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Dé xa tam tay tré em
Doc ky hu-ong din sir dung truéc khi ding
THANH PHAN CONG THUC THUOC: M3i vién nang cimg chira

Thanh phdn diege chdt: Paracetamol ...............ooovvveeuerereenn. 300 mg
Cale conunmiunsunaiunsssssmn 25 mg
Phenylephrin HCI .........cooveinienneneen, 5mg

Thémh phan té duge: Avicel PH 101, PVP. K30, Natri starch glycolat, Magnesi stearat, Vo nang ctmg rong s6 0
(Gelatin, Methylparaben, Propylparaban, Natri lauryl sulfat, Glycerin, Silicon dioxide, Acid acetic, Sucrose fatty acid
esters, Polyethylene glycol—4000 Candurm silver fine, Brilliant blue, Tartrazine, Erythrosine, Nuéc tinh khlet)
DANG BAO CHE: Vién nang ctng s6 0, than mau xanh, nip mau cam, bén trong chira bt thuéc mau tring.
CHi PINH
Giam tri¢u ching cam lanh va cim bao gdm sdt, dau nhirc, dau hong va nghet mii & ngudi 16n va tré em tir 12
tudi tré 1én.
CACH DUNG, LIEU DUNG
Paracetamol nén dugc sir dung & liéu thap nhét c6 hiéu qué trong thoi gian ngén nhét c6 thé. Lidu téi da hang ngay
khong dugce vuot qua lidu khuyén cdo.
Cach dung:
Diing theo dudng udng.
Chi nén sir dung Tadolfein vao ban ngdy, vi cé chira cafein, c6 thé gay mét ngu
Thoi gian sir dung: Khong nén ding Tadolfein trong hon 3 ngay ma khéng c6 tir vén y té.
Khong nén ding san phdm nay trong mot thai gian dai hon hoac lidu lugng cao hon ma khong hoi y kién bac si.
Liéu ding:
Nguoi lon:
2 vién/Ian, t5i da 4 1An/ngay khi can. Liéu t&i da khong dugce vu‘gt qué 8 vién trong 24 gidy, khoing cach giita cac liéu it
nhiét 1a 4 gio.
Dbi twong dic biét:
Nguoi cao tuoi:
Liéu paracetamol thong thuong & nguoi lcrn 1a thich hop cho ngudi cao tudi. Tuy nhién, & ngudi gia yeu ngudi
cao tudi bat dong hogic bénh nhan cao tudi bi suy than hodc suy gan, c6 thé giam sb lugng hoic tan suit ding
thudc.
Nguo': suy thgn
Thudc nay chong chi dinh & bénh nhan suy than nang Thén trong khi sir dung paracetamol & b¢nh nhan suy than
Do d6, cén giam lidu va/hodc kéo dai khoang thoi gian diing thudc.
Ngueoi suy gan:
Can than trong khi diing thude paracetamol cho bénh nhén suy gan. Do d6, cAn giam lidu vi/hodc kéo dai khoang
thoi gian ding thube.
Nguoi 16m va nguoi cao tuéi co diéu kién ddc biét:
Liéu ti da hang ngay ctia paracetamol khong dugc vugt qua 60 mg/kg/ngay (t6i da la 2g/ngay) trong cac trudng
hop sau, trir khi c6 chi dinh cua béc si:
- Trong lwong dudi 50 kg.
- Mét nurée.
- Suy dinh dudng.
- Nghién rugu méan tinh.
Tré em tir 12 tudi dén 18 tudi:
2 vién/lan, téi da 3 lan/ngay khi can. Liéu t6i da khong dugc vurgt qua 6 vién trong 24 gidy, khoang cach giita céc lidu it
nhit 14 4 gio.
Tré em dudi 12 tuoi:
Khéng nén ding.
CHONG CI-]I PINH
Qué man v&i cac hoat chit hodc vdi bit ky thanh phan nao cia thube.
Thiéu glucose-6-phosphat dehydrogenase.
U tiy thugng thén.
Suy than ning.
Tang huyét ap.
Cuong giap.
Bénh tiéu duong.
Bénh tim.
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Str dung ddng thoi vcn thu6c chéng trim cam 3 vong, thudc chen beta hoic thube trc ché MAO (trong vong hai
tudn qua). . i

CANH BAO VA THAN TRONG KHI DUNG THUOC ]
Nén tim tur van y té trude khi sir dung thube nay & nhitng bénh nhan mic c4c bénh sau:
- Phi dai tuyén tién liét.
- Bénh tic mach (vi du hién turong Raynaud).
- Bénh tim mach.
- Mit nuéc.
- Suy dinh dudng mén tinh.
- Su suy giam glutathion do thiéu hut trao dbi chét.
- Thiéu hyt glucose-6-phosphat dehydrogenase.
- Thiéu méau tan huyét.
- Ngudi cao tudi: Thude nay khong nén sur dung cho bénh nhén dang dung céc thude cudng giao cam khéc (nhu
thude thong miii, thude wre ché thém &n va thubc kich thich tim thin giong amphetamin). Tranh ding qua nhiéu
cafein (v1 du: ca phé, tra va mét s6 dd ubng dong h¢p) trong khi ding thudc nay. Than trong & nhitng bgnh nhén
udng qué nhiéu rugu man tinh. Cac trudng hop nhidém ddc gan do paracetamol, bao gbm tru‘o*ng hop tir vong, da
dugc bao cdo & nhitng bénh nhén dung paracetamol & lidu diéu tri. Nhtmg truong hop nay da dugce bao cdo &
nhitng bénh nhan cé mdt hogc nhiéu yéu t6 ) nguy co nhiém d¢c gan bao gdm trong Irgng co thé thap (<50 kg), suy
than va suy gan, nghién rugu man tinh, udng ddng thdi véi céc thude gdy doc cho gan va trong trudong hop cap
tinh va suy dinh dudng man tinh (dy trir glutathion thép). Nguy co qua lidu 16n hon & nhitng ngudi c6 bénh gan do
rugu khong xo gan. Can thén trong khi ding paracetamol cho b¢nh nhén ¢6 cac nguy co nay
Cén than trong & nhitng bénh nhan diéu trj ddng thoi véi cac thude gdy cam rng men gan va trong diéu kién co thé
dan dén thiéu hut glutathlon Liéu ding paracetamol nén duge xem xét & nhitng khoang thai glan thich hop vé mat
lam sang va bénh nhdn nén dugc theo ddi dé phat hién nguy co méi gdy doc cho gan dé c6 thé didu chinh lidu
lugng. Tranh nguy co qua lleu khong dung dong thoi véi cac thude khéc ¢6 chira paracetamol. Dung gap dbi liéu
hang ngay trong mét lan ubng c6 thé din dén ton thuong gan nghiém trong va c6 kha ning gay tir vong; trong
trudng hop nhu vy, nén tim kiém sir tro glup y té ngay lap tirc. Viéc sir dung kéo dai hodc thuong xuyén khong
dugc khuyén khich. Néi chung, céc thudc cé chira paracetamol chi nén ding trong vai ngay khi khong c6 1oi
khuyén ciia bac sT hodc nha si va khéng dung liéu cao.
- Khong vuot qué lidu khuyen céo.
- Néu céc triéu ching vAn con, hay hoi y kién bac si. Trong truong hop sot cao, ¢6 dau hiéu nhiém tring thir cap

hodc thdi gian kéo dai cac triéu chu'ng trong hon 3 ngay, nén tim tu van y té.

Mau Tartrazine cé trong thubc nay c6 thé giy phan ung di tng, nén thin trong khi dung thubc nay.
Thube nay co chira it hon 1 mmol natri (23 mg) mai vién nang, nghia 14 vé co ban coi nhur "khéng c6 natri",
Cinh bzo vé Paracetamol
Phan vmg phy nghiém trong trén da mdc dis ti I¢ mdc phai la khéng cao nhung nghiém trong, tham chi de doa tinh
mang bao gom hji chimmg Stevens-Johnson (SJS), hgi chimg hoai tir da nhiém dgc: toxic epidermal necrolysis
(TEN) hay hoi chumg Lyell, hji chimg ngoai ban mun mi todn than cdp tinh: acute generalized exanthematous
pustulosis (AGEP).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Sir dung thudc cho phu nir c6 thai
San phdm khéng duoc khuyen céo sir dung trong thai ky do c¢6 phenylephrin va cafein. Thubc c¢6 kha ning ting
nguy co sinh con nhe cén va siy thai tw nhién lién quan i st dung cafein trong thoi ky mang thai.
Paracetamol
Mot luong 16n dir ligu vé phu nir mang thai cho thay khong géy di tét, cling khong gy ddc cho thai nhi/tré so sinh.
Nghién ciru dich té hoc vé sir phét trién thn kinh & tré tiép xtc véi paracetamol trong tir cung cho thiy két qua
khong thuyét phuc.
Sir dung thudc cho phu nit cho con bi
San phdm nay khéng dm;rc sir dung trong khi cho con bt ma khéng c6 sy tu vén y té.
Cafein trong sita me c6 thé c6 tac dung kich thich trén tré bu sita me.
Phenylephrin c6 thé dugc bai tiét qua sita me.
Kha niing sinh sin
Khéng c6 dir ligu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Séan pham ndy c6 anh huéng nho hodc vira pha1 dén kha nang lai xe hogc sir dung may méc clia bénh nhéan. Dic
biét 1a khi bat du diéu tri, ting liéu hogc thay d6i thudc va két hop véi rugu.

TUONG TAC, TUON G KY CUA THUOC
Twong tac cia thudc
Thubc cam u'ng enzym c6 thé 1am tang ton thuong gan, ciing nhu ubng qua nhiéu rugu. Céc chit dugc chung minh
14 tri hodn t6c d6 1am rdng da day (nhu propanthelin va thuée giam dau gy nghién pethidin, pentazocin va mét sb
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] “tH{n':vp ham, dac bigt 1 car’bohydrat) do d6 1am cham tbc d6 hap thu paracetamol Twong tu nhu vay, céc loai thude
thic d4y qua trinh 1am réng da day nhu metoclopramid va domperidon c6 thé 1am ting tdc d§ hap thu paracetamol.
Cholestyramin 1am giam hap thu cia paracetamo]

Nhlmg twong tac ndy duoc coi 1a khong c6 ¥ nghia 1am sang trong viéce sir dung cAp tinh & ché do lidu lwgng dirgc

deé xuat.

Nén tim tu van y té trudc khi ding paracetamol cafem-phenylephrm két hop v&i céc loai thubc sau:

- Céc chit (rc ché monoamin oxidase (bao gom ca moclobemid): Tuong tic gy ting huyét 4p xay ra giita cic
thubc cucmg giao cam nhu phenylephrm va chét trc ché monoamin oxidase.

- Cac chét cudng giao cam: Sir dung ddng thoi phenylephrin véi cac thube cudng giao cam khéc c6 thé lam ting
nguy co tac dung phu tim mach.

- Thudc chen beta va céc thudc ha huyet ap khac (bao gdém debrisoquin, guanethldm reserpin, methyIdopa)
Phenylephrin ¢6 thé 1am giam hi¢u qua cia thudc chen beta va thudc ha huyét 4 ap. Nguy co ting huyét ap va tac
dung phu tim mach c6 thé tang 1én.

- Thudc chéng trAm cam ba vong (vi du: amitriptylin): C6 thé 1am ting nguy co tic dung phu vé tim mach khi két
hop véi phenylephrin

- Digoxin va glycosid tim: Sir dung ddng thdi phenylephrin véi digoxin hodc glycosid tim c6 thé lam ting nguy co
nhip tim khong déu hoic dau tim.

- Alkaloid nam cya ga (ergotamm va methysergid) l1am ting nguy co ngd doc ndm cya ga,

- Warfarin va c4c coumarin khac: Tac dong chdng déng mau cia warfarin va céc loai coumarin khéc cé thé ting
1€n khi sir dung paracetamol déu din hang ngay trong thoi gian dai véi nguy co chdy méu cao hon; ding khong
thudng xuyén thi khéng cd tic dung déng ké.

- Cén than trong khi sir dung ddng thoi pa:acetamo] v6i flucloxacillin vi viéc sir dung dong thoi lién quan dén
nhiém toan chuyen héa c6 khodng tréng anion cao, dic biét & nhitng bénh nhén ¢6 cac yéu t nguy co.

Twong Ky ciia thude

Do khéng ¢6 céc nghién ciru vé tinh tuong ky cua thudc, khéng tron 14n thude nay véi cac thude khéc.

TAC DUNG K[-IONG MONG MUON

Bang tém tit cic phan img c6 hai: duge phan nhém theo cac tan sudt: R4t thudng gip (= 1/10), thudng gip &
1/100 < 1/10), it gap (= 1/1.000, < 1/100), hiém gap (>1/10.000, < 1/1. 000), rat hiém gip (< 1/10. 000), chua rd tan
suét (khong thé uéc tinh tir dit liéu c6 san)

H¢ co quan Tan suat Téc dung khong mong muon

R&i loan mau va hé bach Chua 16 t £, | Giam tleu cau, giam bach cau, mat bach cau hat, giam toan thé
£ ura ro tan suat

huyét huyét ciu.

Phéan (mg dj tng (phu mach khé tha, @6 md hoi, budn nén, ha

huyet ap cho dén sdc), sbc phan vé. Phan img da qué man bao

gom phat ban da, hdi chimg Stevens-Johnson va hoai tir biéu
bi nhiém ddc.

Mét moi, nhirc dau, chong mit, mat ng, lo ling, cing thing,

kho chiu, bdn chdn va dé& bi kich dong.

Lam ndng thém bénh ting nhan 4p géc hep da co tir trude.

R&i loan hé mién dich Chura rd tin suét

R6i loan hé than kinh Chua rd tan suét

R&i loan mét Chua r5 tan sudt | Gidn dong tur, tang nhin ap goc dong cép tinh, rat c6 thé xay
rag nhtmg nguoi bj téng nhén &p gée déng.

R{)i loan tim : Chua rd tan suat | Ting huyét ap, danh tréng nguc, nhip tim nhanh.

s loan{ ho hap, ngyre va Chua 13 tan suét | Co thét phé quan.

trung that

Rdi loan tiéu hoa Chua r5 tan sut | Khd miéng, budn ndn, ndn, tiéu chay, chan an.

Roi loan gan mit Rét hiém gip Réi loan chirc nang gan

R4t hiém gip Rét hiém truong hop phan img da nghiém trong dugc bao céo.
Phén tng dj tmg (vi dy: phat ban, may day, viém da dj ing).
Chua rd tan sudt | Phan img qua mén — bao gom ca phan ung nhay cam chéo co
thé xay ra véi cac thube cuorng giao cam khac.

R&i loan chirc néng thén, t1eu kho, bi tiéu. Diéu ndy rat ¢ thé
R&i loan than va tiét niéu Chura 13 tan suét Xdy ra & nhiing ngudi bj tac nghén dudng ra bang quang,
ching han nhu phi dai tuyén tién liét.

Réi loan da va md duéi da

Béo cdo c4c phan (mg bat lgi nghi ngdy
Béo c4o cac phan img bt loi nghi ngd sau khi thude dugce cap phép la rit quan trong. N6 cho phép tiép tuc theo doi
cédn bang loi ich/nguy co ciia thube.
Thong bio ngay cho bic sj hoidic dwgc sy nhirng phan {rng c6 hai gip phai khi sir dung thude.
QUA LIEU VA CACH XU TRi
Paracetamol
Triéu chumg:
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¢u paracetamol co ti'le dan dén ton thuomg gan c6 thé gay tir vong.
Céc triéu chig thudng xuét hién trong vong 24 gid dAu tién va co thé bao gbm: budn nén, ndn, chan an, xanh xao
va dau bung hoic bénh nhan c6 thé khong c6 triéu chimg.
Murc d0 téng cia men gan (AST, ALT), lactat dehydrogenase va bilirubin cling véi viéc ting ndng d6 prothrombin
c6 thé xuat hién tir 12 dén 48 gid sau khi dung thude.
Tén thuong gan c6 thé xay ra & nhirng bénh nhén ding nhiéu hon lrgng paracetamol duorc khuyen nghi.
Mbt s6 bénh nhén c6 thé ting nguy co tdn thwrong gan do nhidém doc paracetamol. Céc yéu t6 rui ro bao gbm:
- Bénh nhén bi bénh gan.
- Bénh nhén cao tudi.
- Tré em.
- Bénh nhan dang diéu tri dai han véi carbamazepin, phenobarbiton, phenytoin, primidon, rifampicin, St. John's
hoic cac loai thude khac gay cam Ung men gan.
- Bénh nhén thuo*ng xuyén ti€u thu ethanol vurgt qué lugng khuyén céo.
- Bénh nhén suy giam glutathlon vi du: ri loan chirc ning in udng, xo nang, nhiém HIV, d6i, suy nhugc.
Réi loan chuyen héa va toan chuyen hoa c6 thé xay ra.
Suy thén cap tinh véi hoai tir ng thén cép cling c6 thé phat trién.
R&i loan nhip tim va viém tuy ciling da dugc béo céo.
Xur tri:
Phuong phép cap clru
Chuyen ngay dén bénh vién.
Lay mau mau dé xac dinh ndng do paracetamol ban dAu trong huyet tuong. Trong trudng hop qua liéu c4p tinh don
chat, nong d6 paracetamol trong huyét twong nén duge do 4 gidr sau khi uong. Vige sir dung than hoat tinh nén
dugc xem x€t néu udng qua lidu paracetamol trong vong 1 g:o'
Thube giai dc N-acetylcystein nén dugc sir dung cang sém cang t6t theo hwéng dan didu tri.
Nén diéu tri tridu chimg.
Cafein
Triéu chimg:
Qua lidu cafein c6 thé din dén dau vung thugng vi, nén mira, loi tidu, nhip tim nhanh hozc rdi loan nhip tim, kich
thich than kinh trung uong (mét ng, bdn chdn, phan kich, kich déng, hét hoang, run va co giat).
Cén lwu y ring d6i véi cac triéu chimg lam sang ctia qui lidu cafein xdy ra véi thubc nay s& lién quan dén nhiém
ddc gan nghiém trong lién quan dén paracetamol.

Xirtri: n;;
Khéng ¢6 thudc giai doc dic hiéu, nhung c6 thé sir dung c4c bién phap hd trg. iy
Phenylephrin "
Triéu chzmg o
Qua liéu phenylephnn c6 kha nang dén dén cac tac dung tuong ty nhu cic tac dung dugc liét ké trong phan tac M
dung khong mong muén. Cac tri¢u chimg co thé gom tang huyét ap, chim nhip tim phan xa. Trong truong he o
nghlem trong, c6 thé - xay ra la 1an, a0 gtac co gidt va roi loan nhip tim. Tuy nhién, lugng phenylephrin can thiét /}
gdy doc s& 16n hon lidu cin giy doc gan cua paracetamol.
Xue tri:
Dleu tri nén phl hop vé6i 1dm sang. Tang huyét 4p ning c6 thé didu trj bing thudc chen alpha nhu phentolamin.

PAC TINH DUQC LUC HQC
Nhém tac dung dugc ly: Céc ché phdm phdi hop tri cam lanh kh4c, paracetamol phéi hop.
Ma ATC: N02BES1
Hdp thu:
Paracetamol

Téc dung gidm dau: Paracetamol c6 hiéu qua trong viéc giam dau cudng do thip khéng do ndi tang. Paracetamol
khong c6 téc dung chong viém.
Téc dung ha sbt: Cor ché ha sbt clia paracetamol trong tu nhu co ché cia sallcylat Paracetamol ha thap nhiét do co
thé & bénh nhan sot nhung hiém khi 1am giam nhiét do co thé binh thucmg Thubc tac dong 1én ving dudi doi dé
1am ha sbt; tang tan nhiét do glan mach va téng luu luong méu ngoa1 vi. Paracetamol 1am ha sdt bing céch trc ché
hoat ddng ctia chét gy sbt ndi sinh trén céc trung tdm diéu nhiét ving dudi ddi.
Phenylephrin
Phenylephrin 1a mét chit kich thich thu thé a-adrenoceptor it anh hudéng dén thy thé p- adrenoceptor cua tim.
Thubc théng miii kich thich adrenalin hoat dong bang cach kich thich thu thé a-adrenoceptor cua co tron mach
mau, do d6 1am co céc tiéu dong mach bj gian trong niém mac mii va giam luu lugng méu & ving cing, phil né.
Chirc nang cua voi nhi cling dugc cai thién.
Cafein
Cafein lim ting tiém ning diéu trj clia paracetamol. M6t anh hudng hoi tich cuc ciia cafein déi véi tbe dd hap thu
ciia paracetamol da dugc xac nhén: cafein lam ting AUC va Cmax ctia paracetamol Ian luot 12 29% va 15%.

PAC TINH DUQC PONG HOC
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Paracetamol dugc hdp thu nhanh qua dudng ti€u hoa, dat ndng d6 dinh trong huyet turong trong vong 40 dén 60
phat. Sinh kha dung tuyét di dudng uong 1a 60-70%. Dién tich du¢i dudng cong nong d9 theo thoi gian ting ty 1¢
thuan véi lidu lwgng, cho thay tinh tuyén tinh cta duge dong hoc.

Phenylephrin

Phenylephrin dugc hép thu sau khi uong, tuy nhién do chuyén héa lan du nén sinh kha dung chi 38%. Ndng do
ctia phenylephrin ting tuyén tinh véi liéu luong. Chi s6 tich liiy 1a 1,6 sau liéu 13p lai.

Cafein

Cafein dugc hap thu d& dang sau khi uéng. Nong do dinh trong huyét twong dat dugc sau 1 gio. Khi ting liéu AUC
tang khong twong ximg cho thdy dong hoc phi tuyén tinh.

Phdn bé va lién két protein:

Paracetamol

Paracetamol dugc phan b6 nhanh chong va ddng du vao hiu hét cac md cua co thé. Khoang 25% paracetamol
trong mau dugce lién ket véi protein huyét twong. Thé tich phan bé theo thir tur cuong d¢ 1a 1 Vkg khac nhau ¢ cac
loai. Paracetamol truyén qua nhau thai véi ty 18 14 0,12. Paracetamol di nhanh vao sita me.

Phenylephrin

Thé tich phan b trong trang thai bn dinh (184-543 1), vuot qua trong lwgng co thé dang ké, cho thdy kha ning
phén b trong nhiéu khoang khac nhau ctia co thé. Khong c6 dit liéu vé mie d¢ lién két véi protein. Sy tham nhap
vao ndo dudng nhu 14 t6i thidu va khong duge bai tiét nhiéu vao sita me.

Cafein

Cafein methylxanthm duoc phén bd vao tat ca cac khoang co thé, di qua nhau thai va truyén vao sita me. Thé tich
phén bd biéu kién 13 0,4 — 0,6 Vkg. O ndng d6 didu tri, sy gén két véi protein cia theophyllin trung binh khoang
60%.

Chuyén héa va thai trit:

Paracetamol

Paracetamol hau nhu duoc thai trir hoan toan khoi co thé bang chuyén héa sinh hoc. Paracetamol duoc chuyén héa
bdi microsom hé thong enzym trong gan. Khoang 80-85% paracetamol trong co thé thai trir chii yéu qua lién hop
véi acid glucuromc va véi acid sulfuric & mirc d6 thdp hon. Mét lugng nhd paracetamol ciing dugc lién hop véi
cystein va ciing bj deacetyl héa. Khi thiéu hut glutathion, chat chuyén héa gdy doc cho gan, N-acetyl-p-
benzoquinoneimin dugc tao ra. Paracetamol dugc bai tiét chi yéu qua nuéc tidu dudi dang lién hop glucuronid,
mot luqng nho dudi dang lién hop sulphat mercaptat va & dang khong dbi. Khoang 85% lidu paracetamol dugc
bai tiét qua nudc tiéu dudi dang tw do va lién hop. Paracetamol c6 thoi gian bén thai trong huyét twong 1 1,25 — 3
gio.

Phenylephrin

Phenylephrin tral qua qué trinh bién dbi sinh hoc rong rdi & thanh rugt va & gan, sinh kha dyng chiém ty 1¢ chi
38% sau khi ubng. Céc con du‘orng chinh cia chuyén héa 14 lién hop sulphat, lién hop nay duoc hinh thanh phén
16n trong thanh rudt va khir amin oxy héa boi monoamin oxidase. Phenylephrm dugc bai tiét gin nhu hoan toan
qua nuéc tiéu & dang khong dbi (2,6%) va cac chét chuyén héa ciia né. Thoi gian ban thai cta phenylephrin trong
khodng 2,1 — 3,4 gio.

Cafein

Cafein methylxanthin dugc loal bé chi yeu bang qua trinh chuyén héa & gan. Chi 5% lugng cafein sir dung duoc
phuc héi dudi dang khong ddi trong nudc tiéu. O ngudi cafein duge chuyen héa bang cach khir methyl thanh 1-va
7-methylxanthin, 1,7-dimethylxanthin va acid 1,3-dimethyluric va bing qua trinh oxy hoa ¢ vi tri 8. Con dudng
chinh thong qua sy hinh thanh paraxanthin (1,7-dimethylxanthin), tao chat chuyen héa chinh trong nudc tiéu, 1-
methylxanthm 1-methyluric acid va mot dan xuét uracil acetyl hoa. ft nhat 4 dong dang CYP clia con ngudi lién
quan dén qua trinh chuyén héa cafein. Ty 1¢ cafein bai tiét qua nudce tiéu dudi dang khéng d6i thap, 1,2 — 3,0%.
Thoi gian ban hiy trong khoang tir 1 — 4 gid khac nhau & cac loai.

Dong hoc ¢ bénh nhdn suy chirc ndng thdn/gan:

Paracetamol

Giam thai trlr paracetamol & bénh nhan viém gan, trong khi ndng 6 dinh trong huyét twong khéng bi anh hudng.
Céc chét chuyén héa sulphat va glucuronid ciia paracetamol tich lily dang ké & bénh nhén suy than.

Phenylephrm

Khéng c6 dir li¢u dong hoc & bénh nhén suy than. Tuy nhién, chi ¢6 16% liéu uéng dugc bai tiét qua nude tiéu &
dang khong dbi trong vong 24 gid, chirc ning than gidm cé thé giam dang ké do thanh thai cua phenylephrin, do
d6 kéo dai thoi gian ban hiy va din dén tich lily véi cac tic dung phu lién quan.

Cafein

Cafein khong thay dbi dang ké do xo gan

Déng hoc & ngudi cao tudi:

Paracetamol

Néng 6 paracetamol trong huyét tuong khong bi anh hudng bdi tudi tac. Cac chit chuyén hoa sulphat va
glucuronid ctia paracetamol tich lily & mirc d6 thip & ngudi cao tudi. Thoi gian ban thai trung binh 13 2,7 gi& va
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i E'H'a*%tﬂefn' IqHuIanH YAyt hay gi6i tinh. Thé tich phan bd giam dan theo tudi & ca hai gi¢i. Do thanh thai ¢ xu
huéng giam theo tudi & ca hai gidi.
Phenylephrin
Rét it dir liéu vé dong hoc & ngu'orl cao tu01 Trong mét nghién ciru, thoi gian ban huay la 8,1 gio la dai hon 45% ¢
nguorl cao tudi va thé tich phan bd biéu kién cao hon khoang 25%. Mic du tré em sir dung thube uong thong mii
rong rai nhung khéng c6 dir liéu dugc dong hoc & tré em. Tuy nhién, qua trinh dao thai qua than c6 thé bj tén hai &
tré nho.
Cafein
So sanh dugc dong hoc cua cafein ngum tré va ngudi cao tudi khoe manh cho thdy thoi gian dat nong do dinh,
ndng do dinh va ty 1¢ phan tram liéu udng vé co ban la giéng nhau. Thoi gian ban huy tir 2,27 — 9,87 gidr. Thé tich
phan b trung binh thip hon dang ké & ngudi cao tubi.
Viée diéu tri két hQ‘p paracetamol cafein va phenylephrin dugc hd trg béi ca hai phuong phap so sanh. Tinh ning
dugc dong hoc ciia thude va hidu qua duge luc hoc tang 1én do sy phéi hop bd sung cho nhau. Tiém ning tuong
tac cia sy phon hop nay du‘ong nhu thdp. Khong c6 bang chimg vé nguy co doc tinh gia tang so voi tic dung cla
timg thude riéng lé ngoai trur ting dap ung dugc luc hoc.
QUI CACH PONG GOI : Hop 10 vi x 10 vién.

Lo 100 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
Piéu kién bio quan  : Bio quéan noi kh6 mat, tranh anh séng, nhiét d6 dudi 30°C.
Han din : 36 thang ké tir ngay san xut.

Tleu chuén chit lm;rng TCCS
Piéu ki¢n bao quén va han ding sau khi mé nép lo: Lo phai dugc dong kin nip ngay sau khi sir dung, bdo quan
noi khd mat, trénh 4nh séng, nhiét d dudi 30°C. Han dung 36 théng ké tir ngay san xuét.
TEN, PIA CHi Cco SO SAN XUAT THUOC
CHI NHANH CONG TY TNHH SX-TM DUQC PHAM THANH NAM TAI BiNH DUONG.
60 Pai 16 Doc Lap, Khu céng nghiép Viét Nam — Singapore, Thanh phd Thuén An, Tinh Binh Duong.
DT: (0274) 3767850 Fax: (0274) 3767852

Vin phong: 3A Ding Tét, P. Tan Dinh, Q.1, TP.HCM

Binh Duwong, ngay 08 thang 12 ndm 2025
KT/ Gidm doc

Ds=Nguyén Qubc Chinh
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