TO'HUGNG DAN SUDUNG

BV Gesic 650

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN:

Thanh phan dugc chat: Paracetamol 650 mg.

Thanh phan ta dugc: Sodium starch glycolate, maize starch, povidone K30, sodium lauryl sulfate,
talc, magnesium stearate, hydroxypropyl methyl cellulose 6¢ps, macrogol 400, propylene glycol,
titanium dioxide vira dd 1 vién.

DANG BAO CHE: Vién nén dai bao phim, mau tring hodc tring nga, mt mt c6 vach ngang, mot
mat tron).

CHi DINH DIEU TRI:

Dau cdp tinh va man tinh nhu dau dau, dau rang, dau bung kinh, dau than kinh, dau khdp va dau co.
Ha s6t & bénh nhan bi cdm hay nhiing bénh ¢4 lién quan tdi sot.

LIEU LUONG VA CACH DUNG:

Liéu lugng:

Ngui [6n va tré em tir 12 tudi tré fén: Uong 1 vién méi 4 dén 6 gio. Néu can gidm dau nhic nhiéu ¢6
thé duing 2 vién méi lan (t6i da 6 vién/24 gio).

Khdng dung qua 10 ngay ddi vi ngudi In va 5 ngay di véi tré em ma khong c6 hudng dén cla thay
thudc. Khdng nén st dung cling véi cac thudc khac 6 chida paracetamol. Khong dugc dung qué liéu
chi dinh.

Cach dung: Thudc dung qua dutng udng.

CHONG CHi DINH:

- Qué man cdm vdi paracetamol hay véi bat ctt thanh phan nao cla thudc.

- Nguai bénh nhiéu [an thi€u mau hay ¢d bénh tim, than hodc gan.

CANH BAO VA THAN TRONG KHI SU DUNG:

-Bacsi can canh bao bénh nhan vé cc dau hiéu cta phan ting trén da nghiém trong nhu hdi chiing
Stevens-Johnson (SJS), hdi chting hoai tit da nhiém ddc (TEN) hay hoi chiing Lyell, hdi chiing ngoai
ban mun ma toan than cap tinh (AGEP).

-Paracetamol tuong d6i khdng doc véi liéu diéu tri, tuy nhién doi khi ciing cd nhitng phén ting
ngoai da nhu ban dat, san ngita va may day. Khi dung kéo dai véi liéu 16n co thé gay gidm ti€u cau,
gidm bach cau va gidm toan thé huyét cau.

-Dung than trong cho ngudi c6 bénh thiéu mau tir trudc, vi chiing xanh tim ¢6 thé khang biéu 19 15,
méc dau c6 nhiing néng dd cao nguy hiém cla methemoglobin trong mau.

- Nén trénh hodc han ché udng rugu trong thai gian dung thudc vi ¢ thé lam tang ddc tinh trén gan.
- Thudc nén dugc dung than trong & nguoi suy chiic néng gan va than, can theo doi chic nang than
khi st dung dai ngay hoac khi b suy than.

- Thudc chifa paracetamol liéu cao khong nén st dung cho tré em dudi 7 tudi.

- Dung thudc than trong cho nguoi bénh bi thi€u hut Glucose- 6 - phosphat dehydrogenase.

- Khong dugc st dung thém cac thudc khac ¢ chita paracetamol trong thdi gian ding thudc dé
tranh qua liéu.

-Phén ting phu nghiém trong trén da médc du ti 18 mac phai 1a khong cao nhung nghiém trong,
tham chi de doa tinh mang bao gom hdi chiing Stevens-Jonhson (SJS), hdi chiing hoai ti da nhiém
ddc: toxic epidermal necrolysis (TEN) hay hoi chiing Lyell, hdi ching ngoai ban mun md toan thén
cdp tinh: acute generalized exanthematous pustulosis (AGEP).

Triéu ching cta cac hoi chiing néu trén dugc mo ta nhu sau:

-Hai chiing Stevens-Jonhson (SJS): Ia di ting thudc thé bong nudc, bong nudc khu trd & quanh cac
héc tu nhién: mét, mi, miéng, tai, bd phan sinh duc va hdu mon. Ngoai ra c6 thé kem sét cao, viém
phdi, réi loan chiic nang gan than. Chan doén hoi chiing Stevens-Jonhson (SJS) khi 6 it nht 2 héc
tu nhién bi ton thuong.

- Hoi chiing hoai ti da nhiém doc (TEN): la thé dj ting thudc ndng nhét, gom:

+ Céc t6n thuong da dang 6 da: ban dang s6i, ban dang tinh héng nhiét, hdng ban hodc cac bong
nudc bung nhiing, cac ton thuong nhanh chong lan toa khap ngui;

+ Ton thuong niém mac mat: viém gidc mac, viém két mac ma, loét gidc mac.

+T6n thuong niém mac dudng tiéu héa: viém miéng, trgt niém mac miéng, loét hau, hong thuc
quan, da day, rugt;

+ Ton thuong niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con ¢d cac triéu ching toan than tram trong nhu st, xudt huyét dudng tiéu hda, viém
phdi, viém cau than, viém gan. .. tj Ié t&vong cao 15-30%.

-Hoi chiing ngoai ban mun md toan théan cap tinh (AGEP): mun ma v triing nhd phét sinh trén nén
héng ban lan rgng. Tn thuong thudng xudt hién & cic nép gap nhu nach, ben va mét, sau d cd thé
lan rong toan than. Triéu chiing toan than thudng c6 1a sot, xét nghiém mau bach cau mdi trung
tinh tang cao.

Khi phat hién nhiing dau hiéu phat ban trén da dau tién hodc bat ky dau hiéu phan ing qua man
nao khac, bénh nhan can phai nging st dung thudc. Nguoi da timg bi cac phén ting trén da nghiém
trong do paracetamol gdy ra thi khong dugc dung thudc tré lai va khi dén kham chita bénh can phai
thdng bdo cho nhan vién y té biét vé vin dé nay.

TRUGNG HOP CO THAI VA CHO CON BU:

Phu nit mang thai:

Chua xéc dinh dugc tinh an toan ctia paracetamol dung khi thai nghén lién quan dén ADR c6 thé ¢6
ddi véi phat trién thai. Do d6, chi nén dung paracetamol & ngudi mang thai khi that can.

Phu nit cho con bii:

Nghién ctiu & nguti me dung paracetamol sau khi dé cho con bi, khong théy c6 tac dung khong
mong mudn nao G tré nho bi me.

ANH HUGNG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thudc khong gay anh hudng gi cho nguai li xe hodc van hanh may mac.

TUONG TAC, TUONG KY V1 CAC THUOC KHAC VA CAc DANG TUONG TAC KHAC:

- Udng dai ngay liéu cao paracetamol lam téng nhe tac dung chéng dong ctia coumarin va dan chat
indandion.

- (an phai chd y dén khd néng gay ha sét nghiém trong & ngudi bénh dung dong thoi phenothiazin
va liéu phép ha nhiét.

-Dung cling ltic véi cholestyramin ¢6 thé gay gidm t6c do hp thu paracetamol.

-Diing ciing liic paracetamol véi cloramphenicol 6 thé gy ting ndng do cloramphenicol trong mau.
-Thudic chdng co gidt (phenytoin, barbiturat, carbamazepin) ¢ thé lam téng tinh doc gan ctia
paracetamol do tang chuyén héa thanh cac chét doc hai.

-Dung ddng thdi isoniazid véi paracetamol ciing ¢d thé lam tang nguy co doc hai gan.

TAC DUNG KHONG MONG MUON:

- Ban da va nhiing phén ting di ting khac thinh thodng xdy ra. Thugng 1a ban d6 hoac may day, nhung
doi khi nang hon va c6 thé kem theo s6t do thudc va thuong ton niém mac. Ngudi bénh man cam véi
salicylat hiém man cdm vdi paracetamol va nhiing thudc lién quan. Trong mot s6 it truong hop,
paracetamol da gay gidm bach cu trung tinh, gidm tiéu cdu va gidm toan thé huyét cau. Cac tac
dung phu sap xép theo phan loai va tan sudt dugc liét ké trong bang sau:

Phén loai réiloan|  Thuong gip itgap Hiém gip
(=1/100-<1/10) |  (=1/1000 - < 1/100) (=1/10000 - <1/1000)

Da Ban
Da day, rudt Budn non, non.

Phén (ting qua man: Phi mach,
tiic nguc, kho thd, do bimg,
choang phan vé.

Huyét hoc Loan tao mau (gidm bach
cau trung tinh, giam toan
thé huyét cau, giam bach
cau), thiéu mau.

Than Bénh than, doc tinh than
khi lam dung dai ngay.

Khac Phén (ing qué man

THONG BAO NGAY CHO BAC STHOAC DUGC STNHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUGC.
HUGNG DAN CACH XU TRi ADR:

Néu xay ra nhiing tac dung khdng mong mudn nghiém trong, phéi ngiing dung paracetamol. Vé diéu
tri, xin doc phan: “Qué liéu va cach x tri”.

QUA LIEU VA CACH XU TRi:

Qua liéu: Cic triéu chiing qué liéu paracetamol bao gém: Budn non, ndn, chan an va dau bung, tim tai
do methemoglobin huyét dé xay ra ¢ tré em. Ngd doc ndng gdy kich thich hé thén kinh trung uong, kich
dong va mé sang, sau do Gic ché than kinh trung uong sting s, ha than nhiét, mét 13, thd nhanh, mach
nhanh, huyét p thap, suy tudn hoan. Ton thuang gan ¢6 thé biéu hién rd trong vong 2-4 ngay sau khi
udng thudc. Trong trudng hap ngd doc ton thuang gan nang, c6 thé dua dén suy gan va i vong.
Cach xu tri: Can riia da day trong moi trudng hgp, tt nhdt trong vong 4 gid sau khi uéng thudc.
Liéu phdp giai doc chinh la dung nhiing hgp chdt sulfhydryl, N-acetylcystein. Néu khong c6
N-acetylcystein, 6 thé dung methionin. Ngoai ra than hoat hodc thudc x6 mudi ciing cd kha nang lam
gidm hdp thu paracetamol.

DACTINH DUGC LUC HOC: Ma ATC: N02B E01, Nhom thudc: Thudc gidm dau, ha sét.

Paracetamol (acetaminophen hay N-acetyl-p-aminophenol) la chét chuyén héa co hoat tinh ciia
phenacetin, la thugc gidm dau ha s6t hitu hiéu c6 thé thay thé aspirin; tuy vay, khac véi aspirin,
paracetamol khong ¢6 hiéu qua diéu tri viém. VGi liéu ngang nhau tinh theo gam, paracetamol cd tac
dung gidm dau va ha s6t tuong tu nhuaspirin. Paracetamol lam gidm thén nhiét & nguoi bénh st, nhung
hiém khi lam gidm than nhiét & ngugi binh thudng. Thudc téc dong Ién viing dudi d6i géy ha nhiét, toa
nhiét tang do gian mach va tang luu lugng mau ngoai bién. Vdi liéu diéu tri, paracetamol it tic dong dén
hé tim mach va h hap, khong lam thay déi can bang acid - base, khdng gdy kich ting, loét hodc chéy mau
da day nhu khi dung salicylat. Tac dung cla paracetamol trén hoat tinh cyclooxygenase chua dugtc biét
day du. Véi liu 1 g/ngay, paracetamol Ia mdt thudc tic ché cyclooxygenase yéu. Tac dung tc ché clia
paracetamol trén cyclooxygenase-1 yéu. Paracetamol thuing dugc chon lam thudc giam dau va ha s6t,
dac biét & nqudi cao tudi va & ngudi cd chéing chi dinh diing salicylat hodc NSAID khéc, nhu ngudi bi hen,
€6 tién sitloét da day ta trang va tré em. Paracetamol khdng 6 téc dung trén su két tap ti€u cau hodc thdi
gian chdy mau. Vi liéu diéu tri, paracetamol chuyén héa chi yéu qua phan (ng lién hop sulfat va
glucuronid. Mt lugng nhé thudng chuyén thanh mot chét chuyén héa doc, N-acetyl-p-benzoguinonimin
(NAPQI). NAPQI durgc khir doc bang glutathion va dao thai vao nudc tiéu va/ hodc mat. Khi chét chuyén
haa khong dugc lién hgp vdi glutathion sé gdy doc cho céc té bao gan va gay hoai ti t& bao. Paracetamol
thung an toan khi duing vdi liéu diéu tri, vi lugng NAPQI dugc tao thanh tuong doi it va glutathion tao
thanh trong t& bao gan du lién hgp véi NAPQI. Tuy nhién, khi qud liéu hodc doi khi vdi liéu thutng diing &
mot s6 ngudi nhay cdm (nhu suy dinh duGng, hodc tuong tac thudc, nghién rugu, co dia di truyén), ndng
0 NAPQI ¢6 thé tich luj gay dc cho gan.

DACTINH DUGCDONG HOC:

Paracetamol dugc hap thu nhanh chong va gan nhu hoan toan qua duong tiéu hoa. Nong do dinh
trong huyét tuong dat dugc trong vong 30 dén 60 phut sau khi udng véi liéu diéu tri. Paracetamol
dugc phan ba nhanh va déng déu trong phan 16n céc mé cta co thé. Paracetamol lién két vi protein
huyét tuong thay déi tir 20-30%, cd thé bi gidi han khi nhiém ddc cap tinh. Sau liéu diéu tri,
90-100% lugng thudc dugc bai tiét qua nudc tiéu chi yéu dudi dang lién hgp trong gan.

QUI CACH BONG GOI:

- Hop 10 vix10 vién (vi nhém-PVC).

- Chai 500 vién (chai nhya HDPE).

BAO QUAN: Nhiét @6 khong qud 30°C, tranh dnh séng.

HAN DUNG: 36 thang ké tir ngay sn xuat.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Dia chi: 5618, dung L& Thi Soc, Ap 2, Xa Tan Thanh Tay, Huyén GG Chi, Thanh phd H6 Chi Minh, Viét Nam.

Moi thdc mdc va théng tin chitiét, xin lién hé so dién thogi: 02822538854
HDSD BV GESIC 650 22-A




