dung phu c6 thé xay ra. Néu ban nhén thiy nhing
tac dung khac khong dugc liét ké & trén, hdy lién hé vdi bac st hodc duge si cua ban.

8. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU DUNG

+ 4+ + + + + +

THUOC NAY:

Tham khao y kién béac sy trude khi sir dung thuéc nay néu ban dang sir dung mot trong cac loai
thudc hay thuc pham sau:

— Metoclopramid hodc domperidon

— Colestyramin

Néu ban dang dung thude nay dudi su huéng dan cua bac si, bac si hodc duoc si cua ban co thé di
biét vé bét ky tuong téc thude nao c6 thé xay ra va ho c6 thé theo ddi cho ban. Dimg bét dau, ngimg
hodc thay déi liéu lugng cua bat ky loai thudc trude khi kiém tra voi bac si hodc duoc si cua ban.
Dung céc thudc rc ché MAO véi thudc nay co thé gay ra tuong tac thudc nghiém trong (c6 thé gay
tr vong).

Tranh dung isocarboxazid, xanh methylen, moclobemid, phenelzin, procarbazin, rasagilin, selegilin,
hodc tranylcypromin trong khi diéu trj bang thudc nay. Hau hét cac thudc e ché MAO ciing khong
duoc dung trong hai tudn truge khi diéu tri bing thudc nay. Hoi y kién béc si khi bit dau dung hoic

ngirng dung thudc nay.
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Trudce khi dung thude nay, hiy bao cho béc si hodc dugc si ciia ban biét tat ca cac thube ké don va
khong ké don / thao dugc ma ban c6 thé dung, dac biét la: thudc khang histamin bi trén da (nhu
kem diphenhydramin, thudc m&, thude xit), ketoconazol.
Béo véi béac si hodc duoc si ciia ban néu ban dang dung cac thudc khac giy budn ngu nhu thude
giam dau opioid hoac thude giam ho (nhu codein, hydrocodon), rugu, thude ngu hoac chéng lo du
(nhu alprazolam, lorazepam, zolpidem), thuée gidn co (nhu carisoprodol, cyclobenzaprin), hodc cac
thubc khang histamin khac (nhu cetirizin, diphenhydramin).
Céc thanh phan trong thudc nay c6 trong nhiéu thude ké don va khong ké don.
Kiém tra nhan trén tit ca cac loai thudc cua ban (nhu thude giam dau/ ha sét, thude giam can, hodc
cac thudc ho va cam lanh / di @mg) béi vi ching c6 thé c6 cung thanh phan hodc cac thanh phan
tuong tu. Str dung cac thude & trén cung véi thude nay coé thé lam ting cac phan Gng phu (nhu nhip
tim nhanh, ting huyét a4p hodc budn ngu). Hoi y kién duoc si cuia ban vé cach sir dung nhitng san
pham nay mot cach an toan.
Thubc nay c6 thé gdy anh huong nhat dinh dén cac xét nghiém trong phong thi nghiém (bao gdom
xét nghiém nudc tiéu 5-HIAA), ¢6 thé lam sai cac két qua xét nghiém. Can dam bao nhan vién
phong thi nghiém va béc si ctia ban biét ban dung thudc nay.
Tai liéu nay khong bao gdm tét ca cac twong tac thudc c6 thé cé. Do do, trude khi ding thudc nay,
hdly bao vdi béac si hodc duoc si vé tat ca cac san phdm ban dung. Duy tri mot danh sach tét ca céc
loai thubc ctia ban dung, va chia sé danh sach véi bac si va dugc si cua ban.
9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu ban quén dung thudc, ding né ngay khi ban nhé. Néu thoi gian gan t6i liéu ké tiép, thi hay bo
qua liéu bi quén va ding liéu ké tiép theo k& hoach binh thuong. Khong nén gip doi lidu dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAO:
O nhiét do dudi 30°C, noi kho réo, tranh anh sang.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Céc triéu chimg qué lidu ¢6 thé bao gdm: budn non, ndn, in mat ngon, dé6 md hoi, dau da day / dau
bung, mét mai cuc d9, kich dong, nham l4n, do bung, a0 giac, vang mit / da, nude tiéu sdm mau,
dong kinh. O tré em, sy phan khich c6 thé xay ra trudc, va sau do c6 thé: mét phbi hop, budn ngu,
mét y thire, dong kinh.
12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
'Néubandﬁngthuécnéyquéﬁéukhuyéncéothibancénphét
- Thong bao ngay cho béac s§ hodc dén bénh vién gan nhét.
- Nhd mang theo nhan thudc hodc lugng thube con lai dé bac s§ biét thuéc ma ban da dung.
13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Thudc nay c¢6 chira acetaminophen. Sir dung qua nhiéu acetaminophen c6 thé gy ra cdc bénh gan
nghiém trong (co thé gay chét). Nguoi c6 bénh vé gan va tré em nén sir dung lidu thap hon. Hoi y
kién bac si hodc dugce si cua ban liéu str dung acetaminophen bao nhiéu 1a an toan. Khong sir dung
chungvéicécthuéckhéccéchﬁaacmanﬁnophenrnékhénghéiyldéncﬁabécsi
Acetaminophen c6 trong cac thudc ké don va khong ké don khac (nhu céac thudc giam dau/ha sot
hay céc thudc tri ho/ cam). Kiém tra nhin ctia cac thubc ban dang sir dung xem cé chira
acetaminophen, héi y kién cua bac si hodc dugc st néu ban khong biét chic chan.

L
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Viém hong: Néu tinh trang viém hong néng va khdng giam sau hai ngay hodc kém céc triéu chiung
nhu sét, nhirc dau, ndi ban, budn nén hay non, can tham khao y kién béc si ngay lap tuc.
Trudc khi dung thudc nay, hiy bdo véi béc si hoidc duoc si cia ban néu ban bj di ing véi bat ky
thanh phan nao ciia thuéc; hodc néu ban ¢6 bt ky di ing nao khac. San phim nay cé thé chira cac
thanh phan ta duoc, c6 thé gdy phan (mg di img hodc cic van dé khac. Trao dbi véi duoc si cua ban
dé biét thém chi tiét.
Néu ban c6 bt ky véan d strc khoé nao sau day, hay hoi y kién bac si hodc dugce si cua ban trudc
khi dung thuéc ndy: cac van dé vé duong thd (nhu hen, khi phé thiing), tiéu dudng, ting nhan ap,
bénh tim, huyét ap cao, bénh than, bénh gan, co giat, bénh da day/duong rudt (tic nghén, tdo bon,
l0ét), tuyén gidp hoat dong qua mirc (cudng giap), cac bénh vé tiéu tién (ching han nhu kho di tiéu
vi phi dai tuyén tién liét, bi duong tiéu).
Trude khi phiu thuét, hdy néi véi bac si hodc nha si ring ban dang dung thudc nay.
Nguwoi 1om tudi c6 thé nhay cam hon véi anh hudng cia thube nay, dac biét 1a chong mat, budn
ngu, thay ddi tam than / tim trang, tdo bon, khé tiéu, nhip tim nhanh, va thay doi huyét ap. Chong
mit, budn ngd va nham I4n c6 thé 1am tiang nguy co té nga.
Tré em: khong dung cho tré em dudi 6 tudi trir khi bac si tu van. C6 thé gay kich thich hé than
kinh trung vong. Nguy co co giat ¢ tré so sinh.
Thudc nay c¢6 chira:

e Sorbitol va sucralose. Néu ban da biét rz"mg ban khong dung nap mét vai loai duong thi hay

thong bao cho bac sy trudc khi sir dung thube nay.

o Sunset yellow va allura red, c6 thé gay phan (g di img.

Thoi ky mang thai: Dir liéu khong day du; nguy co tré so sinh co giat; tranh dung trong 3 thang

cudi thai ky. Bang chimg vé di tat; c¢6 thé 1am giam luu lugng méu tir cung gdy thiéu oxy cua thai _
nhi. Vi vdy, thudc nay chi nén dung khi can thiét. Thao luan vé nhimg rui ro va lgi ich véi bac si

cua ban.

Thoi ky cho con bii: Thude nay cé thé di vao sira me va c6 thé c6 tac dung khong mong mudn ddi
V6i tré so sinh bt me, c6 thé gdy an than va irc ché me cho con bi. Tham khao y kién béc si trudc
khi cho con bu.

Anh hwéng cia thude ddi véi cong viéc: Thude nay co thé khién ban chéng mat hodc budn ngi
hodc gay ra mo thi luc. Khong lai xe, sir dung may mdc, hodc lam bat cir hoat dong nao doi hoi su
canh giac hodc can tdm nhin rd cho dén khi chéc chin ring ban c6 thé thuc hién cac hoat dong nhu
vdy mot cach an toan. Tranh d6 udng c6 con.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Ngung str dung thudc va hoi y kién bac si trong nhiing truong hop sau vi cac triéu chimg nay c6 thé
la d4u hiéu ciia mot tinh trang nghiém trong:

— Xuat hién cac triéu chimg méi

— St niing hon va kéo dai hon 3 ngay

— Xuét hién d6 da hay sung

Pau, nghet miii hoac ho ndng hon hodc kéo dai hon 5 ngay

— Xuét hién cam giac bdn chdn, chéng mit hogic méat ng

— Ho tai phat hoac kém do da hodc nhirc dau kéo dai

Néu cin thém thong tin xin héi y kién bac sy hoic dwgce s¥.
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15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat. Khong dung thudc khi qua han dung.
16. TEN, PIA CHI, BIEU TUQONG CUA CO SO SAN XUAT:

()

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV
S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh, Tp. Bién Hoa, Tinh Pdng Nai.
DT: (0251) 3992999 Fax: (0251) 3835088

17. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUOC:

5/10
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PHAN II. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HQC:

Nhém dwge ly va ma ATC:

Acetaminophen két hop véi cac thudc khac (khong bao gdm thube huéng tdm than); NO2BES51
Acetaminophen 1a chat chuyén héa c6 hoat tinh cia phenacetin, c6 tac dung giam dau bang cach
ngin chan sy phét sinh xung dong gy dau & ngoai vi. Thudc c6 tac dung ha sét bang cach e ché
trung khu diéu nhiét ving duéi dbi. Acetaminophen la thudc giam dau — ha sét c6 thé thay thé aspirin,
tuy vay acetaminophen khong c6 hiéu qua diéu tri viém. Véi lidu ngang nhau, acetaminophen co tac
dung giam dau ha sot tuong tur nhur aspirin. Acetaminophen 1am giam than nhiét & ngudi bénh sbt
nhung hiém khi lam gidm than nhiét & ngudi binh thuong. Acetaminophen, véi lidu diéu tri, it tic dong
dén hé tim mach va ho hap, khong 1am thay ddi can bing acid — base, khong gy kich img, xude hodc
chdy mau da day nhu khi ding salicylat. Khi dung qua liéu acetaminophen, chét chuyén hoa N-acetyl-p-
benzoquinonimin gay dgc nang cho gan.

Phenylephrin hydroclorid 13 mot thude tac dung gidng than kinh giao cam ; c6 tac dung truc tiép 1én
céc thy thé ;- adrenergic 1am co mach mau va Iam tang huyét ap. Phenylephrin hydroclorid gay nhip
tim cham do phan xa, lam giam thé tich mau trong tuan hoan, giam luu lugng méau qua than, ciing
nhu giam mau vao nhiéu md va co quan cua co thé. Co ché tic dung cua - adrenergic cua
phenylephrin 1a do trc ché san xuit AMP vong (cAMP: cyclic adenosin -3°, 5’-monophosphat)
thong qua wrc ché enzym adenyl cyclase, trong khi tic dung - adrenergic 1a do kich thich hoat tinh
adenyl cyclase.

Khi nhé vao niém mac miii, phenylephrin gdy co mach tai chd, nén lam giam sung huyét mii va
xoang do cam lanh.

Dextromethorphan hydrobromid 13 thubc giam ho, tac dung 1én trung tdm ho & hanh ndo. Thudc
khong ¢6 tac dung giam dau va it tic dung an than. Dextromethorphan dugc dung giam ho do kich
thich nhe & phé quan va hong nhu cam lanh thong thuong hodc hit phai cic chét kich thich.
Dextromethorphan ¢6 hiéu qua nhat trong diéu tri ho man tinh, khong c6 dom.

Clorpheniramin maleat 1a mot khang histamin thé hé thir nhat. Thudc canh tranh véi histamin tai
céc thu thé histamin H; trén cac té bao tac dong & dudng tiéu héa, mach mau va duong ho hip. Higu
qua an than cta thudc tuong ddi yéu khi so véi cac thude khang histamin thé hé thir nhat khac.

2. DUGC PONG HOQC:

Acetaminophen duoc hap thu nhanh tir dudng tiéu héa véi ndng do dinh trong huyét trong dat dugc
khoang 30-60 phut sau khi uéng. Acetaminophen dugc phan b trong hau hét trong cac md cua co
thé. Khoang 25% acetaminophen trong mau két hop vdi protein huyét twong. Thoi gian béan thai
huyét tuong cuia acetaminophen 1a 1,25 - 3 gio. Acetaminophen dugc chuyén héa chu yéu & gan va
bai tiét trong nudc tiéu chi yéu dudi dang lién hop glucuronic (khoang 60%), lién hop sulphat
(khoang 35%) hodc cystein (khoang 3%). Mot phan nhé (dudi 4%) duge chuyén hoa thong qua hé
thong cytochrom P450 thanh chét chuyén hoa c6 doc tinh N-acetyl-p-benzoquinonimin.

Phenylephrin hydrochlorid dugc hép thu khong déu qua duong tiéu héa do bi chuyén hoa ngay trén
duong tiéu hda thong qua enzym monoaminoxidase (MAO), nén sinh kha dung cua thube chi dat
khoang < 38%. Phenylephrin bi chuyén héa & gan va rut béi enzym MAO nho phan img oxy héa
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khir amin va phan tng lién hop véi acid glucuronic. Phenylephrin duoc thai trir qua than chu yéu &
dang chua bi chuyén héa. Thoi gian ban thai T 1/2 khoang 5 phut va T 1/2 khoang 2 — 3 gio.
Dextromethorphan hydrobromid dugc hap thu nhanh qua dudng tiéu hoa va thude c6 tac dung trong
vong 15 — 30 phit sau khi ubng, kéo dai khoang 6-8 gio. Thube duoc chuyén héa & gan va bai tiét
qua nudc tiéu dudi dang khong dbi va cac chat chuyén hoa demethyl, trong sé d6 c6 dextrophan
cling ¢6 tadc dung giam ho nhe.
Clorpheniramin maleat hap thu tot sau khi uéng va thudc hién dién trong huyét twong trong vong
30-60 phut. Nong do dinh huyét tuong dat duoc trong khoang 2,5-6 gior sau khi uéng. Sinh kha dung
thap, dat 25-50%. Khoang 70% thudc trong tuan hoan lién két véi protein huyét twong. Thé tich
phan b khoang 2,5-3,2 lit/kg (ngudi 16n) va 3,8 lit/kg (tré em). Clorpheniramin maleat chuyén hoa
nhanh va nhiéu, cac chat chuyén héa gdbm c6 desmethyl-didesmethyl-clorpheniramin va mot sé chét
chwa duoc xac dinh, mot hodc nhiéu chét trong s6 d6 c¢6 hoat tinh. Thude duoc bai tiét chu yéu qua
nude tiéu dudi dang khong ddi hoac chuyén hoa, su bai tiét phu thudc vao pH va luu lugng nudce
tiéu. Chi mot luong nho duge thiy trong phan. Thoi gian ban thai 1a 12-43 gid (ngudi 16n) va 5,2-
23,1 gio (tré em), & nguoi bénh suy than man, kéo dai téi 280-330 gio.

. CHI PINH:
Diéu trj da tridu chimg cam cim nhu:
- Sbt, nhic dau, cac con dau nhe
- Hit hoi, chay mili, nghet miii
- Ho, dau hong

. CACH DUNG, LIEU DUNG:
Cich ding: Thubc ding duong udng.
Liéu ding:
Tré em dudi 4 tuoi: Khong sir dung.
Tré em tir 4 dén 5 tuoi: Khong sir dung trir khi ¢6 chi dinh ctia bac s.
Tré em tir 6 dén 11 tuéi: Udng 10 ml, cach mdi 4 gio. Khong dung qua 50 ml/24 gio.

. CHONG CHI PINH:
—  Quéa mAn véi bét ky thanh phan nao cua thudc;
—  Pang sir dung céc thude khéc c6 chira acetaminophen;
—  Pang ding cac thudc trc ché enzym monoaminoxydase (MAOI) hodc trong vong 2 tuan sau khi

ngung str dung cac thudc MAOI;

— Bénh mach vanh va ting huyét 4p nghiém trong, ting huyét 4p niang khong kiém soat;
—  Thiéu hut glucose-6-phosphat dehydrogenase;
— Suy gan n3ng, viém gan; viém gan hoat dong;
— Tang nhan ap gdoc dong; phi dai tuyén tién liét; viém tuy cap; giam oxy md va mau;
—  Tic nghén cb bang quang, bi tiéu;
— Loét, hep da day; tic nghén da day, rudt;
—  Téc nghén phdi man tinh;
— Téo bén man tinh;
—  Tré em dudi 4 tudi.

6.LUU Y VA THAN TRONG:
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Thén trong va cinh bio dic biét khi sir dung thudc chira hoat chit acetaminophen: Béc s§ cin

canh bao bénh nhan vé cac ddu hiéu cua phan Ung trén da nghiém trong nhu hdi ching Steven-

Johnson (SJS), chl'm’g hoai tir biéu bi nhim doc (TEN), hay hoi chimg Lyell, hdi chimg ngoai ban

mun mu toan than cap tinh (AGEP).

Str dung qué liéu acetaminophen c6 thé gdy ton thuong gan nghiém trong (c6 thé gay chét). Nguoi

I6n khong nén sir dung qué 4g acetaminophen mét ngay. Ngudi méc cac bénh vé gan va tré em nén

stir dung liéu thap hon.

Nguoi Iom tudi trén 60 tudi:

Tim mach - Nguoi cao tudi nhay cam hon véi nhip tim nhanh va cac tac dung ting huyét dp. C6 thé

lam trdm trong thém chimg thiéu niang dong mach vanh.

Niéu - Sinh duc - c6 thé gdy bi tiéu. TSt nhat tranh ¢ nhimg bénh nhan bj bi duong tidu vi bat ky

nguyén nhan nao. Than kinh/ T4m than - C6 thé lam trdm trong thém su suy giam nhan thirc & mot

s6 ngudi cao tudi mic ching sa sut tri tué. Nguy co mat ngu.

Téc dung khang cholinergic ¢6 thé gy budn ngu, 1am trim trong thém suy giam nhan thirc va lam

tang nguy co té nga. Thudc khang histamin khong budn ngu dugc ua thich hon.

Tiéu héa — ¢6 thé gy ra hoac lam trdm trong thém tdo bon ton tai trude dé.

Gan - Ngudi cao tudi d& bi nhiém doc gan hon. Can tudn thu chat ché véi lidu tdi da hang ngay 1a

3000 mg.

Tré em: khong dung cho tré em duéi 4 tudi. DSi véi tré em dudi 6 tudi nén can nhéc loi ich — nguy

co

Thudc nay c6 chira:

o Sorbitol va sucralose. Bénh nhan c6 van dé vé di truyén hiém gap khong dung nap galactose,
khong dung nap fructose, hodc kém hdp thu glucose-galactose khong nén dung thudc nay.

e Sunset yellow va allura red, c6 thé gay phan tmg di img.

Thoi ky mang thai: Dir liéu khong day du; nguy co tré so sinh co giat; tranh ding trong 3 thang

cudi thai ky. Bang chimg vé di tat; ¢ thé 1am giam luu lugng mau tir cung gy thiéu oxy cua thai

nhi. Vi vdy, thudc nay chi nén dung khi cén thiét.

Thoi ky cho con bii: Thube nay cé thé di vao sira me va c6 thé ¢6 tac dung khong mong mudn dbi

vdi tré so sinh bu me, c6 thé gay an than va tic ché me cho con bu.

Anh hwong ciia thude ddi véi cong viée: Thudc nay co thé khién ban chong miat hodc budn ngu

hodc gdy ra mo thi luc. Khong 1ai xe, st dung may mdc, hodc lam bét ctr hoat dong nao doi hoi su

canh giac hodc can tdm nhin rd cho dén khi chéc chén réng ban c6 thé thuc hién cac hoat dong nhu

vdy mot cach an toan. Tranh d6 udng c6 con.

7. TUONG TAC THUOC:

— Tbc @6 hap thu cua acetaminophen c6 thé dugc ting 1én béi cac thude lam giam nhu dong rudt
nhu metoclopramid hodc domperidon va hip thu giam béi colestyramin.

— Khoéng ding chung véi céc thude tre ché enzym monoaminoxydase (IMAO) hodc trong vong 2
tudn sau khi ngung dung cac thuéc IMAO do twong tic v&i phenylephrin lam ting téc dung
cudng giao cam, gy doc (gidng nhu dung qué lidu).

— Thubc ubng chéng dong mau: Udng dai ngiy liéu cao acetaminophen lam ting nhe tac dung
chbng dong ctia coumarin va dan chét indandion.

— Ubng ruou qua nhiéu va dai ngay lam ting nguy co gy doc cho gan clia acetaminophen.
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— Céc thude chdng co giat (gdm phenytoin, barbiturat, carbamazepin), isoniazid, thudc chbng lao
¢6 thé 1am tang doc tinh ciia acetaminophen trén gan.

— Phentolamin va thubc chen -adrenergic, cdc phenothiazin (nhu clorpromazin): Tac dung ting
huyét 4p cta phenylephrin s& giam.

— Thudc trg sinh (oxytocin): Khi phdi hop phenylephrin hydroclorid (mét thuéc gdy tang huyét ap)
v6i thude trg sinh, tac dung ting huyét ap s& tiang Ién.

— Dung dong thoi phenylephrin véi cac amin c6 téc dung gidng than kinh giao cam c6 thé 1am gia
ting c4c tac dung khong mong mudn vé tim mach.

— Thubc mé: Phéi hop phenylephrin hydroclorid v&i thuéc mé 1a hydrocarbon halogen héa (vi du
cyclopropan) l1am ting kich thich tim va c6 thé gay loan nhip tim.

— Phenylephrin ¢6 thé 1am giam hiéu luc cta cac thudc chen beta va céc thube chéng tang huyét ap
(bao gdm debrisoquin, guanethidin, reserpin, methyldopa). Rui ro vé ting huyét ap va céc tac
dung khong mong mudn vé tim mach c6 thé dugc gia ting.

— Thudc chéng trdm cam ba vong (amitriptylin, imipramin): C6 thé 1am ting céc tac dung khong
mong mudn vé tim mach cua phenylephrin.

— Dung dong thoi phenylephrin véi alcaloid ndm cua ga (ergotamin va methylsergid): Lam tang
ngd doc nim cua ga.

— Dung dong thoi phenylephrin véi digoxin: Lam ting rui ro nhip dép tim khong binh thuong hoic
dau tim.

— Dung dong thoi phenylephrin véi atropin s& phong bé tic dung chim nhip tim phan xa do

phenylephrin gay ra.
— Ruou hodc céc thude an than gdy ngii ¢6 thé lam ting tac dung irc ché hé than kinh trung wong 2
cua clorpheniramin. ﬁ
— Clorpheniramin trc ché chuyén héa phenytoin va c6 thé dn dén ngd doc phenytoin. ¥
— Céc thubc e ché CYP3A4 nhu: Dasatinib, pramilintid 1am ting ndng d¢ hodc tic dung cua ’;;
clorpheniramin. /q
— Thudc 1am giam tac dung ciia cac chét tc ché cholinesterase va betahistidin. P
— Dung ddng thoi dextromethorphan véi cac thude tre ché than kinh trung wong c6 thé tang cudng
tac dung trc ché than kinh trung uvong ctia nhirng thudc nay. %

— Quinidin trc ché cytochrom Py4so 2D6, 1am ting ndng do dextromethorphan trong huyét thanh va
tang cac tac dung khong mong muén ciia dextromethorphan.
— Thubc nay c6 thé gay anh hudng nhat dinh dén cac xét nghiém trong phong thi nghiém (bao gom
xét nghiém nudc tiéu 5-HIAA)
8. TAC DUNG KHONG MONG MUON:
Phan (g da nghiém trong nhu hoi chimg Stevens-Johnson, hdi ching Lyell, hoai tir biéu bi nhiém
doc, mun mu ban do toan than cip tuy hiém xay ra, nhung c6 kha ning gay tir vong. Néu thy xuét
hién ban hodc cac biéu hién khac vé da, phai ngirng dung thudc va thim kham bac sJ.
— Thuong gap, ADR > 1/100
Thén kinh trung wong: Kich dong than kinh, bon chén, lo au, khé ngu, ngudi yéu mét, dau trudc
nguc, run rdy, di cam dau chi, trc ché hé than kinh trung vong: Ngu tir ngu nhe dén ngu sau, mét
moi, chdng mat, mat phéi hgp dong tac. Nhirc dau, rdi loan tdm than — van dong.
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Téc dung khang muscarin: Kho miéng, dom dic, nhin mo, bi tiéu tién, tdo bon, tang trao nguoc da
day.
Tim mach: Tang huyét 4p, nhip tim nhanh.
Tiéu héa: Budn nén.
Da: Nhot nhat, tring béch, cam giac lanh da, dung long téc. Bo bung.
Toan than: Mét moéi, chong mat.
— It gap, 1/1000 < ADR < 1/100
Thén kinh: Con hung phén, a0 giac, hoang tudng.
Tim mach: Téang huyét ap kem phu phéi, loan nhip tim, nhip tim cham, co mach ngoai vi va noi tang
lam giam tudi mau cho cic co quan nay, danh tréng nguc.
Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cau, giam bach cau), thiéu
mau.
Tiéu hoa: Budn nédn, ndn, tiéu chay, dau ving thuong vi.
Ho6 hap: Suy hé hap.
Than: Bénh thén, djc tinh than khi lam dung dai ngay.
Da: Ban, hoai tir hodc tréc vay, phan tmg man cam (co thit phé quan, phu mach va phan vé), ndi
may day.
— Hiém gap, ADR < 1/1000
Tim mach: Viém co tim thanh 6, xut huyét dudi mang ngoai tim.
Huyét hoc: Mét bach cau hat, giam bach cau, thiéu mau tan huyét, giam tiéu cau.
Da: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhiém doc, hoi chung Lyell, ngoai ban mun mu
toan than cép tinh.
Khéc: Phan tmg qua man, co giat, vd mo héi, dau co, di cam, tac dung ngoai thap, rbi loan gidc ngu
tram cam, 14 I4n, U tai, ha huyét ap, rung toc.
9. QUA LIEU VA XU TRi: \
Triéu chimg: budn ndn, ndn, an mat ngon, d6 md hoi, dau da day / dau bung, mét moi cuc d(f),:‘ fc
dong, nham 1an, do bung, 4o giac, vang mit / da, nude tiéu dam, dong kinh. O tré em, su phén '
c6 thé xay ra trudc, va sau d6 c6 thé: mét phdi hop, budn ngu, mat y thirc, dong kinh.

Cach xuw tri:
Diéu tri hd trg va didu tri triéu chung.
Cén chu y dac biét dén chirc ning gan, than, ho hip, tim, can bing nudc va dién giai.
Diéu tri qua liéu acetaminophen bang than hoat tinh nén duoc can nhic néu ding qua lidu trong 1
gio. Nong do paracetamol trong huyet tuong nén duoc do lic 4 gio hodc tré hon sau khi uéng (nong
do truorc d6 1a khong tin cdy). Piéu tri véi N- acetylcystem ¢6 thé duge sir dung 1én den 24 glo sau
khi ung paracetamol, tuy nhién, hiéu qua bao vé ti da la trong vong 8 gid sau khi uéng. Néu ca
bénh nhan nen dugce tiém tinh mach N-acetylcystein theo liéu trinh da duoc thiét 1ap. Néu non mi
khong 1a vin d&, methionin ding udng c6 thé 1a lya chon thich hop cho cic viing siu viing xa, belﬁl
vién bén ngoai. Cach xtr tri di voi bénh nhan c6 biéu hién suy giam chirc ning gan nghiém trong
qué 24 gid sau khi udng thudc can duorc thao luan véi chuyén khoa gan.

10. CAC DAU HIEU CAN LUU Y EN CAO:
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