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TO HUONG DAN SU DUNG
Thude bdt siii bot: PHACOPARAMOL

Thanh phin: ]
Trong mdi géi 3,0g thudc bot chira:

Patacetaiiiol .. ..t fuie i i G T s b o 325,0 mg

Clorpheniramin maleat ..........ccceiiiiiiiiiiniieiieeiie e 2,0 mg

Vitamnin Bl ... ssiusnsammisisnannsisssiasisi e 10,0 Mg

TAAUQGE ...t siinensepsronmsonamesmaassnszemnoyssnsans sommenesammsmnnasrensey: VIED (. ] @O
Chi dinh:

Diéu tri cdc chimg dau nhirc cam sot.

Liéu ding va cach dung:

Tré em dudi 1 tudi: udng mdi lan 1/3 goi.

Tur 1 — 6 tudi: ubng mdi lan : goi.

Tir 6 — 15 tudi: ubng mdi lan 1 goi.

M®i ngay udng tir 3 — 4 lan.

Hodic theo su chi dan cua Thay thudc.

Chéng chi dinh:

- Khong dung cho ngucn man cam véi bat cir thanh phan nao cua thude. :
- Bénh nhan suy té bao gan hoic suy than ning.

- Ngudi bénh dang con hen cip.

- Ngudi bénh thiéu hut glucose - 6 - phosphat dehydro-genase.

- Nguoi bénh c6 triéu ching phi dai tuyén tién liét.

- Glocom géc hep.

- Téc ¢ bang quang.

- Nguoi bénh dung thudc e ché monoamin oxidase (MAO) trong vong 14 ngay, tinh dén thoi
diém diéu tri bang clorpheniramin vi tinh chit chdng tiét acetylcholin ctia clorpheniramin bi
tang lén bai cac chit tc ché MAO.

Thén trong khi dung thube:

* Nhirng liru y déc biét va canh bao khi dung thuée:

- Lién quan dén paracetamol:

Paracetamol tuong déi khong doc véi lidu dueu tri. D6i khi c6 nhiing phan (ng da gdm
ban dat san ngua va may day; nhing phan ang man cam khac gom phu thanh quan, phit mach,
va nhirng phan tng kiéu phan vé c6 thé it khi xay ra. Giam tiéu cau, giam bach cdu, va giam
toan thé huyét ciu di xay ra voi viéc su dung nhirng dén chat p- amlnophenol déc biét khi
ding kéo dai cac liéu I6n. Giam bach cau trung tinh va ban xudt huyét giam tiéu cau da xay ra
khi diing paracetamol. Hiém gip mat bach cau hat & ngudi bénh dung paracetamol.

Ngudi bi phenylceton - niéu (nghia la, thiéu hut gen xac dinh tinh trang cta phenylalanin
hydroxylase) va ngudi phai han ché luong phenylalanin dua vao co thé phai dugc canh béo 1a
mot sé ché pham paracetamol chtra aspartam, sé chuyén héa trong da day - rudt thanh
phenylalanin sau khi udng.

Mot so dang thudc paracetamol c6 trén thi trudng chia sulfit c6 thé gay phan img kiéu
di mg, gdm ca phan vé va nhiing con hen de doa tinh mang hodc it nghiém trong hon ¢ mét
sO ngudi qua man. Khong biét rd ty Ié chung vé qua man véi sulfit trong dan ching ndi
chung, nhung chéc la thip; su qua man nhu vy c6 vé thuong gap 6 ngudi bénh hen nhiéu
hon & ngudi khong hen.

Phai dung paracetamol than trong & nguoi bénh ¢co thiéu mau tir trude, vi chimg xanh
tim c6 thé khong biéu 16 rd, mac du co nhiing ndng do cao nguy hiém cua methemoglobin
trong mau.

Uong nhidu rugu co thé gy tang doc tinh véi gan cua paracetamol; nén tranh hodc han
ché udng rugu.
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Béc sT can canh bdo bénh nhan vé cac ddu hiéu cua phan Gng trén da nghiém trong nhu
hdi ching Steven-Jonhson (SJS), hoi chung hoi tir da nhiém doc (TEN) hay hoi chang Lyell,
hoi chirng ngoai ban mun mu toan than cap tinh (AGEP).

- Lién quan dén clorpheniramin maleat:

Clorpheniramin c6 thé lam ting nguy co bi tleu tién do tac dung phu chong tiét
acetylcholin cua thuoc dac biét & ngudi bi phi dai tuyén tién liét, tic duong niéu, tic mon vi
ta trang, va lam tram trong thém ¢ ngudi bénh nhuge co.

Tac dung an than cta clorpheniramin tang lén khi uéng ruou va khi dung dong thoi voi
cac thudc an than khac.

Co nguy co bién chirng duong ho hap, suy giam ho hap va ngimg tho, diéu do c6 thé
gdy rét rac roi & nguot bi bénh tic nghén phéi hay & tré em nho. Phai than trong khi c6 bénh
phdi man tinh, thd ngén hoac kho the.

Co nguy co bi séu rang o nhiing ngudi bénh diéu tri thoi gian dai, do tac dung chéng tiét
acetylcholin, gay kho miéng.

Thude co thé gay ngu ga, chong mat, hoa mat, nhin mo, va suy giam tdm than vin dong
trong mot s6 ngudi bénh va cé thé anh huong nghiém trong dén kha ndng lai xe hoac vén
hanh may. Can tranh ding cho ngudi dang lai xe hoac diéu khién may moc.

Tranh dung cho ngudi bénh bi ting nhan ap nhur bj glocom.

Dung thudc thian trong v6i ngudi cao tudi (> 60 tudi) vi nhitng ngudi nay thudng tang
nhay cam véi tac dung chng tlet acetylcholin.

* Tac dung khong mong mubn:

- Lién quan dén paracetamol.:

Ban da va nhiing phan ung dj img khac thinh thoang xay ra. Thudng la ban do hoac may
day, nhung doi khi nang hon va ¢é thc kém theo sét do thude va thuong tén niém mac. Nguoi
bénh man cam vai sallcylat hiém man cam véi paracetamol va nhiing thuée co lién quan.Trong
mot s6 it truong hop riéng le, paracetamol da gay giam bach cau trung tinh, giam tiéu cau va
giam toan thé huyét cau.

it gap: ban, budn ndn, ndn, loan tao méau (giam bach cu trung tinh, giam toan thé huyét
cau, giam bach cau), thiéu mau, benh than, doc tinh than khi lam dung dal ngay.

Hiém gip: phan irng qua man.

- Lién quan dén clorpheniramin maleat:

Tac dung an than rat khic nhau tir ngi ga nhe dén ngu sau, kho miéng, chong mit va
gdy kich thich xay ra khi diéu tri ngit quang. Tuy nhién, hdu hét ngudi bénh chiu dung duoc
cac phan tng phu khi diéu tri lién tuc, dic biét néu tang liéu tir tir.

Ngut ga, an than. Khé miéng. Chong mat.Budn non.

- Lién quan dén vitamin Bl : ]

Ra nhiéu md héi, séc qua man.Tang huyét ap cip. Ban da, ngira, may day. Ho hap: kho
tho.

Thong bdo cho bdc si nhitng tdic dung khong mong muén gap phii khi st dung thuéc.
Tuwong tic thude:

- Lién quan dén paracetamol.:

Uong dai ngay liéu cao paracetamol [am tang nhe tac dung chbng déng cua coumarin va
dan chét indandion. Can phai chu y dén kha ning giy ha st nghiém trong & ngudi bénh dung
ddng thoi phenothiazin va liéu phéap ha nhiét.

Uong rugu qua nhiéu va dai ngay cé thé lam ting nguy co paracetamol gay doc cho gan.

Thudc chong co gidt (gdbm phenytoin, barbiturat, carbamazepin) gdy cam ang enzym &
microsom thé gan, co thé lam tang tinh ddc hai gan cta paracetamol do tang chuyén hoa thube
thanh nhiing chét doc hai voi gan. Ngoai ra, dung ddng thoi isoniazid véi paracetamol ciing
c6 thé dan dén tang nguy co doc tinh voi gan.

- Lién quan dén clorpheniramin maleat:

Cac thude tic ché monoamin oxydase lam kéo dai va tang tic dung chéng tiét
acetylcholin ctia thude khéang histamin.

Ethanol hodc cac thudc an thin gdy nga cé thé tang tac dung tc ché hé TKTW clia

clorpheniramin.
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Clorpheniram i,n irc ché chuyén hoa phenytoin va co thé dan dén ngo doc phenytoin.

- Lién quan dén vitamin B1:

Vitamin B, phéi hop trong vién nén véi cac vitamin khac va cic mudi khodng.

Sir dung cho phu nir ¢é thai va cho con bi:

Thén trong khi dung cho phu nir ¢6 thai.

Sur dung duoc ngudi cho con bu.

Tac dong ciia thude khi l4i xe va vin hanh may méc:

Canh gidc voi cac doi tuong diéu khién phuong tién giao thong va sir dung may moc vi nguy
co gdy budn ngu cua thudc.

Sir dung qua liéu:

- Lién quan dén paracetamol:

Nhieém ddc paracetamol co thé do dung mot lidu doc duy nhat, hodc do udng lap lai lidu
l6n paracetamol (vi du, 7.5 - 10 g mbi ngay, trong | - 2 ngay), hodc do ubng thudc dai ngay.
Hoai tir gan phu thudc liéu 1a tac dung ddc chp tinh nghiém trong nhat do qua liu va ¢6 thé gy
tr vong.

Budn non. ndn, va dau bung thudng xay ra trong vong 2 - 3 gior sau khi udng liéu doc
cua thudc. Methemoglobin - méau, dan dén chimg xanh tim da, niém mac va mong tay la mot
dau hiéu dac trung nhiém doc cap tinh dan chat p - aminophenol; mdt fuong nho
sulfhemoglobin ciing ¢6 thé dugc san sinh. Tré em ¢ khuynh huéng tao methemoglobin dé
hon nguoi l6n sau khi udng paracetamol.

Khi bi ngd doc ndng, ban dau o thé ¢o kich thich hé than kinh trung wong, kich dong,
va mé sang. Tiép theo cd thé la e che hé than kinh trung uong: siing so. ha than nhiét; mét la;
tho nhanh, néng: mach nhanh, yéu, khong déu: huyét ap thép: va suy tuan hoan. Truy mach
do giam oxy huyét tuong doi va do tac dung uc ché trung tam, tac dung nay chi xay ra voi lidu
rat 16m. Sde co thé xay ra néu gidn mach nhiéu. Con co gidt nget tho gay tir vong co thé xay
ra. Thuong hon mé xay ra trude khi chét dot ngdt hodc sau vai ngay hon mé.

DAu hiéu 1am sang thuong ton gan trd nén rd rét trong vong 2 dén 4 ngay sau khi udng
lidu doc. Aminotransferase huyét tuong tang (doi khi tang rat cao) va nong do bilirubin trong
huyét tuong ciing €O thé tang; thém nira, khi thuong tén gan lan rong, thoi gian prothrombin
kéo dai. Co thé 10% nguoi bénh bi ngd doc khong duge diéu tri dac hiéu da c6 thuong ton
gan nghiém trong; trong sb d6 10% dén 20% cudi cung chét vi suy gan. Suy than cip ciing
xay ra 0 mot s6 nguoi bénh. Sinh thiét gan phat hién hoai tr trung tam tiéu thuy trir ving
quanh tinh mach cua. O nhirng truong hop khong tir vong, thuong t6n gan phuc hdi sau nhiéu
tuan hodc nhiéu thang.

Chén doan som rdt quan trong trong diéu tri qué liéu paracetamol. C6 nhiing phuong
phéap xac dinh nhanh ndng do thude trong huyét tuong. Tuy vdy, khong duoc tri hoan diéu tri
trong khi cho két qua xét nghiém néu bénh sir goi y 1a qua liéu nang. Khi nhiém ddc nang,
diéu quan trong la phai diéu tri ho tro tich cuc. Céan rua da day trong moi truong hop, tot nhat
trong vong 4 gio sau khi udng. ‘

Liéu phap giai doc chinh la ding nhiing hop chét sulfhydryl, ¢6 1& tac dong mét phan do
bd sung du trir glutathion & gan.

N-acetylcystein co tac dung khi udng hoac tiém tinh mach. Phai cho thudc ngay lép tirc
néu chua dén 36 gio ké tur khi udng paracetamol. Diéu tri vdi N - acetyleystein ¢ hiéu qua
hon khi cho thudc trong thoi gian dudgi 10 gio sau khi ubng paracetamol. Khi cho udng. hoa

lodng dung dich N - acetylcystein voi nuéce hodc dd udng khong c6 rugu dé dat dung dich 5%
va phai udng trong vong 1 gio sau khi pha. Cho udng N - acetylcystein véi lieu dau tién la
140 mg/kg, sau do cho tiép 17 licu nira, mdi liéu 70 mg/kg cach nhau 4 gio mot lan. Cham drt
diéu tri néu xét nghiém paracetamol trong huyét tuong cho thay nguy co doc hai gan thap.

Tac dung khong mong mubn cua N - acetylcystein gom ban da (gom ca may day, khong
yéu cau phai ngimg thudc), budn non, non, ia chay. va phan tmg kiéu phan ve.

Néu khong ¢6 N - acetylcystein, co thé dung methionin (xem chuyén luin Methionin).
Ngoai ra co thé duing than hoat va/hoac thube thy mudi, ching c6 kha ndng lam giam hap thu

paracetamol.
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- Lién quan {i’én clorpheniramin maleat:
 Liéu gay chet cua clorpheniramin khoang 25 - 50 mg/kg thé trong. Nhiing triéu chiing
va dau hiéu qua li€u bao gdm an than, kich ghich nghich thuong hé TKTW, loan tam thin, con
dong ‘kinh. ngimg thd, co giat, tic dung chdng tiét acetylcholin, phan (mg loan truong luc va
truy tim m‘z_tch, loan nhip.
biéu tri triéu chimg va hd tro chitc ning séng, can cha y dic biét dén chiic nang gan,
than, hd hap. tim va can bang nudc, dién giai.

~ Rua da day hodc gay non bing siro ipecacuanha. Sau d6, cho ding than hoat va thude
tay dé han ché hap thu.

‘ Khi gap ha huyét ap va loan nhip, cin duoc diéu tri tich cuc. C6 thé diéu tri co giat
bang tiém tinh mach diazepam hodc phenytoin. Co thé phai truyén méu trong nhitng ca nang.
Cac dac tinh dwoc ly:

* Cac dic tinh dwgc lwe hoc:

Paracetamol (acetaminophen hay N - acetyl - p - aminophenol) la chét chuyén hoa ¢6 hoat
tinh ctia phenacetin, [a thude giam dau - ha s6t hitu hiéu co thé thay thé aspirin; tuy vay, khac
vGi aspirin, paracetamol khong c6 hiéu qua diéu tri viém. V&i liéu ngang nhau tinh theo gam,
paracetamol c6 tac dung giam dau va ha sot tuong tu nhu aspirin.

Paracetamol lam giam than nhiét 0 ngudi bénh s6t. nhung hiém khi lam giam than nhiét &
ngudi binh thudng. Thude tac dong lén ving dudi doi gay ha nhiét, toa nhiét tang do gian
mach va tang luu lugng mau ngoai bién.

Paracetamol. v6i liéu diéu tri, it tic dong dén hé tim mach va ho hép, khong lam thay ddi can
bing acid - base, khong gy kich iing, xudc hogc chay mau da day nhu khi dung salicylat, vi
paracetamol khong tic dung trén cyclooxygenase toan than, chi tac dong dén
cyclooxygenase/prostaglandin cua hé than kinh trung uong. Paracetamol khong co tic dung
trén tiéu cau hodc thoi gian chay mau.

Khi dung qué liéu paracetamol mot chat chuyén hoa la N - acetyl - benzoquinonimin gay doc
nang cho gan. Liéu binh thuong, paracetamol dung nap tbt, khong c6 nhiéu tac dung phu cu
aspirin. Tuy vdy. qué liéu cfp tinh (trén 10 g) lam thuong ton gan gay chét nguoi, va nhitng
vu ngd doc va ty van bing paracetamol da tang Ién mot cach déng lo ngai trong nhing nam
gin day. Ngoai ra, nhiéu ngudi trong d6 ¢6 ca thiy thube, dudong nhu khong biét tac dung
chbng viém kém cua paracetamol.

Clorpheniramin la mot khang histamin ¢ rat it tic dung an than. Nhu hiu hét cac khing
histamin khac, clorpheniramin ciing co6 tac dung phu chdng tiét acetylcholin, nhung tac dung
nay khac nhau nhiéu gitra cac ca thé.

Tac dung khang histamin cua clorpheniramin thong qua phong bé canh tranh cac thy thé H,
ctia céc té bao tac dong.

Thiamin thuc té khong c6 tac dung duoc ly, thém chi o lidu cao. Thiamin pyrophosphat, dang
thiamin c6 hoat tinh sinh ly, la coenzym chuyén hoa carbohydrat lam nhiém vu khur carboxyl
cua cac alpha - cetoacid nhu pyruvat va alpha - cetoglutarat va trong viéc su dung pentose
trong chu trinh hexose monophosphat. ]

Luong thiamin an vao hang ngay cin 0,9 dén 1.5 mg cho nam va 0.8 den 1.1 mg cho nir khoe
manh. Nhu cau thiamin ¢6 lién quan truc tiép voi lugng dung carbohydrat va toc do chuyén
hoa. Diéu nay ¢6 y nghia thuc tién trong nudi dudng ngudi bénh bing duong tinh mach va ¢
nguoi bénh ¢o ngudn nang lugng calo |y chu yéu tir dextrose (glucose). ‘

Khi thiéu hut thiamin, su oxy hoa cic alpha - cetoacid bi anh huong. 1am cho nong do pyruvat
trong mau tang Ién, giup chan doan tinh trang thiéu thiamin. . )

Thiéu hut thiamin s& gy ra beriberi (bénh t€ pht). Thiéu hut nhe biéu hién trén hé than kinh
(beriberi kho) nhu viém day than kinh ngoai bién, rbi loan cam giac cac chi, c6 thé tang hoac
mat cam giac. Truong luc co giam dan va co thé gdy ra chimg bai chi hodc liét mot chi nao
d6. Thiéu hut trim trong gdy roi loan nhan céch, trdm cam, thiéu sang kién va tri nh¢ kém nhu
trong bénh ndo Wernicke va néu diéu tri mudn gay loan tam than Korsakoﬂ‘. )
Céc triéu chimg tim mach do thiéu hut thiamin bao gom kho tho khi gang suc. danh trong
nguc, nhip tim nhanh va cac rbi loan khac trén tim duoc biéu hién bang nhing thay doi DTD
(chu yéu song R thdp. song T dao ngugc va kéo dai doan Q - T) va bang suy tim c6 cung
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lugng tim cao. Su suy tim nhu vay duoc goi la beriberi uét; phu tdng manh la do hdu qua cia
giam Qrotein huyét néu dung khong du protein, hodc cia bénh gan két hop véi suy chirc nang
tam that.

*Cac dac tinh dwgc dong hoc:

Paracetamol duoc hap thu nhanh chong va hau nhu hoan toan qua dudng ti€u hoa. Thic &n ¢6
thé lam vién nén giai phong kéo dai paracetamol cham duoc hép thu mét phén va thirc an giau
carbon hydrat lam giam ty 1& hép thu cua paracetamol. Nong d6 dinh trong huyét tuong dat
trong vong 30 dén 60 phut sau kh1 ubng VOi liéu dleu tri.

Clorpheniramin maleat hap thu tot khi udng va xuat hién trong huyét tuong trong vong 30 -
60 phit. Nong do dinh huyét twong dat dugc trong khoang 2.5 dén 6 gio sau khi udng. Kha
dung sinh hoc thip, dat 25 - 50%. Khoang 70% thudc trong tudn hoan lién két véi protein.
Thé tich phén b khoang 3.5 I1t;’kg (ngudi lon) va 7 - 10 litkg (tré em).

Clorpheniramin maleat chuyén héa nhanh va nhiéu. Céc chat chuyén hoa gom c6 desmethyl -
didesmethyl- clorpheniramin va mot s6 chat chua dugc xac dinh, mot hoac nhiéu chét trong
56 d6 ¢o hoat tinh. Nong do clorphemramm trong huyét thanh khong tuong quan dung véi tac
dung khéng histamin vi con mot chat chuyen hoa chua xac dinh ciing ¢6 tac dung.

Thude duoe bai tiét chu yéu qua nuée tiéu dudi dang khong déi hodc chuyén hoa, su bai tiét
phu thudc vao pH va luu lugng nudc tiéu. Chi mot luong nho duge thiy trong phan. Thaoi gian
ban thai 1 12 - 15 gio va ¢ ngudi bénh suy than man, kéo dai toi 280 - 330 gid. Mdt s vién
nén clorpheniramin dugc bao che dudi dang tac dung kéo dai, duéi dang vién nén 2 l6p. Lop
ngoai dugc hoa tan va hip thu giéng nhu vién nén thong thuong. Lép trong chi dugce hap thu
sau 4 - 6 gio. Tac dung cua nhiing vién nén kéo dai bang tac dung cua hai vién nén thong
thudng, uong cach nhau khoang 6 gio.

Su hap thu thiamin trong &n udng hang ngay qua duong tiéu hoa la do su van chuyén tich cuc
phu thudc Na'. Khi nong d¢ thiamin trong ducmg tiéu hoa cao su khuéch tan thy dong ciing
quan trong. Tuy vay, hép thu liéu cao bi han ché.

O ngudi l6n, khoang 1 mg thiamin bi giang héa hoan toan mdi ngay trong cac md, va day
chinh la luong i thiéu can hang ngay. Khi hép thu & muc thap nay, c6 rat it hoac khong thay
thiamin thai trir qua nude tiéu. Khi hap thu vuot qua nhu céu toi thiéu, céc kho chira thiamin &
cac mé diu tién duoc bdo hoa. Sau do lugng thira s thai trir qua nude tiéu dudi dang phan tir
thiamin nguyén ven. Khi hip thu thiamin ting 1én hon nita, thai trir du6i dang thiamin chua
bién hoa s& tang hon.

Han dung: 24 thang ké tir ngay sén Xuat.

Bao quéan: Nhiét d6 dudi 30°C, noi kho mat, tranh anh sang.

Trinh bay: Hop 25 goi x goi 3g thude bot sui bot.

Tiéu chuan:TCCS

Pé xa tim tay cia tré em

Poc ky hwéng din si dung trwde khi dung.

Néu can thém thong tin, xin hoi y kién bac sy.

San Xllilﬂl
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