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:l?SCANTHEM THONG TIN XIN HOI Y KIEN BAC SY

DE XA TAM TAY CUA TRE EM
TIFFY DEY
Thanh phiin:
Hoat cht: M3i vién nén chira;
Paracetamol 500 mg
Chlorpheniramin maleat 2mg

Phenylephrin HCI 10mg
Td durpre: Pregelatinized starch, Povidone K-90, Natri Starch Glycolate, Magnesi Stearate, Tartrazine dye.
Dgng haio ché ciia thubc: Viénnén .
Chi djnh: Lim gidm céc triéu chimg cim thdng thudmg nh: nghet mii, sd mili, hit hoi, nhire diu va sét.
Litu ding va céch ding:
Nguoi I6m: Ubng mi lan tir 1-2 vién, 4 -6 gio-mi ln.
Tréem tir 6-12 udi: Ubng mi ldn 1 vién, 4-6 girmi An.
Chéngchidjnh:
TIFFY DEY khéng diing cho tré em dudi 6 tudi.

M#n cAm véi Paracetamol hay bét cir thanh phiin ndo ciia thufc.

Mgncémvalhﬁ:khéng histamin, tré sorsinh, tré dé non, phyunit cho conbi, bénh glaucom géc hep, loét dwong tiéu
héa, phi dai tuyén tién ligt, bénh hen suyén, tic cd bang quang, thc mon vi-ti trdng, bénh nhén dang sir dung thubc e
ché monoamine oxidase (IMAO).

Cbo‘n; gchidinhdgivéibénh nihén mén cém véi thudc, bénh nhén cao huyét &p nfing hay ¢6 bénh nhip nhanh tim thét.
Néu ding cho bénh nhén bj viém gan hay viém tuy cép c6 thé lam ting chimg Ihigxm&ucucbééwylnygan.
Phenylephrin HCI khong ding cho bénh nhén c6 bénh huyét khdi ngoai bién hay mach ming treo rugt boi vi chimg
thiéu méu cye b{ ¢6 thé b ting 1én va dién tich tn thuong bj mérong. Trong truémg hop ding chung véi thude gay 18
tai chd, Phenylephrin HCI khdng dugc ding tai cic viing & ngon tay, ngén chén, tai, mili va co quan sinh duc ngoai.
Téc dung khéng mong mubn;

Paracetamol:

Paracetamol sit dyng theo chi dén hiém khi giy ngd déc hodic cdc img phy Bm trong,

Ctie bénh vé méu: Thiéumau, gi mnd?mmmummmﬂém&chﬁéudn.
Phén img qué mén: Phit ban, ndi mé day, sbt.

Cécphmﬁ;:gpyukhﬂc:g_iamglmmau.vmd&

Téc dyng khéng mong mubn ctia chlorpheniramin maleat khéc nhau vé mire 45 va pham vi dnh hudng, mic dit
déc hiém khi xay ra. M&i bénh nhén cé tinh mén cdm khéc nhau d6i véi cdc téc dung khéng mong
cliacicthude ndy va cdctic d nﬁycémébiéumﬁ:mﬁépmcaiéuui.mmmmﬁ,uslmaug ihop
vﬁyéuwcﬂn%:bﬂléxﬁyra.wzjgmmwibenhnhh,ucdungmmﬁnmnhienbiénmltmkhidungm khing
histamin tir2 dén 3 ngay.

mmhmm,yﬁmmmwmmvimmdﬁmm try hé hip, xanh xao,
nhot nhat. Thong béo cho bic s1vé nhimg tic dung khdng mong muén gip phai khi sir dyng thube.

Cinh bdio va thiin trong:

Cinh bdo

Suyﬁch&clﬂnggm: Nhifm dée gan va suy gan nfing x4y ra & nhilng bénh nhan nghién rirgu kinh nién khi diing
thube & liéu diéu trj. Ddc tinh trén gan 14 do anh hwdng cim irng men gan dfin dén ting sy t2o thanh céc chit chuyén
héa déc hai, hodc do gidm lreng glutathion 13 chét két hop véi cdc chit chuyén héa ¢ hai. Lidu an todn cho nhimg
bénhnhén nay chwa duge xéc dinh, Canh béo cho nguéi nghién nrgu kinh nién la khong ding qua 2 g mt ngay.

Bénhwgh&ﬁrl%ichung,cicchﬁkhh histamin khéng duge chi dinh dé didu trj lam gidm triéu chimg cia cic
bénh dwémg hé héip dudi nhu bénh hen suyén, do the dung khng cholinergic cta chiing ¢6 thé 1am dic dich tiét vi khd
long ddm. Tuy nhién, mét vainghién ctru chi raring céc chit khing histamin c6thé an toan cho bénh nhén hensuy&n
i chimg viém mi kinh nién.

An than, izc ché than kinh trung wong: Trinh ding chung véi céc thue an thén va ire ché thin kinh trung uong ¢bénh
nhén cé tién si ngimg thorkhi ngd. :

Phdn img df timg: Phin émg qua mén c6 thé xdy ra, bt cir biéu hién di img thudc ndo cling o6 thé xay ra. Phai c6 ngay
epinephrin 1:1000 &é cAp ciru. Tham kho céch xir1y khi bj dj tmg céiptinh.
mgid:m&khlnghjmnﬁnoﬁlhégﬂymchéngmil,ngﬁ.hphuyétﬁpvﬂlﬁnl&ndngnﬂip’i(lbﬂiégjhliéu

Phy i c6 thai: MGt vai trdmg hgp lién quan téi di 1ét 83 duge phéthién, tuy nhién chua cd ¥ nghia lim sang. Sir dung
Chlorpheniramin maleat khi tht sy cén thiét va khi di can nhéic gitra 1i ich mang lai vA nguy co c6 thé gip phai cho
bao thai. Khang sit dung trong thér gian 3 théng cudi thai ky. Tré sorsinh va tré dé thiéu thang cb thé ggp phan img
nghiém trong (nhw co gidt,...).

Phy nitcho con bii: Sy c6 mitcia thubc histamin trong sita me chira duge béo cdo.

Tré em: Quéliéu khéng histamin c6 thé gy do gic, co gidt v tir vong & tré em. Céc thubc ndy c6 thé giy mét
tri. Nguge Iai, d6i v6i tré so sinh 6 thé gay kich thich.

Diing Phenylephrin HCI cho bénh nhén vo cudi thai ky hay sép sinh c6 thé gdy giam oxy ciia thai vi 1am chim nhip
tim thai nhi vi 1am co tir cung vi gidm tbc 4§ mau hru théng trong tir cung. Néu thude lim ting huyét &p dugc ding
ciing véi thube thiic dé thi higu qua ting huyét 4p tang 1én va c6 thé cb cc phin img 6 hgitrim trong. ot
Céc nghién ciru trén sinh sén & 4Gng vt chura duge thyc hién ddi véi Phenylephrin HC, cfing nhw chwa biét chic rang
Phenylephrin HCl ¢6 géy anh hudng xAu t¢i bo thai hay khng khi ngudi me mang thai uéng thubc nay.
Phenylephrin HCI chi nén ding cho phy nit mang thai khi thyrc s cén thiét, va khi 8 cn nhiic gitia lgi ich chira bénh
vaimchud&ivmguu:fwbaom_anaénmymai&nn&mammhammmmm&wm
phai ding thit thin trong doi véi phy nircho con bi.

Thén trong

Nﬁcammquauﬁmnmmsakdmmuéc.nhcammmmsémm tiép tyc sét thi c6 thé bénh dd
niing. Néu con dau kéo dii hon 5 ngay, va khép viém viin cdn dé & tré dudi 12 wéi, cin tham khio § kién cia thiy
thude ngay Igp tie.
- Phan img phy nghiém trong trén da miic du ti 18 mée phai 14 khong cao nhung nghiém trong, thim chi de dga tinh
mgng bao gdm hi chimg Steven-Jonhson (SJS), héi chimg hoai tir da nhiém déc: toxic cpidermal necrolysis (TEN)
?:’(Ei Iéé; chimg Lyell, hji chimg ngogi ban myn mi toan thin cép tinh: acute generalized exanthematous pustulosis
).

- Tridu chimg ciia cde hji chirng trén duge mé td nhu sau: 5
+Hpi chimg Steven-Jonhson (SJS): 1 dj img thubc thé bong nwére, bong nwére khu tri & quanh céc héc twnhién: mit,
miii, ming, tai, b phén sinh duc v4 hiu mdn. Ngodi ra c6 thé kém sbt cao, viém phéi, réi loan chirc niing gan thin.
Chén dodn hoi chimg Steven-Jonhson (SJS) khi c6 it nhét2 héc tirnhién bj t6n thuong.
+Héi chimg hoai tir da nhiém dge (TEN): 1a thé dj img thuic niing nhéit, gbm:

++ Céo thn thwong da dang & da; ban dang s&i, ban dang tinh héng nhigt, héng ban hofic céic bong murée
bingnining, cc tdn thwong nhanh chéng lan toa khip ngudi.

++ Tbn thwong niém mac mit viém gidc mac, viém két mac mu, loét gifc mac.

++ Ton thwrong niém mac duémg tiéu hoa: viém migng, trot niémmac migng, loét hiu, hong, thyre quén,
daday, rugt.

++Tén thwong niém mac dudmg sinh dyc, tit niéu,

++Ngodi ra con cb cic trigu chimg todn thin trm trong nhur s8¢, xuft huyét dudng tiéu hba, viém phéi,
viém cAu thin, viém gan.... ty 1é it vong cao 15-30%.



+ Hi chimg ngogi ban myun mu todn thin cip tinh (AGEP): myn mii v6 trang nho phét sinh mnﬂnggg:gl? ; //trungtamthuoc ) Com/

lan rong. Tén thueng thuong xuéit hién & ede nép gép nhwr ben va mit, sau 46 ¢6 thé lan réng todn thén.
Tri¢u chimg toan thin thudmg c6 la sot, xét nghiém mau bach cau mii trung tinh tang cao.

Khi phat hién nhimg déu higu phat ban trén da ddu tién hojc bt ky déu higu phan img qui mn ndo khéc, bénh nhin
ciin phai ngy stdungthuéa Ngudida t&ngbicﬁclphi\n {mg trén da nghiém trong do etamol giy ra thi khéng
cmdonggmﬁcuﬁlgivm,idénkhamchﬁahenhmpwmngmmmmi&ny biét vé vin 4 ndy.

Tic dung khéng cholinergic: Thubc khang histamin ciing c6 téc dung gidng atropi nhumg & céc mire d4 khic nhau,
Thién trong khi ding cho bénh nhén bj bi tiéu béim sinh, c6 tién sit hen phé quan, ting 4p suéit ni nhin, cuomg tuyén
gifp, bénh tim mach (cao huyét ap .cacmu&khangmmcbmélmdacdjchphgidommmchowc
véuﬁ&léimchékh&caﬁvmvﬁsu_ Iuu ¢ xoang. :

Swnhay cém véi dnh séng: cé thé xdy ra, do d6 bénh nhén cin dgi mil, nén rgng vanh, 4o quin bao hg... & trénh tiép
e véitia cyre tim hay dnh sing mit triv.

Bhenylephrin HCI

Phenylephrin HCI thudmg duge sir dung phdi hgp voi cic thude khéc, vi vy phéi chd ¥ dén it ci céc thanh phén
trong chng thirc.

Thin trong va cinh béo die bi§t khisir dung thudc

Bic 57 cin cdnh béo bénh nhén vé cée déu hifu ciia phan (mg trén da nghiém trgng nhw h{i chimg Steven-Jonhson
(5J8), hoi chimg hoai tir da nhifm dbc (TEN) hay héi chimg Lyell, héi chimg ngoai ban mun mi todn than cp tinh
(AGEP).

Ding cho phy nir c6 thai va cho con bi

Paracetamol : ,
Phu nitcé thai: Paracetamol quaduge nhau thai. Diing trong thii gian mang thai véi lidu diéu tr trong thii gian ngén
thi an toan. Diing lidu cao hang ngay lién tuc s& gy thiéu mau trdm trgng & ngudi me va bénh thin nguy hiém &1ré so
sinh.

Phy nit cho con bi: Paracetamol bi tiét qua sira me véi nbng d thip; khéng c6 edc phan (mg c6 hai trén tré bi me
duge bdo cho.

Kh&ngoédgydﬁcicughiénmd:mkiémwa’tmmgviecsﬁdungCh!orphenjnm}.nma]utlny
Dexchlorpheniramin ¢ho phy nif c6 thai va thude niy chi dwge sirdyng trong 6 thing déu cila thai ki khi thitcan thiét.
Trong mét nghién ciru vé dich té hoc, sit dung Chlorpheniramin maleat khéng lam ting nguy co gy quai thai. Tuy
nhién, chi mét sé lwgng cé han phy nit mang thai nhin thubc trong nghién ctu niy. Vi nguy co gdy ra phin img
nghiém trong ddi voi tré so sinh, Chlorpheniramin maleat hay Dexchlorpheniramin khdng nén sir dyng tir théng thir 7
trérdi cha thaiks.

Khéng bi&cﬁ?cclﬁurﬁng Chlorpheniramin maleat hay Dexchlorpheniramin cé bé véo sira mg hay khéng
nhung céc thude khéng histamin khic vi du nhu Diphenhydramin) dé dugg tim thdy trong sita me. V1 co khd néing
gdly ra phan tmg ¢6 hai nghiém trong i véi tré con bit sita me, cin cén nhilc gitra viéc ngimg cho con b v ngimg
ubng thudc, cotinh dén tim quan trong cia thude d3i véi nguéi me.

Phenylephrin HCI ;

Diing Phenylephrin HCI cho bénh nhén vio cudi thai k hay sip sinh c6 thé giy giam oxy cila thai va [am cham nhip
tim thai nhi vi lam co i cung v gidm tée 49 man ru thang mmwém&mmm&@mm
ciing véi thude thiic A8 thi higu qua ting huyétap ting 1én vi co thé cb céc phanimg ¢6 hai trim trong,

Cég nghién clru trén sinh sin & déng vit chua duge the hién d6i v6i Phenylephrin HCL. Ciing nhu chira biét chéc
chéin ring Phenylephrin HCl ¢ ghy anh hudng xdu (9i tré so'sinh hay khng khi ma ngui me mang thai ubng thude
néy.Fhenylephﬁnl-lClch.inéndﬁngchophunﬂmangthaikhithucwc&nlhiét, i edn nhic gilta lgi ich cia vide
chira bénh véi tic hai dbi véi nguréri me va tré bao thai. Cho dén nay chua biét 6 duge phin b6 vao sita me hay
khéng, vi vy phéi ding that thén trong d6i v&i phunit cho con bi.

Turong téc thude

Paracetamol

Kha néng gy nhiém dc gan cia Paracetamol c6 thé ting 1én khi ding liéu cao hay ding trong thi gian dai bdi cie
téc nhiin géy cdm (mg men gan.

Hiéu qué didu trj cia Paracetamol ¢ thé bi gidm khi ding chung v6i: Barbitura, Rifampin, Hydantoin,
Carbamarzepin, Sulfinpyrazon. , . ’

Cbn Ethanol: Khi ubng cing voi thubc c6 thé lam ting kha ning gdy dgc khiudng liu lém hay qui liéu.

Than hoat: uéng ngay lap tiic ¢é gidm sy hiip thu Paracetamol.

Céc thude tic ché MAO o6 thé 1am tiing the dung khang cholinergic clia cdc thubc khéng histamin. Téc dung cing
hwémg gy trim cam h§ thin kinh trung uong c6 thé xuathién.

Phenylephrin HCl

Tic dung JAm ting huyét ap cia Phenylephrin gidm di khi tnudc ¢é bénh nhéin di ding thube chen a-adrenegic nhw
Phcntnlaminmesyian?hmm!nnﬁncmhédtmcdﬁngdédi&ln'imwmmmmmmﬂd
géy ra. Khi mét chiit gy co mach duge si dung két hop véi cac thude thive 38 tic dyng ting ip bj ting lén. Néu
Phenylephrin HCI dwge ding cho sin phy trong qué trinh sinh dé d¢ lim mit tdc dung ha huyét ép hofic dupe thém
mduugdjchgayaeuich@.b&csimkhmneuchﬁmngmﬁw&imuécmar.éﬂ_:éﬁtmmy&apuémmg
trong theri gian dai va e6 thé 1am v mach méu nfo trong qud trinh hiu sén. Céc sén pham ket hop chira Phenylephrin
HClva mét tac nhan kich thich thin kinh giao cam gay gign phé quan khéng nén diing ciing v6i epinephrin hay céc tic
nhén kich thich thin kinh giao cam khac bi vi c6 thé gdy ra tim diip nhanh hay logn nhip tim trim trong. Cic téc dyng
trén tim géy co mach cia Phenylephrin ting 1én khi trwde 46 ding chit irc ché men monoamin oxidase vi sy chuyén
hoa cita Phenylephrin bj gidm. Atropin sulfat ngiin phin xa nhip tim chim va lam téng phan (mg co mach géy ra boi
Phenylephrin HCI, Sy tAng 4p lyc méu c6 thé xay ra néu ding Phenylephrin FHCI cho bénh nhan dang ding sn phim
tiém alkaloid cya lia mach nhw ergonovin maleat. Diing thude furosemid hay thudc lgi tiéu khac c6 thé lam giam sy
dip (mg véichit giy ting huyét 4p nhu Phenylephrin HCL

Qué lidu va cdich xirtri

Rgiloanliéuhﬁa m&&cﬁy'g&ncmyﬂcmmmm,mmwViméhéi;nhiimd@cw(m
dau. sung ty & phan bung trén) cé thé xuéit hién trong 2 dén 4 ngay sau khi sirdung qué lidu.

Chay: Miic di réi loan tiéuhiéa va vi mé hoi thudmg khdng xdy ra, nhung céc triu chitng ny thinh thodng xuét hién
trong véng 6 dén 14 tiéng sau khi diing thudc qua liéu viskéo dai trong khodng 24 ti
DéAuhigu ddu tién cia tén thuong gan va céc bit thwdng trong chire nAng gan c6 thé khong xudt hign trong vong 2 dén
4ng§g:aukhidﬁngﬂ1u$cquéli Chirc niing gan bj thay ddi 16m nhéit thwémg sau 3 dén 4 ngay seu khi ding thuée
q“‘ —

Suy gancd thé xdy rasau 4 dén 6 ngay sau khi qué lidu thudc. Céc bénh vé thin kinh (nhw loan thm thin, ln 1§n, lo du,
hoif"" si¥), co gidt, ire ché hé | ,honmé.phnnso,dléym&udadiy.rﬁiIoenﬂduzm&n.hamwngl:n.ly!g?nhiﬁn
acid hoa, ngimg tim ¢6 thé xudt hign.

Hoai tir 5ng thin giy suy thiin (dAu higu c6 thé bao gdm nude tidu mau dye hoje mau méu, lvgng nude tiéu giam dgt
ngédt)ciing duge ghi nhén khi qué lidu Paracetamol, thuémg di cling v5i ainh huémg nhigm dje gan.

Chuiliﬁ Chlorpheniramin maleat & ngudi 16n thwdmg gy tre ché h thin kinh trung wong nhu ngit ga, honmé. G tré
mvﬁ;llgu&i 1ém, phit ndio, thin hir, hon mé séu, mach nhanh, khoang QRS kéo dai, block tim, ngimg tim va tir vong c6
thé xudthign.

/|
QumrﬁphenylephmHClomhégayramnghuyét&p,maﬁu.wmxuahw&mmuéngmdidmhok
non. Bau diu co thé I3 triéu chimg cia ting huyét ép, c6 thé udng thude ire ché a-adrenergic (nhir Phentolamin).
Phenylephrin ¢6 thé giy ra co mach ngogi vi vé ndi tang, gidm liru lugng méu dén cdc t6 chirc quan giam lru
lwgng loc thén, va c6 thé gdy giam luong nwée tifu gly acid chuyén hba. Phenylephrin HCl con c6 thé gy ra chiim
nhip tim va gifm hru lugng tim, gdy hoai tirmd néu bj trin mach mAu.
Quy cich déng goi: Hop 25 vi x4 viénnén
Biio quin: Bao quén noi khd mat, khéng qua 30'C
Han diing ciia thube: 60 thang ké tir ngay san xudt
Tiéu chufin chit lugng: TCCS
Nhi gin xufit: Cty TNHH Théi Nakorn Patana (Viét Nam)

Km3 —Québe 16 1 —Phuémg 9 TP Tuy Hda—Phi Yén



