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TO HUONG DAN SU DUNG
PAEMELDOL

Deé xa tam tay cua tré em.

Doc kj huéng dan sit dung trude khi diing.
Thanh phin c¢ong thirc:
Madi vién c6 chira:

Thanh phan dwge chat:

Paracetamol 500 mg
Caffein ' 25 mg
Phenylephrin HCI 5mg

Thanh ph&n ta dugc: Tinh bt my, microcrystallin cellulose (M101), PVP K30, tween 80,
acid citric khan, microcrystallin cellulose (M102), talc, aerosil R200, magnesi stearat,
acid stearic, HPMC E6, titan dioxyd, PEG 6000, sunset yellow vira du | vién.

Dang bao ché: Vién nén bao phim

M@ ti dang bao ché:

Vién nén dai bao phim mau cam, thanh va canh vién lanh lan.

Chi dinh:

Diéu tri giam dau do xoang va céc tridu chimg ciia cam lanh va cim cim bao gdm ca mét
moi va budn ngu.

Cich dung, liéu dung:

- Nguoi 16n, tré em trén 16 tudi va ngudi cao tudi: 2 vién/ 1an, mdi lan cach nhau 4 - 6 gio
theo yéu cau. Khong udng qué 8 vién/ ngay.

Khoang cach liéu t6i thiéu 4 gio.

Khong dung lién tuc qua 7 ngay néu khong co chi dan cua bac si.
Khéng dung qué lidu quy dinh.
Str dung liéu thip nhét c6 hiéu qua va trong thoi gian diéu tri ngan nht.
- Tré em dudi 16 tudi: khong nén dung.
Chong chi dinh:
- Mén cam véi bat ky thanh phin ndo cta thude.
- Sir dung ddng thoi vai cae thude kich thich than kinh giao cam khac ¢o tac dung chdng
xung huyét.
- Bénh u tuy thugng thén.

- Bénh glocom goc dong.
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- Suy gan hodc suy than ning, ting huyét ap, cuong gidp, dai thdo dudmg va bénh
tim. Bénh nhan dang dung thudc chdng trim cam ba vong, hodc thudc chen beta va nhiing
ngudi dang dung hodc da dung thude rc ché monoamin oxidase trong 14 ngay.

Canh b4o va than trong khi dang thudc:

Phan ung da nghiém trong, c6 kha nang gay tr vong bao gém hoi ching Stevens-
Johnson, hoai tir biéu bi nhiém ddc (TEN), hoi ching ngoai ban mun mu toan than
(AGEP: Acute generalized exanthematous), hi chirng Lyell tuy hiém nhung da xay ra
voi paracetamol, thuong khong phu thude vao tac dung cuia cac thudc khéc. Tuy céc thudce
giam dau va ha sot khac (nhu NSAID) ¢6 thé gay céc phan g twong tu, man cam chéo
voi paracetamol khong xay ra.

Khong ding ddng thoi véi céc san phim khac c6 chira paracetamol. Viée sir dung dong
thoi v6i cac san phiam khac ¢6 chira paracetamol c6 thé dan dén qué liéu. Quéa lidu
paracetamol c6 thé gay ra suy gan, diéu nay c6 thé din dén viéc phai ghép gan hodc tur
vong. Nén tranh sir dung dong thoi cac loai thude co tac dung chdng xung huyét hodc céc
thudc chdng cam cam khéc.

Nguy co qua lidu xay ra cao hon ¢ nhimg ngudi bi bénh gan do ruou khong xo gan. C6 su
gia ting nguy co gdy ton thuong gan do paracetamol trén cic bénh nhan dang mic bénh
vé gan.

Tham khao ¥ kién bac si truée khi st dung thuéc ¢ nhitng bénh nhan dang bi cac bénh
sau:

- Suy giam glutathion do thiéu hut chuyén hoa.

- Phi dai tuyén tién liét.

- Bénh tic ngh&n mach méau (nhu hdi chirng Raynaud).

- Bénh tim mach.

Khong nén diing thude cho nhirng bénh nhin dang dung thude kich thich than kinh giao
cam (nhu thude chéng xung huyét, thuc an kiéng va cac thudc kich thich thin kinh gidng
amphetamin).

Nén tranh dung qué nhiéu caffein (vi du nhur tir ca phé, tra va mot s6 do uémg dong hop
khac) trong khi dang dung thudc nay.

Khong dung qua liéu quy dinh.

Néu cac tridu chirng van con, tham khao ¥ kién bac si.

Tham khéo ¥ kién bac si néu dang dung warfarin.

Canh bdo lién quan dén ta duoc:

Sunset yellow: Co thé gay cac phan ing di ing
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Tinh bét my: Tinh bt lia my ¢6 trong thude ndy chi chira ham lugng gluten rét thap (xem
nhu khong chira gluten) va it ¢6 kha nang ¢6 hai néu bénh nhan c6 bénh Celiac.

M0t vién nén Paemeldol khong chira nhiéu hon 6 meg gluten.

Néu bi dj ung v&i lia my (tranh nhidm véi bénh Celiac), bénh nhin khong nén ding thude
nay.

Sir dung thudc cho phu nir c6 thai va dang cho con bi:

Phu nir c6 thai

Khong khuyén khich sir dung thudc trong thoi ky mang thai do chira phenylephrin va
caffein. Viéc tiéu thu caffein trong thai ky c6 kha nang ting nguy co sinh con thiéu cin va
say thai.

Phu nif ¢6 thai nén hoi y kién béc si trude khi ding paracetamol.

Phu nir cho con bu:

Néu khong c6 chi dinh ctia béc si thi khong nén dung thude nay trong thoi gian dang cho
con b, trir khi lgi ich cho ngudi me 16n hon nguy co ¢6 thé gay ra cho tré so sinh. Néu sir
dung nén can nhic dung liéu thap nhit c6 hiéu qua va trong thi gian diéu tri ngin nhat.

O lidu khuyén nghi paracetamol duoc bai tiét vao sita me voi mot luong khong dang ké
vé mit lam sang.

Caffein trong sira me ¢6 thé co tac dung kich thich déi véi tré ba me nhung van chua
quan sat thiy doc tinh déng ké.

Phenylephrin c6 thé dugc bai tiét vao sita me.

Anh huéng clia thude dén kha ning ldi xe, vin hianh may méc:

Bénh nhan bi chéng mat do ding thude khéng nén lai xe hodc van hanh may méc.

Twong tac, tuong ky cua thudc:

Cac thude cam (ng enzym hodc udng qué nhiéu ruou co thé lam tang ton thuong gan. Toc
do hip thu cia paracetamol c6 thé ting lén khi ding cung metoclopromid hodc
domperidon va giam hép thu khi dung colestyramin. Nhirng tuong tac nay khong co y
nghia lam sang khi sir dung diéu tri ngan han ¢ liéu dung theo khuyén nghi.

Can tham khio y kién cua bac si trudc khi dung két hgp paracetamol-caffein-

phenylephrin véi cac thude dudi day:

Céc thudc e ché monoamin Tuong tic thudc dan dén ting huyét ap xdy ra giira cac

oxidase (bao gémiatnin kich thich than kinh giao cam nhu phenylephrin véi
moclobemid) icéc thudc e ché monoamin oxidase (xem phin Chéng
chi dinh). |

‘Cac amin kich thich than kinh Str dung dong thoi phenylephrin véi cac amin kich thich
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giao cam

than kinh giao cam khac c6 thé lam ting nguy co xay ra
cac tac dung khong mong mudn trén tim mach (xem phan

Canh bao va than trong khi ding thudc).

Thudc chen beta va cac thudc
ha huyét ap khic (bao gdm
debrisoquin, guanethidin,

Reserpin, methyldopa)

Phenylephrin c6 thé 1am giam hiéu qua cua thudc chen
beta va thubc ha huyét 4p. Nguy co lam tang huyét ap v
gip cac tac dung khong mong mudn trén tim mach c6 thé

ting 1én (xem phan Chéng chi dinh).

Thubc chéng trdm cam ba|Co thé lam tang nguy co gap cac tac dung khong mong‘
muédn trén tim mach do phenylephrin (xem phéan Chong

chi dinh).

vong (vi du: amitriptylin)

Eitim c6 thé lam tang nguy co nhip tim khong déu hodc dt

quy.

Ergot alkaloid (alkaloid némStr dung déng thoi phenylephrin hydrochlorid c6 thé lim

lcva ga (nhu ergotamin ve‘nétz’mg nguy co mac phai ergotism (xem phan Canh bao va
| |

methylsergid) 'thén trong khi ding thuéc).

Warfarin va cac coumarin St dung paracetamol hang ngay kéo dai lam tang tac|

khac \dung chong dong mau cua warfarin va cac coumarin khaic|
i
f dan dén tdng nguy co chay mau; néu dung thudc khong

| thuémg xuyén sé khong c6 anh hudng dang ké.
Lithium :Cat‘l'ein ¢6 thé lam tang dao thdi lithium ra khoi co

| éthé. Néu ding dong thoi, nén giam hodc diéu chinh lidu

Téac dung khéng mong mudn cia thudc (ADR):

Cac tac dung khong mong mudn thu dugc tir dir liéu cua thi nghiém lam sang thuong
hiém gdp va xay ra trén mdt so it cac bénh nhan. Cac tic dung khong mong mudn thu
dugce trong qua trinh hru hanh san pham ¢ liéu ding khuyén nghi duge dua ra trong bang
dudi diy theo hé thdng co quan cua co thé. Do dir liéu thir nghiém 1am sang han ché, tan
sut cua cac tac dung khéng mong mudn nay chua xac dinh dugc (khong thé wdc tinh tir
dir liéu c6 sin). Két qua sau khi dua thudc ra thi truomg cho thdy céc tac dung khong
mong mudn cia paracetamol va cac phan tng nghiém trong 14 rt hiém.

Tém tit cac phan @mg co hai: dugc phan nhém theo tan suat: rdt thuong gip

(ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
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gip (1/10000< ADR < 1/1000) va rat hiém gap (ADR < 1/10000), Khong xac dinh (Tt
cac dir liéu c6 sin khong thé xac dinh).

Paracetamol:

Irié théng co' quan Tac dung khung mong muén

Roi loan mau va hé thong Giam tiéu cau.

bach huyét Mat bach cau hat.

i

Réi loan hé théng mién dich [Sdc phan vé |
'Phan irng qua min trén da bao gdm: phat ban da, phu'
%mach.
:Re"u hiém truong hop phan tmg da nghiém trong da duoc,

'bao céo.

Réi loan hé hap, 16ng nguc va|Co that phé quan n & cac benh nhin hen nhdy cam voi

trung thét aspirin hodc cac NSAID khac.

Ron loan gan mat R&i loan chire ndng gan.

Phan ing da nghiém trong__ﬁvﬁlwr" h(‘)lw wcw:hung Stevens-Johnson, hoi chu’ng _Lye]l; hoai tir biéu
bi nhiém doc, mun mu ban do toan than cp tuy hiém xay ra, nhung ¢6 kha nang gay tu
vong. Néu thdy xuat hién ban hodc cac biéu hién khac vé da, phdi ngirg dung thudc va
tham kham thay thudc.

Ban da va nhirng phan tng di ing khéc thinh thoang xay ra. Thuong la ban do hodc may
day, nhung d6i khi ning hon va co thé kém theo sot do thude va thuong tén niém mac.
Néu thay sot, bong nudc quanh cic hdc ty nhién, nén nghi dén hoi chirng Stevens-
Johnson, phai ngimg thudc ngay. Qué liéu paracetamol co thé dan dén tén thuong gan
ndng va doi khi hoai tir dng thin cip. Nguoi bénh man cam véi salicylat hiém khi méan
cam véi paracetamol va nhirng thuée c6 lién quan. Trong mot s6 it trudng hop riéng le,
paracetamol da gy giam bach cdu trung tinh, giam tiéu cau va giam toan thé huyét cau.
Caffein:

Céc tac dung khong mong mudn thu dugc trong qua trinh luu hanh san phim lién quan
dén vige str dung caffein duge liét ké dudi day. Khong xac dinh duge tan sudt xudt hién

cac tac dung khong mong mudn nay

ng thong co quan ‘Téc dgng khong mong mubn

Hf; thong than kinh trung uong éHung phén, chong mat va nhirc dau.

R01 loan tam thin Lo ling, mat ngu, bon chén, lo ling va kho chlu

'Réi loan tim 'Danh trong ng,uc
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Réi loan tiéu hoa Réi loan duang tiéu hoa.

Khi dung lidu khuyen nghi paracetamol-caffem cung v6i ché do an udng co nhicu caffein,

¢6 thé lam ting kha ning xay ra cac tac dung khong mong mudn lién quan dén caffein,
Cac tac dung khong mong mudn dudi diy da duge quan sat thiy trong cac thir nghiém
lam sang voi phenylephrin va c6 thé Ia dai dién cho cac tac dung khéng mong mudn

thudng xdy ra nhat.

Hé thong co quan Téc dung khong mong mubn N
:Réi Ioaﬁ_téim e e l:?jmg_._ ___________________________________________________________________________________________________________________________________________________________
R&i loan hé thin kinh TNhumc dau_ _éPhong mat ‘mét ngu.

Réi loan tim Tang huyétap. |
R&i loan tiéu hoa %Bu(;m n_(‘)-ﬁml;(“)n )

Cac tac dung khong mong muon duge xéac dinh trong qua trinh luu hanh san pham duorc

liét ké dudi ddy. Tan suat cia nhitng phan (ing nay khong xac dinh.

iHe thong co’ quan ]Tac dung khéng mong mudn "

R6i loan hé thong mién dlch Qué min, viém da di ing, may day.

R&i loan mit Bcnh gidn dong tur, bénh glocom g_oé dong cip t:nh

lhucng hay xay ra ¢ nhitng bénh nhan g g,locom goc dong.

R6i loan tim ” Nhlp tim nhanh, danh trong, nguc
_____________________________ b S
Réi loan da va dudi da |Phat ban.
Réi loan than va tiét niéu  Kho tiéu, bi tiéu. Thuong xdy ra & nhig bénh nhén bj tic

i gnghén dudng tiét niéu, nhu phi dai tuyén tién liét.

Thong bao ngay cho bac sy I:flo;ic duoc sy nhiing phan ing co hai gap phai khi sir dung :
thudc.

Qua liéu va cach xir tri:

Paracetamol:

Qua liéu paracetamol c6 thé gy suy gan, didu nay ¢6 thé dan dén viéc phai ghép gan hoéc

tr vong.

O nguoi lon da ding tir 10g paracetamol tro 1én ¢6 thé xay ra ton thuong gan. Udng tir 5g

paracetamol tr¢ [én ¢6 thé dan dén tdn thuong gan néu bénh nhin c6 mot trong céc yéu to

nguy co dudi day:

- Pang diéu tri lau dai voi carbamazepin, phenobarbital, phenytoin, primidon, rifampicin,

St John's Wort hodc céc thudc khéc gay cam (ng enzym gan.
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- Thudng xuyén udng qué nhiéu rugu.

- C6 kha nang bi thiéu hut glutathion nhu ri loan an uéng, xo nang, nhiém HIV, biéng an
trdm trong, suy nhugc.

Triéu ching va ddu hiéu:

Céc triéu chirng cia qua liéu paracetamol trong 24 gid dau 1a xanh xao, budn ndn, ndn,
chén &n va dau bung. Tén thuong gan c6 thé rd rang sau khi udng tir 12 dén 48 gio va dat
dén dinh diém sau 4-6 ngdy. Nhirng bat thuong vé chuyén hoa glucose va nhiém toan
chuyén hoa c6 thé xay ra. Trong truong hop ngd doc ning, suy gan c6 thé tién trién thanh
bénh ndo, xuit huyét, ha duong huyét, phii ndo va tir vong. Suy thin cap voi hoai tir dng
than cflp. duoc biéu hién bai dau that lung, dai ra mau va protein ni¢u, co thé tién trién
ngay ca khi khong c6 ton thuong gan nghiém trong. Di c6 bao céo vé rdi loan nhip tim va
viém tuy.

Xur tri:

Diéu tri ngay lap tirc 1a can thiét trong xir tri qua lidu paracetamol. Mic du khong c6 céc
tri¢u chirng som, bénh nhan nén dugc dua dén bénh vién khan ca"ip dé duoc cham soc y té
ngay lap tirc. Céc tridu ching co thé gi¢i han ¢ budn ndn hodc ndn va co thé khong phan
anh mirc d nghiém trong ciia qua lidu hodc nguy co tn thuong cac co quan. X tri phai
tudn theo cdc hudng dan diéu tr da dugc thiét lap.

Diéu trj bing than hoat nén dwoc xem xét néu da dung qua lidu trong vong 1 gio. Néng do
paracetamol trong huyét tuong nén duoc do sau 4 gio hodc mudn hon sau khi udng (nong
do trude do khong dang tin cdy). Co thé dung N-acetylcystein dé dicu tri sau khi uong
paracetamol dén 24 gio, tuy nhién, hiéu qua bao vé téi da dat duoc sau khi udng trong
vong 8 gio. Hiéu qua cua thude giai doc giam manh sau thoi gian ndy. Néu can thiét, bénh
nhan nén dugc tiém tinh mach N-acetylcystein, phi hop voi liéu lugng da thiét lap. Néu
ndn mira khong phai la van dé, methionin dudng udng ¢6 thé 1 lya chon thay thé phi hop
cho nhirng noi xa bénh vién. Viéc diéu tri cho nhirng bénh nhan ¢o r6i loan chite nang gan
nghiém trong sau 24 gio ké tir khi udng qua lidu phai dugc thio luan véi bénh vién
chuyén vé bénh gan,

Caffein:

Triéu chung va ddu hiéu:

Qua liéu caffein o thé dan dén dau thugng vi, non mua, loi tiéu, nhip tim nhanh hoéc roi
loan nhip tim, kich thich than kinh trung uong (mat ngu, bon chén, phin khich, kich
dong, hoang sg, run va co giat).

Khi dung thudc qué liéu, can cha ¥ ring ngoai cdc triéu chimg xdy ra do qua liéu caffein,

con c6 thé xay ra dc tinh nghiém trong trén gan do qua liéu paracetamol.

AV

N N -




https://trungtamthuoc.com/

Xu tri:
Khong c6 thube giai doc ddc hiéu, nhung c6 thé sir dung cac bién phap diéu tri hd tro.
Phenylephrin:
Triéu chirng va ddu hiéu: Qua lidu phenylephrin c6 thé dan dén céc tac dung twong tu nhu
da liét ké trong phan tac dung khong mong mudn. Céc tridu ching khac c6 thé bao gom,
khé chiu, bon chon, ting huyét dp va c6 thé bj cham nhip tim do phan xa. Trong céc
truong hop ning, c6 thé din dén nhdm Iin, do giac, co gidt va loan nhip tim. Tuy nhién
lugng thude c6 thé gdy ddc tinh nghiém trong lién quan dén phenylephrin thuong I6n hon
lugng thude co thé gay doc tinh nghiém trong trén gan lién quan dén paracetamol.
Xue tri:
Diéu tri tly theo triéu chirng lam sang. Tang huyét 4p nang c6 thé can duoc diéu tri voi
thudc chen alpha nhu phentolamin.
Duwgc lue hoc:
Ma ATC: NO2BES]
Nhém téc dung dugce 1y: Cac thude giam dau, ha sét va cac dang thudc két hop chéng cam
cim khac.
Paracetamol la mot chit giam dau va ha sét.
Phenylephrin hydrochlorid 1a mot chét kich thich than kinh giao cam, tic dung chinh va
true tiép 1én thy thé adrenergic (phan 16n la alpha-adrenergic) ¢6 tac dung chong xung
huyét mii.
Caffein la dAn xuat xanthin co tac dung kich thich hé than kinh trung vong, giup tinh tao
va tang hoat dong tri 6c.
Duwoc dong hoc:
Paracetamol dugc chuyén hoa boi cdc enzym microsome ¢ gan. Pugc hip thu nhanh
chong va hoan toan qua duong tiéu hoa. Néng do thudc trong huyét tuong dat dinh sau 30
phiit dén mot gio, thoi gian ban thai trong huyét tuong khoang 1-3 giv va dugc phan b
dong déu khip co thé,
Phenylephrin hydrochlorid dugc hip thu khong déu tir dudng tiéu hoa.
Caffein dugc hap thu nhanh chong qua dudng tiéu hoa.
Quy cach dong goi: Hop 15, 20, 30 vi x 12 vién, vi PVC/nhom.

Hop 3, 5, 10 vi x 10 vién, vi PVC/nhom.

Hop 25 vi x 4 vién, vi PYC/nhom.

Hop 25 vi x 4 vién, vi xé nhom/nhom.
Piéu kién bao quéan: Noi kho, tranh anh sang, nhiét do dudi 30°C

Han ding: 36 thang ké tir ngay san xuat
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Tiéu chuéin chit lugng ciia thude: Tiéu chudn co s¢

Tén va dia chi co sé san xuit: CONG TY CO PHAN DUGC TRUNG UONG
MEDIPLANTEX

Dia chi: S6 358 dudng Giai Phong - Phuong Liét - Thanh Xuan - Ha Noi

San xuét tai: Nha may Dugc phim s6 2, Trung Hau - Tién Phong- Mé Linh - Ha Ni

NG NEa. 0. thang...3.. nam 2024
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