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B( Thudc ban theo don

AMEFLU°NIGHT TIME

Vién nén bao phim

THANH PHAN: M3i vién nén bao phim chifa:
Hoat chét: Acetaminophen .500 mg Phenylephrin HCI.......
Dextromethorphan HBr.........15 mg - Clorpheniramin maleat....

T4 dugc: Tinh bot ngd, tinh bot tién hd héa, povidon K30, natri starch glycolat, talc,

magnesi stearat, colloidal silicon dioxyd, acid citric khan, opadry Il blue.

Mo TA SAN PHAM: Vién nén bao phim, hinh thuén dai, mau xanh Ig, trén hai mat

vién ¢6 in “ AMEFLU @ ” mau den. :

DUUC LUC HOC: NIGHT TIME

Acetaminophen 12 chat chuy&n héa cé hoat tinh clia phenacetin, c6 tic dung gidm dau

bing céch ngdn chn sy phat sinh xung dong gay dau & ngoai vi. Thudc co tac dung ha

s6t béng cach (ic ché trung khu diéu nhigt vung du6i doi.

Phenylephrin hydrochlorid 1 thudc giong thdn kinh giao cdm c6 tac dung tryc ti€p 18n cac

thy thé alpha, adrenergic, gay co mach, gidm sung huy&t miii va xoang.

Dextromethorphan hydrobromid 1a thuGc gidm ho, téc dung I&n trung tdm ho & hanh tly.

Thudc khdng c6 tic dung gidm dau va it tac dung an than.

Clorpheniramin maleat 1a thudc khéng histamin th& h& thi nht. Thudc canh tranh véi

histamin tai cac thy thé histamin H1 trén céc t& bao tic dong & dudng tiéu hoa, mach méu

va dudng ho hap. Hidu qud an thdn clia thudc tuong déi yéu khi so véi cac thudc khang
histamin thé hé thir nhat khac.

pugc BONG HOC:

Acetaminophen duge hap-thu nhanh tif dudng tiéu hoa véi ndng do dinh trong-huyét tuong dat

duge khodng 30 - 60 phut sau khi ubng. Acetaminophen dugc phan bd trong hdu hét trong cac

md clia cd the. Acetaminoghen qua nhau thai va hién dign trong siia me. Gan két vdi protein

huyét tuong khdng dang k& véi ndng do diéu trj thong thuding nhung gin két sé ting khi nong

do tang. Thoi gian ban hily clia acetaminophen thay d6i tif khodng 1 d&n 3 giti. Acetaminophen
dugc chuy&n héa chii y&u 6 gan va bai tiét trong nudc tiéu chii yéu dudi dang lién hgp glucuronid

(60 - 80%) va lién hop sulphat (20 - 30%). Du6i 5% dugc bai tiét du6i dang acetaminophen

khong déi. Mat phdn nho (dudi 4%) dugc ch\;fén héa thong qua hé théng cytochrom P450.

Phenylephrin hydrochlorid dugc hdp thu bat thubng qua dudng tiéu hda va trdi qua qua

trinh chuyén hda giai doan ddu & rudt va gan nhd men monoamine oxidase. Phenylephrin

dugc théi trir gdn nhu hoan toan qua nudc tiéu.

Dextromethorphan hydrobromid dugc hdp thu nhanh qua dubng tidu hoa va thudc co tic

dung trong vong 15 - 30 phiit sau khi ung, kéo dai khoang 6 - 8 gid. Thuc dugc chuyén

héa & gan va bai xudt qua nudc tiéu duci dang khong ddi va cac chat chuyén héa demethyl
bao gdm dextrophan, ma ciing c6 tic dung gidm ho.

Clorpheniramin maleat hdp thu t6t khi udng va thudc xudt hién trong huyét tuong trong

vong 30 - 60 phat. Néng dd dinh huy8t tuong dat dugc trong khodng 2,5 - 6 git sau khi

ubng. Kha dung sinh hoc khoéng 25 - 50%. Khodng 70% thudc trong tudn hon lién két vdi

protein. Clorpheniramin chuyén h6a nhanh va nhiéu, cac chat chuy&n hoa gdm c6 desmethyl-

didesmethyl-clorpheniramin va mot s6 chat chua dugc xéc dinh. Thudc dugc bai tigt chi yéu
qua nuc tidu duti dang khong ddi hodc chuy&n héa. Chi mot lugng nhd dugc thy trong phan.

Thoi gian ban hily 1a 12 - 15 git va 6 ngudi bénh suy than man, kéo dai tdi 280 - 330 gid.

CHI DINH: Lam gidam tam thdi cac tridu chiing cdm lanh thdng thudng: Céc con dau, nhic

d4u, dau hong, sung huy8t miii (nghet mii), ho, chay mili, hdt hoi va s6t.

LIEU LUGNG VA CACH DUNG: Nguoi dn va tré em tir 12 tudi trd ém: UGng 1 vién, cach

mdi 4 - 6 giv, khéng dung qua 8 vién trong 24 gid.

CHONG CHI DINH: .

-_Bgénh nhan dugc biét qud_man v6i bat ky thanh phan nao cla thude.—

- Bénh nhan dang dung céc thudc IMAO (xem phan Tuong tac thudc).

Bénh nhan c6 b&nh mach vanh va cao huyét 4p ning.

Tang nhan ap goc hep.

Phi dai tuyén tién ligt.

Pang con hen cép.

- T4c nghén c6 bang quang.

- Loét da day, hep tdc mon vj - ta trang.

- Tré em dudi 6 tudi.

Thén trong va canh béo dic biét khi sit dung thudc chira hoat chat acetaminophen:

- Béc s cdn canh béo bénh nhan vé cc ddu hiéu clia phan Ung trén da nghiém trong
nhu hi chiting Steven-Johnson (SJS), hdi chling hoai tif da nhiém doc (TEN), hay hgi
chitng Lyell, hoi chitng ngoai ban myn mi todn than cAp tinh (AGEP).

LUU Y VA THAN TRONG:

- Phén (ng phy nghiém trong trén da mac du ti 18 mdc phai 1a khdng cao nhung nghiém
trong, tham chi de doa tinh mang bao gdm hoi chiing Steven-Johnson (SJS), hdi chiing hoai
tlf da nhiém dgc: Toxic epidermal necrolysis (TEN) hay hoi chiing Lyell, hgi chiing ngoai ban
mun mi toan than cp tinh: Acute generalized exanthematous pustulosis (AGEP).

- Triéu chitng clia céc hgi chitng néu trén dugc mo ta nhu sau:

+ Hoi ching Steven-Johnson (SJS): La dj dng thudc thé bong nudc, bong nutc khu tri
& quanh céac hdc ty nhién: Mat, mii, miéng, tai, bd phan sinh dyc va hdu mén. Ngoai
ra co thé kem st cao, vim phdi, réi loan chifc ning gan, than. Chdn dodn hdi chiing
Steven-Johnson (SJS) khi c6 it nht 2 héc ty nhién bj tdn thuong.

+ Hoi chiing da nhiém doc (TEN): La thé di ing thudc ning nhét, gém:

0 Cac t6n thuong da dang & da: Ban dang sGi, ban dang tinh héng nhigt, héng ban
hoic c4c bong nuic biing nhiing, cdc tén thuong nhanh chéng lan tda khdp ngudi.

0 Tdn thuong niém mac mat: Viém gidc mac, viém k&t mac md, loét gidc mac.

0 Tén thuong niém mac duding tiéu héa: Viém miéng, trgt niém mac miéng, loét hdu,
hgng thyc quan, da day, rudt.

0 Tén thudng niém mac dudng sinh duc, tiét niéu.

0 Ngoai ra con c6 céc trigu chitng todn than trdm trong nhu s6t, xudt huyét duting tidu
hda, viém phéi, viém cdu than, viém gan... ty I8 tif vong cao 15 - 30%.

+ Hoi chiing ngoai ban myn mi toan than cdp tinh (AGEP): Myn mi vd tring nhé phat
sinh trén nén héng ban lan rong. Tén thuong thudng xudt hign & cac nép gdp nhu nach,
ben va mit, sau d6 c6 thé lan rong toan than. Tridu chiing toan than thuting cé la sét,
xét nghiém mau bach cdu trung tinh ting cao.

- Khi phat hién nhiing ddu hiéu phat ban trén da ddu tién hoic bt ky dau higu phan (ng
qué man nao khac, bénh nhan cin phai ngiing si dung thudc. Ngudi da tling bj cac phan
{ing trén da nghiém trong do acetaminophen gay ra thi khong dugc ding thuc tré lai
va khi d&n kham chifa bénh cdn phai thdng bao cho nhan vién y t& biét vg van dé nay.

Tham khao y kién béc si néu ban c6 bénh:

- Bénh gan, bénh tim, huy&t 4p cao, bénh tuyén gidp, tiéu duting.

- Tiéu kho do phi dai tuyén tién liét.

« Chiing ho kéo dai hay ho man tinh nhu ho do hit thudc |4, b&nh hen, hoic khi thiing.

. Chl’mag ho kém vdi tiét dam (chat nhayé) qua mifc.

+ (6 vdn dé & dudng hd h&p nhu khi phé thiing hay viém phé& quan man tinh.

« Téng nhan ap.

Th%n trong khi diing sin phdm nay:

« O ngudi suy gan, suy than va nghién rugu. Ngudi bj phenylceton- nigu, ngudi cao tudi, bénh

cudng giap, nhip tim cham, bénh cd tim, xd cling dong mach nang, dai thao dudng typ 1.

DOi khi ¢o phan (ng da gdm ban dét sin ngifa va may day, phu thanh quén, phu mach.

Thudc c6 thé gay kich thich, dic biét & tré em.

Thudc gay buon ngil.

Rugu, céc thudc gidm dau va an thdn c6 thé 1am ting tac dung gy budn ngi.

« Tranh dung cac thic udng c6 chita cdn khi dang dung thudc nay.

+ Khdng dung vdi céc thudc khic c6 chifa acetaminophen.

Ngung dung thudc va tham khao § kign béc si néu:

Cam gidc bdn chdn, chong mat hodc mat ngl.

Con dau, sung huy&t miii hoic ho ndng hon hodc kéo dai hon 7 ngay.

S6t ndng hon hodc kéo dai hon 3 ngay.

D0 da hoic sung phu.

C6 cac triéu ching m6i.

« Ho tai phat hodc c6 kém theo s6t, phat ban da hodc nhic ddu kéo dai.

Day c6 thé 1a ddu hiéu clia bénh Iy trdm trong hon.

Thdi ky mang thai hodc cho con bii: N&n tham kh&o y kign bac ST trudc khi duing thudc nay.

Téc dgng cia thudc khi 1ai xe va van hanh may méc: Dung than trong khi dang lai xe

hay van hanh méy moéc.

TAC DUNG KHONG MONG MUON: Thudc co thé gay budn ngd.

- Thidng gap, ADR > 1/100: Kich dong thdn kinh, bén chdn, lo u, ngudi y&u mét, chodng

vang, dau ngyc, run ry, da nhot nhat, mét mdi, chéng mt, budn ndn, do bimg, kho miéng.

It gap, 1/1000 < ADR < 1/100: Bubn ndn, non, thifu mau, bénh than, tang huyét ap

kem phi phdi, loan tao méu (gidm bach cdu trung tinh, giam tiéu cdu, gidm toan thé

huygt cdu), loan nhip tim, nhip tim nhanh, co mach ngoai vi va ngi tang. Suy ho hép,

hung phan, 4o gidc, hoang tudng. ~

- Hiém gap, ADR < 1/1000: Phé&t ban, may day, viém cd tim, rGi loan tiéu hoa, hanh vi
ky quic, tc ché than kinh trung uong. Thudc c6 thé gdy hung phan, dic biét & tré em.

Théng bao cho béc sT nhitng téc dyng khdng mong mudn gap phai khi sit dung thudc.

TUONG TAC THUGC:
- Khong dung thuc nay néu ban dang dung céc thudc dc ché men monoaminoxydase
(IMAQ) (mot vai thudc diéu tri trdm cam, bénh Iy tm thdn hay cdm xic, hodc bénh
Parkinson) hoac trong vong 2 tudn sau khi ngung diing cac thudc IMAO. N&u ban khong
biét rd réng thudc dang dung theo don bac si co chita IMAO hay khong, phai tham khao
¥ kign clia bac sT hodc dugc sT truéc khi dung thudc nay.
C4c thudc chdng co giat (gdm phenytoin, barbiturat, carbamazepin), isoniazid c6 th§ lam
tang dc tinh cla acetaminophen trén gan.
- Dung ddng thi phenylephrin véi cac amin c¢6 téc dyng giong than kinh giao c&m c6 thé
lam gia ting c4c tic dung khéng mong mudn vé tim mach.
Phenylephrin c6 thé lam giam higu lyc clia cac thudc chen beta va cdc thudc chdng tan
huyét &p (bao gém debrisoquin, guanethidin, reserpin, methyldopa). Ri ro vé ting huyét
dp va céc tac dung khong mong mudn vé tim mach c6 thé dugc gia tang.
- Thudc chdng trdm cam ba vong (amitriptylin, imipramin): C6 thé lam tdng cac tic dung
khong mong mudn vé tim mach clia phenylephrin.
- Dung déng thdi phenylephrin vdi alcaloid ndm cya ga (ergotamin va methylsergid): Lam
tdng ngd doc ndm cuya ga. ;
- Dung dong thdi phenylephrin véi digoxin: Lam tang rli ro nhip dap tim khong binh
thudng hodc dau tim.
- Dung déng thdi phenylephrin véi atropin s& phong bé tac dung chdam nhip tim phan
xa do phenylephrin gdy ra.
- Ethanol hodc céc thudc an thin gdy ngil c6 thé lam ting tic dung (c ché hg thdn kinh
trung uong clia clorpheniramin. =i
- Clorpheniramin (ic ch& chuyén h6a phenytoin va co thé dan d&n ngd doc phenytoin.
QuA LIEU VA XU TRi: — ; = =T
Acetaminophen:
Trigu chiing: Bubn ndn, non va dau bung (xay ra trong vong 24 gidy sau khi ung). Sau 24
gid, tridu ching c6 thé bao gém cing dau ha sudn phai, thudng cho biét sy phat trién clia
hoai tif gan. Tgn thuong gan nhiéu nhét trong khoang 3 - 4 ngay sau khi udng thudc qua
lidu ding va c6 thé din dén bénh ndo, xudt huyét, ha dudng huyét, ph ndo va tif vong.
Céch xi tri: Thy thudc vao ndng do trong huyét tuong. Acetylcystein béo vé gan néu dung
trong khodng 24 gio ké tif khi qué liéu acetaminophen (hiu qud nhdt néu dung trong
khodng 8 gi0). Liéu udng déu tién 1a 140 mg/kg (liu tai), sau do cho tiép 17 liéu nita, mdi
liéu 70 mg/kg céch nhau 4 gio mot 14n. Than hoat hodc rifa da day c6 thé dugc thyc hién
dé gidm sy hdp thu clia acetaminophen.
Phenylephrin:
Triéu ching: Tang huyét 4p, nhiic ddu, con co giat, xuét huy8t ndo, dnh trong nguc,
nhip tim chdm. %
Cdch xir tri: Nén diéu trj tridu chiing va ho trg.
Dextromethorphan:
Triéu chung: Bubn ndn, non, budn ngll, nhin md, rung giat nhan cdu, bi tiéu tién, trang
thai t& mé, 4o gi4c, mat diéu hoa, suy hd hdp va co giat.
Céch xit tri: Digu tri h& trg va diéu tri trigu chiing. C6 thé ding naloxon 2 mg tiém tinh
mach, diing I3p lai néu cén.
Clorpheniramin:
Trigu ching: Lidu gy chét clia clorpheniramin khodng 20 - 50 mg/kg thé trong. Nhiing
tridu ching va d4u hiéu qua liéu bao gém an thdn, kich thich nghich thudng hg thdn kinh
trung uong, loan tdm thédn, con dong kinh, ngling thd, co giat, téc dung khang acetylcholin,
phan (ng loan truong lyc, tryy tim mach va loan nhip.
C4ch xi tri Rifa da day hodc gy non bing sird ipecacuanha. Sau do, cho dung than hoat
va thudc tdy dé han ché hap thu.
Khi gdp ha huy8t 4p va loan nhip, cdn dugc didu trj tich cuc. C6 thé diéu tri co giat béng
tiém finh mach diazepam hodc phenytoin. C6 thé phai truy8n mau trong nhiing ca nang.
C4n chd y dic biét dén chiic nang gan, than, ho hap, tim, can bing nutc va dign giai.
Trong trréng hgp diing qua lidu, phai lién hé ngay béc si hay dén bénh vién gén nhat.
TRINH BAY: Vi 10 vién, hop 1 vi hodc hop 10 vi.
BAD QUAN: O nhigt do dudi 30°C, noi kho réo, tranh &nh séng.
HAN DUNG: 36 thang ké tif ngay sén xuat. Khong dung thudc khi qué han st dung.
NGAY XET LAI T HUGNG DAN SU DUNG: 12/07/2017
DE XA TAM TAY TRE EM :
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHI BINH ot
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si
Nha sén xuét:
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