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HU'ONG DAN SU DUNG THUOC

Sén xuét theo: TCCS
Céng thire: M3 vién nén sli bot ¢é chira:

Hoat chét:
Paracetamol . 650,00 mg
DiphenhydraminHCl................... 25,00 mg
Phenylephrin HCl...................... 10,00 mg

Té duoc vira 0 cho 1 vién nén sii bot

(Kollidon 30, Acid citric, Aspartam, Natri carbonat, Natri bicarbonat, Natri Docusate,
Simethicon, PEG 6000, Mi qué, Mui chanh, Ethanol 96%).

Dwoc Iy va co ché tac dyng

- Paracetamol: La chét ha sét gidm dau tdng hop, din xult cia P-aminophenol, cor
ché tac dung ha sbt va gidm dau giéng nhur Acid Salicylic va din chét clia né.
Paracetamol c6 khd nang virot qua hang rao mau nio. W
- Téc dung ha sét clia Paracetamol |4 do thubc tac dung lén ving 631 dudi clia v
n&o, sy tan nhiét tang lén |a két qua cla su gidn mach mau va tang lru lwong mau
ngoai bién.

- Paracetamol lam ha than nhiét & nhirg ngudi bj sbt, nhung khdng lam ha than
nhiét & nhimg ngudi binh thudng. Paracetamol khdng c6 tac dung chéng viém va
chéng két tap tiéu cAu hodc théi gian chdy mau nhu Acid Salicylic.

- Téc dyng gidm dau cla Paracetamol lién quan dén viéc thudc ngéin chan sy tdng
hop Prostaglandin.

- O lidu @idu tri, Paracetamol hdu nhu khdng tac dong 1&n hé tim mach, hd hip va
cOng khong lam thay 84i can bang acid-base, khdng gdy kich ing, chdy mau da day
nhu Acid Salicylic vi Paracetamol khong tac dung trén Cyclooxygenase toan than ma
chi tac 8dng 8én Cyclooxygenase/ Postaglandin cia hé thin kinh trung uong.

- Diphenhydramin.HCI: din xuét monoethanolamine, 1 mdt thuéc khang Histamin
¢6 tac dung (rc ché Muscarinic va tac dung an than, Diphenhydramin HCI tdc dung
théng qua irc ché canh tranh & thy thé Histamin H,. Diphenhydramin HCI duoc sir
dyng @& lam gidm triéu chimg cda bénh di (g bao gdm ndi mé day, phi mach, viém
mai, viém két mac va trong cac bénh ngira da. Ngoai hidu e trén cac trigu chimng di
(g thdng thudmg, thudc ciing duoc sir dung aé didu tri chimg ho do kich thich.
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Ngoal ra, Diphenhydramine con ¢ téc dung lam gidm bubn ndn, nén, chéng mét do
say tau xe. ’
- Phenylephrin hydrochioride: La chét kich thich thin kifii gia
truc tiép 18n céac thu thé Adrenergic. N6 ¢6 tac dung dang kel vai
idu thdng thudmg, Phenylephrin khdng c6 tac dung kich thig
wong. Téc dung sinh hoc cla no Ia yéu hon cla drena .
hon. Phenylephrin tao ra sy co mach ngoai vi va tang ap lyc ddng mach, no clng
gdy ra cham phdn xa nhip tim, 1am gidm lru lrgng méu dén da va than. Phenylephrin
va mudi ciia né duge sir dung phd bién d& lam gidm triéu chirng nghet mai

Duge dong hoc:

- Paracetamol dugc hip thu gin nhu hodn toan sau khi ubng 10 - 60 phit, ndng 66
trong huyét tuong dat dugc mic téi da. Sau khi ubng, thuéc dugc phan phdi nhanh
dén cac md co. Co6 khodng 25% Paracetamol dugc gan véi huyét tuong. Thoi gian
ban hiy khodng 1,25 - 3 giv. 1%
- Paracetamol dugc chuyén héa & gan, va dao thai trong nudc tidu dudi dang lién
hop glucuronic va lién hop sulfonic, dudi 5% dudi dang khong dbi.

- Diphenhydramin HCI duoc hip thu tét qua duémg tiéu héa. Thoi diém bét dau tac
dyng sau khi ubng thudc 1a 15 dén 30 phit va ndng 46 dinh dat duoc sau 2-4 gid.
Khoding thdi gian tac dung tir 4-6 gid. Tac dung an thdn cao nhét dat dugc trong
khodng 1-3 gi¢r. Diphenhydramin HCI c6 86 gén két cao véi protein. Thudc duoc
phan phdi rdng trong md va dich co thé. Thudc qua dugc nhau thai va dugc bai tiét
qua s(ra me.

- Diphenhydramine duoc chuyén hoa & gan, tao thanh Diphenyimethoxyacetic acid,
sau @6 chuyén thanh dang lién hop, ngoai ra con tao thém mét sb dang chuyén héa
khac. Théi gian ban hiy trong huyét tuong la 2-8 gié. Hau hét phin thubc chua
chuyén hoa va cic sdn phim aa chuyén héa duoc bai tiét qua than trong vong 24-48
gitr khi ding mét lidu.

- Ding ubng Phenylephrin co sinh khd dung thdp do hép thy kém, trudc hét nd
duge chuyén héa bdi men Monoamine oxidase co trong rudt va gan. Khi tiém dudi da
hay tiém bip phai mat 10-15 phit 6 cb téc dung, tiém dudi da va tiém bép co hiéu
qua kéo dai 6én khodng 1 - 2 git twong (mg. Tiém tinh mach c6 hidu qud trong
khodng 20 phut.
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Chi djnh:
Lam gidm tam théi sung huyét mai, chdy mai (s& mai), hit ho
mét, ho, dau hong, nhirc dAu, dau minh va sbt do cam lanh Ji
ciia dudomg hod hip trén

Liéu ding - Céch ding: Dung uéng .
- Ngudi I6m va tré em tir 12 tudi trd 18n: 1 vién cach mdi 4 — 6 gidy, kMO
trong 24 gidr.

- Tré em tir 6 dén 11 twdi: 172 vién cach mbi 4 — 6 gi&r, khdng qua 4 vién trong 24
givr.
Chéng chi dinh:

~ Bénh nhan nhay cdm v&i bt cir thanh phiin nao cla thude.

- Bénh nhan dang ding céc thudc IMAO, bénh nhan suy gan.

- Khéng diing cho tré em dudi 6 tudi.

- Khéng diing cho ngui lai xe va van hanh may moc. W
Thén trong:

- Béc sl cin cénh bdo bénh nhan vé céc déu higu cla phdn Ung trén da nghiém
trong nhu hdi chirmg Steven-Jonhson (SJS), hdi chirng hoai tr da nhiém ddc (TEN)
hay hdi chimg Lyell, hdi ching ngoai ban mun md toan than cip tinh (AGEP).

- Khéng ding chung v&i céc thube khac cb chira Paracetamol.

- Tranh hay han ché udng cling véi rugu vi tng ddc tinh a8 véi gan, thén trong véi
ngudi suy gan than (Paracetamol).

- Phai a3c bigt than trong va tdt hon 1a khong ding Diphenhydramin cho ngudi co
phi Gai tuyén tidn iét, tit bang quang, hep mdn vi, do tac dyng khang cholinergic clia
thubc. Tranh khdng ding Diphenhydramin cho nguéi bi bénh nhugc co, ngudi cb
tang nhan ap goc hep.

- Ngung ding thubc va tham khao y kién bac s§ khi:

+ Cb céc tridu chimg mdi xudt hién.

+ Néu cb 86 da hodc sung phu.

+ Néu dau n@ing hon hodc sét kéo dai hon 7 ngdy.

+ Néu sbt naing hon hoéic sét kéo dai hon 3 ngay.

+ Néu xuét hign cdm giac bdn chdn, chéng mat hay mét ngl.

+ Ho kéo dai hon 7 ngdy, ho tai phét b kém theo sét, phét ban hodic nhirc diu kéo
dai
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- Tham khdo ¥ kién bac s§ néu ban ¢ bénh tim mach, tiéu
huyét 4p, suy than, ting nhan ép, tidu khé do phi dai tuyén tiég
kéo dai nhu ho do hdt thubc 14, do hen phé qudn, viém phé g
kém véi tiét dam qua mirc.

Téc dyng khéng mong mudn:

- Mt ngd, bdn chén, chéng mat, budn ndn, hodc nén mira.
~ Mt sb trudmg hop di (g voi thude hiém xdy ra nhu: phat ban, ban @5, hodc mé
day.

- Téc dung gy budn ngl c6 nguy co géy tai nan cho ngudi i xe va ngudi van
hanh mdy moc.

Théng béo cho Béc S§ hoge Duge Sy biét nhimg téc dung khéng mong mubn
gdp phéi, khi str dung thubc.

Tuong téc thubc:

- Khéng ding thubc nay khi ban dang ding cdc thudc (c ché enzym
monoaminoxydase (IMAO) (mdt vai thubc didu tr| rdm cam, bénh Iy tam thin hay
cam xic, hodc bénh Parkinson) hodc trong vong 2 tudn sau khi ngung ding cac
thudc IMAO. _
Ngudi c6 thai: Khdng ding cho phy ni o6 thai khi cn thiét. W
Nguréi nudi con bu: Khdng ding cho phy nir dang nudi con bl khi cén thiét.

Nguoi 14i xe va vin hanh may méc: Khdng ding thubc nay, vi thubc co thé gay
budn ngd.

Qué lidu: Qua lidu 16n cla Acetaminophen co thé gay ddc tinh gan & mét vai bénh
nhan. & ngudi Iém va tré em trén 12 tubi, ddc tinh gan cb thé xdy ra sau khi ubng libu
Iém hom 7.5 - 10g trong khodng th&i gian B gi¢r hay it hon. O tré em nhd hon 12 tudi,
qué lidu clp tinh v&i lidu it hon 150mg/kg khdng co ddc tinh & gan. Tridu chimg sém
clia qué lidu cd kha nang gdy thuong tdn & gan bao gém: Budn ndn, ndn mdra, toat md
hdi, trang thai kho chiu.

- Didu trj: Oua ngay dén bénh vién 88 sdc rira da day.

- Didu tri ngd ddc Paracetamol bao gdm tiém tinh mach hodc ubng N-acetylcysteine
cang sém cang tét

- Triéu chimg qué lidu cia Phenylephrin bac gdm lo ling nhe, tim dap nhanh va/
hay cao huyét ap nhe. Triéu chimg thutmg xudt hién trong khodng 4 -8 gi& sau khi
ubng va thuémg chi xuét hign trong thai gian ngén khong cin didu tri.
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Bdo quén: DBay nit kin sau khi lay thubc. Noi khé thoang, tranh anh sang, nhiét 46
phdng (duéi 30°C).
Doéng goéi: Hop 1 tiyp x 10 vién nén sui bot, hodic Hop 4 vi x 4 vién nén sui bot
Han dung: 24 thang ké tir ngay san xuét.
Tiéu chudn: TCCS
DE XA TAM TAY CUA TRE EM
KHONG DUNG THUOC QUA HAN SU DUNG
POC KY HUONG DAN SU’ DUNG TRU'O'C KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY
TEN VA DJA CHI NHA SAN XUAT
CONG TY CO PHAN SPM 1’(’/
SPM |5 51, Dudng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp.
HCM.
PT: (08) 37507496 - Fax: (08) 38771010

\Cg/ Tp. HCM, ngay 22 thang 02 nam 2014
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