TO'HUGNG DAN SUDUNG
BV Gesic 500
DEXA TAM TAY TRE EM.

DOCKY HUONG DANSU/ DUNG TRUGC KHI DUNG.

THANH PHAN: Cho 1vién

- Thanh phan hoat cht: Paracetamol (acetaminophen) 500 mg

- Thanh phan ta dugc: Sodium starch glycolate, maize starch, povidone, sodium lauryl sulfate, talc, magnesium stearate,
hypromellose 6¢Ps, propylene glycol, macrogol 400, titanium dioxide vira dd 1 vién.

DANG BAO CHE: Thudc duoc san xust & dang vién nén bao phim (vién nén dai bao phim, mau tring hodc tring nga, mot
mat cd vach ngang, mot mat tron).

CHi DINH DIEU TRI:

Thudc dugc diing trong diéu tri cac chiing dau va s6t tir nhe dén visa.

Dau:

Thudc dugc dung gidm dau tam thdi trong diéu tri chiing dau nhe va vira. Thudc 6 hiéu qua nht 13 lam gidm dau cuong do
thdp cd ngudn goc khong phai ndi tang.

Thudc khdng cd tac dung tri thap khdp. Thudc nay dugc diing la thudc thay thé salicylat (dugc ua thich 6 ngudi bénh chdng chi
dinh hodc khong dung nap salicylat) dé giam dau nhe hodc ha sot.

Sot:

Thudc thuding dugc dung dé gidm than nhiét & ngudi bénh sét do moi nguyén nhan nhung khang lam gidm thén nhiét & ngudi
binh thutng. Tuy vy, liéu phap ha s6t néi chung khong dac hiéu, khong anh hudng dén tién trinh cia bénh co ban, va cd thé
che Idp tinh trang bénh ctia ngui bénh.

LIEU LUONG VA CACH DUNG:

Liéu luwong:

- Ngu@i I6n va tré em trén 12 tudi: Udng tir 1- 2 vién méi 4 dén 6 it (tGi da 8 vién/24 gio).

- Tré em tir 6 - 12 tudi: USng 1/2 vién dén 1vién mdi 4 dén 6 id (t6i da 4 liéu/24 gio).

Khdng duoc dung qua liéu chi dinh, khdng diing chung véi cic thudc khéc 6 chita paracetamol.

Khéng duing paracetamol dé ty diéu tri gidm dau qua 10 ngay & ngudi I6n hodc qué 5 ngay 6 tré em, trir khi ¢6 sy huéng dan
clia thay thudc.

Khéng dung paracetamol d€ tu diéu tri st cao (trén 39,5°C), s6t kéo dai qua 3 ngay hodc s6t tai phat, trir khi ¢ si hudng dan
clia thay thudc.

Suy than:

Khi stt dung duting udng, can citvao do thanh thai creatinine (Cler) nhu sau:

(tré em Cler < 10 m/phiit, cho cach nhau 8 gid/lan.

Ngu@i I6n: Cler 10 - 50 ml/phit, cho cach nhau 6 gio/lan. Cler < 10 ml/phdit, cho cach nhau 8 gio/lan.

Suy gan: Dung thén trong, dung liéu thap. Tranh dung kéo dai.

Céch dung: Thudc diing qua dudng udng.

CHONG CHi BINH:

- Qud man cdm véi paracetamol hay vdi bt c( thanh phdn nao ctia thudc.

- Suy gan nang.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Béc sican canh bao bénh nhan vé cac ddu hiéu ctia phan ting trén da nghiém trong nhu hdi ching Steven-Jonhson (SJ9),
hoi chiing hoai ti da nhiém doc (TEN) hay hdi chiing Lyell, hdi chiing ngoai ban mun md toan than cap tinh (AGEP).

- Paracetamol tuong ddi khong ddc vdi liéu diéu tri va khi dung dudi su hudng dan cla thay thudc. Tuy nhién, dung qua liéu
paracetamol Ia nguyén nhan chinh gay suy gan cap. Diing nhiéu ché pham chifa paracetamol dong thdi c6 thé dan dén hau
qua c6 hai (nhu qué liéu paracetamol).

- Cac phan tng phu nghiém trong trén da mac du ti 1é mac phai la khong cao nhung nghiém trong, tham chi de doa tinh
mang bao gom hdi chiing Steven-Johnson (SJS), hdi chiing hoai it da nhiém doc (TEN) hay hoi chiing Lyell, hi chiing ngoai
ban mun md toan than cap tinh (AGEP).

Triéu chiing clia cdc hgi chiing néu trén dugc mo ta nhu sau:

- Hoi chiing Steven-Johnson (SJS): L di ting thudc thé bong nudc, bong nudc khu tr & quanh cac hac ty nhién: mat, mii,
miéng, tai, bd phan sinh duc va hau mon. Ngoai ra c6 thé kem sét cao, viém phdi, réi loan chic nang gan, than. Chdn doén
hoi chiing Steven-Johnson (SJS) khi ¢6 it nhét 2 hdc ty nhién bi tn thuang.

- Hoi chiing da nhiém doc (TEN) Ia thé di ing thudc ndng nhat, gom:

+ C4c t6n thuong da dang & da: Ban dang séi, ban dang tinh hdng nhiét, hdng ban hodc cdc bong nudc bung nhiing, céc
t6n thuong nhanh chéng lan tda khdp ngudi.

+ T6n thuong niém mac mat: Viém gidc mac, viém két mac md, loét gidc mac.

+ Ton thuong niém mac dudng tiéu hoa: Viém miéng, trot niém mac miéng, loét hau, hong thuc quan, da day, rudt.
+T6n thuang niém mac dudng sinh duc, tiét niéu.

+Ngoaira con ¢d cc triéu chiing toan than tram trong nhu st, xudt huyét dutng tiéu héa, viém phdi, viém cau than, viém
gan... ty 1é tirvong cao 15-30%.

- Hoi chiing ngoai ban mun md toan than c&p tinh (AGEP): Mun mu vd tring nhd phat sinh trén nén hong ban lan rong. Ton
thuang thutng xudt hién & céc nép gap nhu nach, ben va mét, sau do ¢6 thé lan rdng toan than. Triéu chiing toan than
thuting cd 1a s6t, xét nghiém méu bach cau trung tinh tang cao.

Khi phat hién nhiing ddu hiéu phat ban trén da dau tién hodc bat ky dau hiéu phén ting qud man nao khac, bénh nhan cén
phai ngting str dung thudc va thong bao ngay cho béc si diéu tri. Nguoi da ting bi cac phan ting trén da nghiém trong do
paracetamol gdy ra thi khong dugc dung thudc trd lai va khi dén kham chira bénh can phai thong bao cho nhén vién y té
biét vé vén dé nay.

-Ddi khi cd nhitng phén ting da gdm ban dat san ngda va may day; nhiing phan ting man cdm khac gém phu thanh quan,
phumach, va nhiing phén ting ki€u phan vé c6 thé it khi xay ra. Giam ti€u cau, gidm bach cdu, va gidm toan thé huyét cau
da xy ra véi viéc st dung nhiing dan chat p-aminophenol, ddc biét khi dung kéo dai cac liéu 16n. Giam bach cau trung tinh
va ban xudt huyét giam tiéu cdu da xdy ra khi dung paracetamol. Hiém gap mat bach cdu hat & ngudi bénh dung
paracetamol.

- Phdi than trong khi dung paracetamol cho ngui bi suy gan, suy than, nguoi nghién rugu, suy dinh dudng man tinh hodc
bi mat nudc. Tranh duing liéu cao, dung kéo dai cho nguai bi suy gan.

- Phéi dung paracetamol than trong cho ngui bénh cd thiéu méu tir trudc, vi ching xanh tim cd thé khong biéu 19 rd, mac
dl ndng d cao & miic nguy hiém ctia methemoglobin trong mau.

- Udng nhiéu rugu c6 thé gay tang doc tinh véi gan cla paracetamol, nén tranh hoac han ché uéng rugu.

- Khong dung thudc vdi céc thudc khac cd chita paracetamol.

TRUONG HOP CO THAI VA CHO CON BU:

Phu nit mang thai:

Chua xac dinh dugc tinh an toan cda paracetamol dung khi thai nghén lién quan d&n ADR c6 thé c6 ddi véi phat trién thai.
Do d6, chi nén dung paracetamol & nguti mang thai khi that can.

Phu nit cho con bu:

Nghién ctiu & ngudi me dung paracetamol sau khi dé cho con bi, khdng thdy ¢ téc dung khdng mong mudn nao ¢ tré
nhd bd me.

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

Thudc khong gdy dnh hudng, hodc anh huéng khong déng ké cho ngudi l4i xe hodc van hanh may méc.

TUGNG TAC, TUONG KY VG1 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

- Thudc chdng dong mau: Udng dai ngay liéu cao paracetamol lam tang nhe tac dung chong dong clia coumarin va dan
chat indandion.

- Can phai chd y dén kha ndng gay ha than nhiét nghiém trong & nguai bénh dung dong thai phenothiazin va liéu phap ha
nhiét (nhu paracetamol).

- Udng rugu qua nhiéu va dai ngay c6 thé lam tang nquy co gay ddc cho gan cla paracetamol.

- Cac thudc chdng co gidt (gém phenytoin, barbiturat, carbamazepin) gay cdm ting enzym & microsom gan, ¢6 thé lam ting
tinh doc hai gan clia paracetamol do tang chuyén hoa thudc thanh nhitng chat ddc véi gan. Ngoai ra, dung dong thoi isoniazid
véi paracetamol ciing c6 thé dan dén tang nguy co ddc tinh véi gan, nhung chua xdc dinh dugc co ché chinh xdc cla tuong tac
nay. Nguy co paracetamol gy ddc tinh gan gia tang dang ké & ngudi bénh udng liéu paracetamol I6n hon liéu khuyén dung
trong khi dang dung thudc chdng co giat hodc isoniazid. Thugng khdng can gidm liéu & ngudi bénh diing dong thai liéu diéu
tri paracetamol va thudc chdng co gidt; tuy vay, ngudi bénh phéi han ché ty diing paracetamol khi dang dung thudc chdng co
giat hodc isoniazid.

- Probenecid c6 thé lam giam dao thai paracetamol lam téng thdi gian ban thai clia paracetamol.

- Isoniazid va cac thudc chdng lao lam tang ddc tinh clia paracetamol ddi véi gan.

- Tuong ky: Do khdng ¢ cc nghién cGu vé tinh tuong ky cta thudc, khong trgn 1an thudc nay véi cac thudc khac.

TAC DUNG KHONG MONG MUON:

- Phdn (ing da nghiém trong nhu hoi chiing Stevens-Johnson, hoi ching Lyell, hoai tit biéu bi nhiém dgc, mun md ban do
toan than c&p tuy hiém xay ra, nhung ¢ kha ndng gdy tirvong. Néu thdy xudt hién ban hodc cac biéu hién khac vé da, phai
nging dung thudc va tham khédm thay thudc.

-Ban da va nhiing phén ting dj ting khac thinh thoang xay ra. Thugng la ban d6 hoac may day, nhung ddi khi ndng hon va cé
th€kem theo s6t do thudc va thuong ton niém mac. Néu thdy s6t, bong nudc quanh cac hdc tu nhién, nén nghi dén hdi chiing
Stevens-Johnson, phai ngimng thuc ngay. Qua liéu paracetamol ¢6 thé dan dén t6n thuong gan nédng va doi khi hoai i 6ng
than cap. Ngudi bénh man cam vdi salicylat hiém khi mén cdm véi paracetamol va nhiing thudc c6 lién quan. Trong mdt s6
it trudng hop riéng I8, paracetamol da gay gidm bach cau trung tinh, gidm tiéu cdu va gidm toan thé huyét cu.

(dc tdc dung phu it gdp (1/1000 < ADR < 1/100 nquir)

- Da: Ban da

- Da day — rudt: Budn ndn, non.

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

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

(dc tdc dung phu hiém gdp (1/10.000 < ADR < 1/1000 nqutr)

- Hé mién dich: Phén ing qua mén.

- Hé gan mat: T6n thuong gan, r6i loan chic nang gan.

- Da va bi€u mé: Ngoai ban, mé day, phit mach. Hoi ching Steven-Johnson, hoai tit bi€u bi nhiém ddc, hoi chiing Lyell, mun
mi ngoai ban toan than cap tinh.

Khéc: Phan ting qué man.

HUGNG DAN CACH XU TRi ADR: Néu xdy ra nhiing tac dung khdng mong mun nghiém trong, phai ngiing diing thuéc. Vé
diéu tri, xin doc phan: “Qua liéu va x{ tri”.

THONG BAO NGAY CHO BAC STHOAC DUOC STNHIING PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUOC.

QUA LIEU VA CACH XU TRI:

Biéu hign:

- Nhiém doc paracetamol ¢6 thé do dung mot liéu doc duy nhét, hodc do ung Iap lai liéu 6n paracetamol (vi du: 7,5-10g
moi ngay, trong 1- 2 ngay), hodc do udng thudc dai ngay. Hoai tl gan phu thugc liéu la tac dung doc cap tinh nghiém
trong nhat do qué liéu va c6 thé gy tk vong.

- Budn non, non va dau bung thutng xdy ra trong vong 2 - 3 gi6 sau khi uong liéu doc ctia thudc. Methemoglobin - mau,
dan dén chitng xanh tim da, niém mac va méng tay la mt déu hiéu dac trung nhiém doc cp tinh dan chét p - aminophe-
nol; mét lugng nhé sulfhemoglobin ciing ¢d thé dugc san sinh. Tré em ¢6 khuynh huéng tao methemoglobin dé hon ngudi
16n sau khi udng paracetamol.

- Khi bi ngd ddc nang, ban dau cd thé cd kich thich hé than kinh trung wong, kich dong va mé sang. Tiép theo c6 thé la tic
ché hé than kinh trung uong: siing s6, ha than nhiét; mét 13; thé nhanh, ndng; mach nhanh, yéu, khang déu; huyét ap thap
va suy tuan hoan. Truy mach do gidm oxy huyét tuong d6i va do tac dung tic ché trung tam, tac dung nay chi xay ra vdi liéu
rat I6n. S6c 6 thé xdy ra néu gian mach nhiéu. Con co gigt nget thd gay ti vong c6 thé xdy ra. Thuting hon mé xdy ra trudc
khi chét dot ngot hodc sau vai ngay hon mé.

- Dédu hiéu lam sang thuong t6n gan tré nén rd rét trong vong 2 dén 4 ngay sau khi udng liéu doc. Aminotransferase huyét
tuong tang (doi khi tang rét cao) va ndng do bilirubin trong huyét tuong ciing c6 thé ting; thém nita, khi thuong ton gan
lan rong, thai gian prothrombin kéo dai. (6 thé 10% nguai bénh bi ngd ddc khong dugc diéu tri dac hiéu da cd thuong tén
gan nghiém trong; trong s6 do 10% dén 20% cudi cing chét vi suy gan. Suy than cp ciing xay ra 6 mot so ngudi bénh. Sinh
thiét gan phét hién hoai tif trung tam tiéu thily trirviing quanh tinh mach cira. 6 nhitng truting hop khéng ti vong, thuong
t6n gan phuc héi sau nhiéu tudn hodc nhiéu thang.

Cdch xirtri:

- Chan dodn s6m rdt quan trong trong diéu tri qué liéu paracetamol. (6 nhitng phuong phép xéc dinh nhanh ndng @ thudc
trong huyét tuang. Tuy vdy, khong dugc tri hoan diéu tri trong khi chd két qua xét nghiém néu bénh st ggi y la qué liéu
nang. Khi nhiém doc nang, diéu quan trong I phai diéu tri hé trg tich cuc. Can rda da day trong moi truding hgp, tot nhat
trong vong 4 gid sau khi udng.

- Liéu phép gidi doc chinh 1a dung nhiing hgp chat sulfhydryl, cd I& tac dong mot phan do bé sung dy trit glutathion & gan.

- Diéu trj vdi N-acetylcystein cd tac dung khi udng hodc tiém tinh mach. Phai dung thudc gidi doc ngay lap tic, cang sém
cang tot néu chua dén 36 gitr ké tir khi udng paracetamol. Diéu tri véi N-acetylcystein hiéu qua han khi cho uéng thuéc
trong thoi gian dudi 10 gidr sau khi udng paracetamol. Khi cho udng, hoa loang dung dich N-acetylcystein véi nudc hodc do
udng khdng cd rugu dé dat dung dich 5% va phai uéng trong vong 1 g sau khi pha. Cho udng N-acetylcystein véi liéu dau
tién 13 140 mg/kg, sau do cho tiép 17 liéu niia, méi liéu 70 mg/kg céch nhau 4 gis mot lan. Cham dut diéu tri néu xét
nghiém paracetamol trong huyét tuong cho thdy nguy co doc hai gan thép. Ciing ¢ thé dung N-acetylcystein theo dutng
tinh mach: liéu ban dau 1a 150 mg/kg, pha trong 200 ml glucose 5%, tiém tinh mach trong 15 phiit; sau do truyén tinh mach

liéu 50 mg/kg trong 500 ml glucose 5% trong 4 gid; tiép theo la 100 mg/kg trong 1 lit dung dich trong vong 16 gi¢
tiép theo. Néu khong 6 dung dich glucose 5% thi 6 thé duing dung dich natri clorid 0,9%.
- Tac dung khong mong mudn clia N-acetylcystein gom ban da (gém ca may day, khong yéu cau phai ngimg thudc), buon
ndn, non, tiéu chdy va phan tng kiéu phan vé.
- Néu khdng c6 N-acetylcystein, c6 thé dung methionin. Néu da dung than hoat trudc khi dung methionin thi phai ht
than hoat ra khéi da day trudc. Ngoai ra ¢ thé dung than hoat va/hodc thudc tdy mudi do chiing c6 kha néng lam gidm
hép thu paracetamol.
DACTINH DUQC LUCHOC: Ma ATC: N02B EO1, Nhém thudc: Thudc gidm dau, ha sot.
Paracetamol (acetaminophen hay N-acetyl-P-aminophenol) 1a chét chuyén hda c6 hoat tinh cia phenacetin, la thudc
gidm dau va ha sét hitu hiéu c6 thé thay thé aspirin nhung khong c6 hiéu qué tri viém. Vi liéu ngang nhau tinh bédng gam,
paracetamol ¢6 tac dung gidm dau va ha sot tuong tu nhu aspirin. Thudc lam gidm than nhiét & nguoi bénh sot, nhung
hiém khi lam giam than nhiét & nguti binh thuong. Thudc tac dong 1én viing dudi doi gay ha nhiét, téa nhiét tang do gian
mach va tang luu lugng mau ngoai bién. Vdi liéu diéu tri paracetamol it tac dong dén hé tim mach va hd hép, khong lam
thay d6i can bang acid — base, khong gay kich (ing, loét hodc chdy mau da day nhu khi dung salicylat. Tac dung ciia
paracetamol trén hoat tinh cyclooxygenase chua dugc biét day du. Vi liéu 1 g/ngay thudc 1a mot chat dc ché cyclooxygen-
ase yéu.. Tac dung (c ché cyclooxygenase — 1 yéu. Paractamol thudng dugc chon lam thudc gidm dau va ha sot, dac biét 6
ngudi cao tudi va ngudi cé chdng chi dinh diing salicylat hoac NSAID khéc, nhu ngudsi bi hen, ¢6 tién sitloét da day, té trang
va tré em. Thudc khong c6 tac dung trén su két tap ti€u cau hodc thi gian chdy mau.
Vi liéu diéu tri, paracetamol dugc chuyén hoa chd yéu qua phan ting lién hop sulfat va glucuronid, mét lugng nhé thudng
chuyén héa thanh mot chat chuyén hoa doc N- acetyl —P- benzoquinonimin (NAPQ1). NAPQ1 dugc khit doc nhe
glutathion va dao théi vao nudc tiéu va/hodc mat. Khi chét chuyén hoa khdng dugc lién hgp véi glutathion sé gay doc cho
cacté bao gan va gy hoai tir té bao. Paracetamol thuong an toan khi duing vdi liéu diéu tri, vi lugng NAPQ1 dugc tao thanh
tuong ddi it va glutathion tao thanh trong t€ bao gan du lién hgp vi NAPQ1. Tuy nhién, khi qua liéu hodc doi khi vdi liéu
binh thuong 6 mot s6 nguai nhay cdm (nhu suy dinh duGng hodc tueng tac thudc, nghién rugu, co dia di truyén) nong do
NAPQT 6 thé tich Iy gay ddc cho gan.
DACTINH DUGC DONG HOC:
- Hap thu: Paracetamol dugc hdp thu dé dang va gan nhu hoan toan qua dudng tiéu hoa. Thiic an giau carbohydrat lam
gidm ty 1é hap thu cta paracetamol. Nong do dinh trong huyét tuong dat dugc trong vong 30 — 60 phut sau khi udng.
- Phén bé: Thudc dugc phan b nhanh va déng déu trong phan I6n cac mé clia co thé. Khoang 25% thudc trong méu két
hgp véi proetin huyét tuong.
- Thi trit: Thoi gian ban thai thay ddi tir 1,25 -3 gid; ¢ thé kéo dai véi liéu gdy doc hodc & ngudi ¢d ton thuang gan. Sau
liéu diéu tri, ¢ thé tim thdy 90 — 100% thudc trong nudc tiéu trong ngay thi nhat, chd yéu sau khi lién hgp trong gan véi
acid glucuronic (khodng 60%), acid sulfuric (khoang 35%) hodc cystein (khodng 3%). Cing phét hién mot lugng nho
nhiing chdt chuyén héa hydroxyl héa va khit acetyl. Tré nhé it kha nang glucuro lién hgp véi thudc hon so véi ngusi lon.
Paracetamol bj N- hydroxyl héa bdi cytochrom P450 dé tao nén N- acetyl benzoquinoneimin (NAPQ), mdt chét trung gian
c6tinh phan ting cao. Chat chuyén héa nay binh thuting phén ting véi cac nhém sulhydryl trong gluthathion va bi khi hoat
tinh. Tuy nhién néu udng liéu cao paracetamol, chét chuyén héa nay dugc tao thanh véi lugng da dé lam can kiét
glutathion ctia gan, trong tinh trang d6, chat NAPQ khong dugc lién hgp vdi glutathion gy ddc cho t€ bao gan, dan dén
viém va c6 thé dan dén hoai ti gan.
QUI CACH DONG GOI:
- Hop 10 vix 10 vién (vi nhém — PVC).
- Hop 1 chai 100 vién (chai nhya HDPE).
BAO QUAN: Noi nhiét do khong qua 30°C, tranh anh séng.
HAN DUNG: 36 thang ké tir ngay san xut.
TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGQC PHAM BV PHARMA

Dia chi: 56 18, Duting Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Cii Chi, Thanh Phd H6 Chi Minh, Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién hé sd dién thoai: 02822538854
HDSD-BVGES-XXX500-B-D200XR240-TP2-23-A



