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BV Gesic 500
DEXA TAM TAY TRE EM,
DOC KT HUGNG DAN S DUNG TRUGC KNI DUNG.
THANH PHAN: Cho 1 vién
- Thanh phdn hoat chat: Paracetamol {acetaminophen) 500 mg
- Thanh phén ta dugc: Sedium starch glycolate, maize starch, povidone, sodium lauryl sulfate, talc, magnesium stearate,
hypromellose 6¢Ps, propylene glycol, macrogol 400, titanium dioxide vira di 1 vién.
DANG BAQ CHE: Thudc duoc s3n xust & dang vién nén bao phim (vién nén dai bao phim, mau tring hodc tring nga, mt
mit ¢6 vach ngang, mgt mét tron).
CHl DINH D1u TRE:
Thudc duge ding trong diéu tri cic chiing dau va s6t tir nhe dén vira.
Dau:
Thudc dugc diing gidm dau tam thdi trong diéu tri chiing dau nhe va vita. Thugi <6 hiéu qua nhat 13 lam giadm dau auing dé
thap ¢4 ngudn gc khdng phai ndi tang.
Thubic khéng cé téc dung tri thdp khdp. Thudic ndy Sugc diing I3 thudc thay thé salicylat (dugk va thich & ngudi bénh chéng chi
dinh hodc khding dung nap salicylat) d& gidm dau nhe hojic ha st.
Sét:
Thudc thudng duge diing d€ gidm than nhigt & ngudi bénh sét do moi nguyén nhin nhung khéing 1am giam than nhiét & nguei
binh thuting. Tuy vay, liéu phép ha sét néi chung khéng dac hiu, khong dnh hung @ tién trinh cda bénh <a ban, va cd thé
che Idp finh trang bénh clia ngui bénh,
LIEU LUQNG VA CACH DDNG:
Liéu ligng:
- Ngu®i I va tré em trén 12 tudi: Udng tir 1 - 2 vién mdi 4 dén 6 gic (t5i da 8 vién/24 gid),
- Tré em tif 6 - 12 tudi: Udng 1/2 vién dén 1 vién m6i 4 dén 6.gid (t6i da 4 liéu/24 gid).
Khiing duge diing qud liéu chi dinh, khng diing dhung véi cic thubc khdc ¢6 duda paracetamol.
Khang diing paracetameol d# tu diéu tri gidm dau qua 10 ngay & ngudi Ién hodic qua 5 ngay & tré em, trir khi ¢6 sut hung dan
clia thdy thudc.
Khing ding paracetamol dé ty diéu trj s3t cao (trén 39,5°C), s6t kéo dai qué 3 ngay hodic s6t thi phat, trir khi c6 swt huéng din
dla théy thudc.
Suy than:
Khi sit dung dutng udng, can af vao d9 thanh thai creatinine (Clar) nhu sau:
(tré em Cler < 10 mi/phit, cho céch nhau 8 gid/an.
Ngudi 1én: Clar 10 - 50 ml/phuit, cho céch nhau 6 gid/ldn. Cler < 10 ml/phwit, cho-céich nhau 8 gid/lén.
Suy gan: Diing than trong, diing liéu thap. Tranh ding kéo dai.
Céch diing: Thudc diing qua duding uéng.
CHONG CHI DINH:
- Qua mén cdm vdi paracetamol hay vdi bét it thanh phdn nao cla thudc.
- Suy gan nang.
CANH BAO VA THAN TRONG KHI ST DUNG:
- B&csT ¢dn cnh béo bénh nhan vé cdc ddu higu cda phin ding trén da nghiém trong nhu hdi chiing Steven-Jonhson (S)S),
hdi chiing hoai t{ da nhiém dic (TEN) hay hi ching Lyell, hdi ching ngoai ban mun mdi toan than cap tinh {AGEP).
- Paracetamol tuang d6i khng ddc vdi liéu diéu trj va khi diing dudi sut hudng dan clia théy thudc. Tuy nhién, diing qua liéu
paracetamol I3 nguydn nhan chinh g8y suy gan ¢dp. Diing nhidu ch& phim chita paracetamol dng thii c6 thé ddn 4&n hiu
qud ¢6 hai (nhur qua lidu paracetamol).
- Cdc phdn ting phu nghiém trong trén da mdc dii 7 1& mdc phai [2 khéng cao nhung nghiém trong, thim chi de doa tinh
mang bao gém héi ching Steven-Johnson {SJS), héi chiing hoai tirda nhi&m déc {TEN} hay hdi chiing Lyell, hgi ching ngoai
ban muyn m toan thén cip tinh (AGEP).
Triéu chiing clia cdc hdi chiing néu trén duge md ta nhu sau:
- Hi chiing Steven-Johnson (SJS): La dj ing thudc thé bong nuic, bong nudc khu tril & quanh céc hic ty nhién: mat, mii,
miéng, tai, bg phan sinh duc vi hau mén. Ngodi ra cé thé k&m sét cao, viém phéi, rdi loan chiic ning gan, than. Chin dodn
hdi chiing Steven-Johnson (5JS) khi c6 ft nh&t 2 hc tu nhién bi tdn thuang.

- Hai chiing da nhiém déc {TEN} 12 thé dj tng thudc ndng nhat, gdm:

+ Céc tn thuong da dang & da: Ban dang s&i, ban dang tinh héng nhiét, hdng ban hodc cic bong nutdic biing nhiing, céc
t6n thuong nhanh chéng lan tda khdp nguai.

+Tén thuiong niém mac mét: Viém gidc mac, viém két mac mi, loét gidc mac.

+Tén thifong niém mac dudng tidu héa: Viém miéng, trgt niém mac miéng, loét hdu, hong thuc quan, da day, rudt.
+Tén thugng niém mac dudng sinh duc, tiét niéu.

+ Ngoai ra con ¢d i trigu chiing toan than tram trong nhu s&t, xudt huyét duéng tiu hda, viém phdi, viém cdu than, viém
gan... ty I& i vong cao 15-30%.

- Hai ching ngoai ban mun mi toan than ¢Ap tinh (AGEP): Mun mil vé triing nhé phét sinh trén nén héng ban lan réng. Tén
thuong thudng xudt hign & cic nép gdp nhu néch, ben va mdt, sau @6 ¢6 thé lan ring toan than, Triéu ching todn thin
thudng c6 1a sét, xét nghiém mau bach cdu trung tinh ting cao.

Khi phét hién nhiing d&u higu phat ban trén da ddu tién hogc bt ky ddu hidu phan iing qud mé&n nao khac, bénh nhén cin
phéi ngiing sit dung thudc va thng bdo ngay cho béc s7 diéu tri, Ngudi 44 tiing bi cic phén iing trén da nghiém trong do
paracetamol gdy ra thi khéng duigc diing thudc tré 1ai v khi d&n kham chita bénh cén phai thdng béo cho nhan vién y t&
biét vé vén dé nay.

- Bdi khi 6 nhiing phin (ing da gdm ban dét sén nglia va may day; nhing phn tng man cdm khéc g6m phi thanh quan,
phit mach, va nhiing phan dng kiéu phan vé ¢6 thé it khi xdy ra. Gidm tiéu cdu, gidm bach ciu, va gidm toan thé huyét cdu
#a xdy ra véi viéc st dung nhiing dan chét p-aminophenol, déc biét khi diing kéo dai céc liéu |6n. Gidm bach cdu trung tinh
v ban xudt huyét gidm tiu cfu d3 xdy ra khi diing paracetamol. Hiém gdp mét bach ciu hat & nqudi bénh ding
paracetamol.

- Phdi thén trong khi diing paracetamol cho ngui bj suy gan, suy thin, ngudi nghién nigu, suy dinh du@ing man tinh hodc
bi mét nudc. Trinh duing liéu cao, diing kéo dai cho nqu#i bi suy gan.

- Phéi diing paracetamol thin trong cho ngudi banh ¢6 thigu méu ti truc, vi ching xanh tim ¢6 thé khdng bidu 15 18, méc
dd ndng @3 cao & mic nguy hiém ca methemoglobin trong méu,

- UBng nhigu nugu ¢6 thé gdy ting déc tinh véi gan clia paracetamol, nén tranh hogic han ch& udng rugu.

- Khéng diing thudc véi cdc thudc khéc ¢d chifa paracetamol.

TRUONG HOP €6 THAI A CHO CON BU:

Phy ni mang thai:

Chua xdic dinh dugc tinh an toan clia paracstamol diing khi thai nghén lién quan d&n ADR c6 thé c6 ddi véi phét trién thai.
Do d4, chi nén diing paracetamol & nguti mang thai khi thit cdn.

Phu ni cho con bi:

Nghién cdu & nguti me diing paracetamol sau khi dé cho con b, khong thdy <6 tic dung khéng mong mudn nao & tré
nhé b me.

ANH HUGNG c0A THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Thudc khéng gy dnh hung, hogc dnh hudng khdng dang ké cho ngubi I3i xe hodc vin hanh may méc.

TUONG TAC, TUGNG KY V31 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

- Thudc chdng dong mau: Udng dai ngay liéu cao paracetamol [am téing nhe téc dung ching déng cila coumarin va dan
chét indandion.

- Cén phdi chi y dén kha nang géy ha than nhiét nghiém trong & ngudi bénh diing dng thai phenothiazin va ligu phap ha
nhiét (nhu paracetamol).

- Udng rugu qua nhiéu va dai ngdy ¢d thé 1am ting nguy co gy dc cho gan clia paracetamel.

- Cicthudc chéng <o gigt {gém phenytoin, barbiturat, carhamazepin} géy <dm Gng enzym & microsom gan, 6 thé [am ting
tinh déc hai gan clia paracetamol do téing chuyén héa thuc thanh nhing ch&t dgcvéi gan. Ngodi ra, diing ddng thii isoniazid
v6i paracetamol ciing 6 thé dan dén tang nguy co ddc tinh vdi gan, nhung chua xac dinh duigc oo ché chinh xdc clia tuong tic
nay. Nquy co paracetamol gy ddc tinh gan gia ting ding ké & nguti bénh udng liéu paracetamol 16n hon liéu khuyén ding
trong khi dang diing thudc chéing co giat hodic isoniazid. Thuéng khdng can gidm liéu & ngudi bénh dimg ddng thi lidu diéu
rj paracetamol va thudc chiing co gidt; tuy vly, ngubi bénh phéi han ché tu diing paracetamol khi dang ding thude chéng co
gidt hodc isoniazid,

- Probenecid ¢6 thé 1am gidm dao thi paracetamol |am ting thf gian bén thdi clia paracetamol.

- Isoniazid va cdc thufic chding lao lam ting d4¢ tinh clia paracetameol i vdi gan.

- Tuong ky: Do khdng c6 cdc nghién aifu vé tinh fuong ky clia thudc, khéing trdn 1an thudc nay véi cic thudc khdc.

TAC DUNG KHONG MONG MUGN:

- Phdn ing da nghiém trong nhu hi chiing Stevens-Johnson, hi ching Lyell, hoai tit bigu bi nhiém dg¢, mun md ban 48
toan than cip tuy hiém xy ra, nhung <6 kha nang gay tirvong. Néu théy xuat hién ban ho§c céc bi€u hién khac vé da, phdi
ngig diing thudc va tham kham thiy thudc.

- Ban da va nhiing phén ting di tng khdc thinh thodng xdy ra. Thuing la ban @8 hodc may day, nhung ddi khi ndng hon va ¢
thé kém theo 6t do thudcva thuong tdn niém mac. Néu thiy sét, bong nudc quanh cac hdc ty nhién, nén nghi dén héi chiing
Stevens-Johnson, phdi ngiing thudc ngay. Qud liéu paracetamol ¢ thé dan dén ton thuong gan ndng va dai khi hoai tit 9ng
thén cap. Nqudi bénh man cdm véi salicylat hiém khi man cdm véi paracetamol va nhiing thudc c6 lién quan. Trong mét s6
fttrudng hp riéng 18, paracetamol d3 gy gidm bach ciu trung tinh, gidm tiéu ciu va gidm toan thé huyét cu,
Cdic tdc demg phu It gdp (1/1000 < ADR < 1/100 ngui)

-Da: Ban da

- Da day — rugt: Budn ndn, nén,

- Huyét hoc: Loan tao méu {gidm bach cdu trung tinh, gidm toan thé huyét cu, gidm bach ciu), thigu méu.,

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

Cdc tdc dung phy hiém gép (1/10.000 < ADR < 1/1000 ngui)

- Hé mién dich: Phan ¢ing qué man.

- Hé gan mat: Tén thugng gan, i loan chiic nang gan.

- Da va biéu md: Ngoai ban, mé day, phil mach. Hji chiing Steven-Johnson, hoai ti biéu bi nhigm déc, hgi chitng Lyell, mun
mil ngoai ban toan than cip tinh,

Khac: Phan ting qud man.

HUGNG DAN CACH XU TRI ADR: Néu xdy ra nhiing téc dung khng mong mudn nghiém trong, phéi ngling diing thudc. V&
diéu tri, xin doc phén; “Qud liéu vi x{r trf”

THONG BAO NGAY CHO BAC STHOAC DUOC ST NH{NG PHAN GNG €6 HAI GAP PHAI KHI SIf DUNG THUGC.

QUA LIEY VA CACH XU TRI:

Biéu hitn:

- Nhi&m déc paracetamol c6 thé do diing mt liéu déc duy nhét, hodc do udng I3p lai liéu 16n paracetamol (vi du: 7,5-10g
méi ngay, trong 1 - 2 ngay), hodc do udng thuéc dai ngay. Hoai tif gan phu thudc liéu la tic dung ddc cdp tinh nghiém
trong nhit do qua liéu va cd thé gay ti vong.

- Budn ndn, ndn va dau bung thudng xdy ra trong vdng 2 - 3 gits sau khi udng liéu doc cda thudc. Methemoglobin - mdu,
din dén chiing xanh tim da, niém mac vi méng tay [3 mét diu hiéu d3c trung nhiém dgc c4p tinh dén chét p - aminophe-
nol; mét Iugng nhé sulfhemoglobin ciing ¢ thé duigc sén sinh. Tré em ¢6 khuynh hudng tao methemoglobin d& hon ngusi
Ién sau khi uding paracetamol.

- Khi bj ngd déc ning, ban du c6 thé cé kich thich hé than kinh trung wong, kich déng va mé sing. Tiép theo c6 thé 13 tc
ché&hé than kinh trung vong: siing st, ha than nhiét; mét I3; thi nhanh, ndng; mach nhanh, yéu, khéng déu; huyét ap thip
va suy tudn hoén. Truy mach do gim oxy huyét tuong déi va do téc dung tic ché trung tam, tic dung nay chi xay ra véi liéu
rét 16n. S6c c6 thé xdy ra néu gidn mach nhiéu. Con co gidt nget thdy gdy tif vong c6 thé xdy ra. Thuting hdn mé xdy ra tnitc
khi chét dot ngiit hodc sau vai ngay hon mé.

- Dau higu I3m sing thuong tdn gan trd nén ré rét trong vdng 2 d&n 4 ngly sau khi udng liéu d9c. Aminotransferase huyét
fwong tang (ddi khi tang rdt cao) va ndng @ bilirubin trong huyét tuong cling cé thé ting; thém nia, khi thuong tdn gan
lan réng, thdi gian prothrombin kéo dai. C6 thé 10% ngudi bénh bj ngd ddc khéng duge diéu trj dic higu da c6 thuang tén
gannghiém trong; trong s& 46 10% &&n 20% cudi ciing chét vi suy gan. Suy thin cip ciing xdy ra & mt s8 ngudibénh. Sinh
thiét gan phat hign hoai tir trung tam tidu thiy trirviing quanh tinh mach cfa. § nhiing trudmg hop khang tirvong, thuong
18n gan phuc hdi sau nhiéu tudn hoic nhiéu théng.

Cdch xi i

- Chén doén sém rt quan trong trong diéu trj qua liéu paracetamol. €6 nhiing phuang phap xdc dinh nhanh ndng d thude
trong huyét twong. Tuy viy, khong dugc tri hodn didu trj trong khi chis k&t qud xét nghiém néu bénh st goi ¥ 12 qud liéu
n§ng. Khi nhigm ddc niing, di€u quan trong la phai didu trj hd trg tich cve. Cin rita da day trong moi truding hop, 18t nhit
trong vdng 4 gity sau khi usng.

- Lidu phép gidi ddc chinh la ding nhiing hgp chat sulfhydryl, c6 1é tac ddng mt phédn do b8 sung dy trit glutathion & gan.

- Didu tr véi N-acetyleystein c6 tdc dung khi uéng hodc tidm tinh mach. Phai dung thudc gidi d8c ngay 13p tic, cing sém
cng tdt néu chua dén 36 gid ké tir khi udng paracetamol. Bidu trj véi N-acetylcystein higu qud hon khi cho udng thuc
trong thi gian dudi 10 gidy sau khi udng paracetamol. Khi cho udng, hda loang dung dich N-acetylcystein véi nudic hodc 46
uding khang c6 rugu dé dat dung dich 5% va phdi uéng trong viing 1 gidrsau khi pha. Cho uding N-acetylcystein véi liéu #du
tién I3 140 mg/kg, sau d6 cho ti€p 17 lidu nia, mdi liu 70 mg/kg céch nhau 4 gid mdt 1&n. Chdm dift didu trj ndu xét
nghiém paracetamol trong huyZt tuong cho thdy nguy co ddc hai gan thép. Cling c6 thé diing N-acetylcystein theo dudng
finh mach: liéu ban d4u 13 150 mg/kg, pha trong 200 ml glucose 5%, tidm tinh mach trong 15 phiit; sau d6 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 gic
tiéip theo. Néu khding ¢6 dung dich glucase 5% thi cé thé ding dung dich natri clorid 0,9%.
-Tac dung khiing mong mudn cdia N-acetylcystein gom ban da (gdm ¢a may day, khdng yéu cdu phai ngimng thudc), butn
ndn, nn, tiéu chdy va phin ing kidu phan vé.
- Néu khéng cb N-acetylcystein, c6 thé ding methionin. N&u da ding than hoat truéc khi diing methionin thi phéi hit
than hoat ra khdi da day truc. Ngoi ra ¢6 thé diing than hoat va/hoéic thudc tdy mudi do chiing ¢6 khd ning lam gidm
hép thy paracetamol.
DACTINH DUGC LUC HOC: M3 ATC: N02B EQ1, Nhém thusc: Thudc gidm dau, ha sét.
Paracetamol {acetaminophen hay N-acetyl-P-aminophenol) [a chdt chuyén héa 6 hoat tinh ciia phenacetin, [a thudc
gidm dau va ha s8t hitu higu c6 thé thay th€ aspirin nhung khang ¢6 higu qué trj viém. Vi liéu ngang nhau tinh bing gam,
paracetamol c6 tdc dung gidm dau va ha s3t tuong ty nhu aspirin, Thudc 1am gidm thdn nhiét & ngudi banh s6t, nhung
hiém khi [am giam than nhiét & nguti binh thuling. Thudc tic dong Ién viing dudi ddi gay ha nhiét, téa nhiét ting do gian
mach va tang luu lugng mau ngeai bién. Vi liéu diéu tri paracetamol it tac dong d&n hé tim mach va hé hap, khing lam
thay d6i can béing acid — base, khdng gay kich ding, loét hodc chdy méu da day nhu khi diing salicylat. Tac dung clia
paracetamol trén hoat tih cyclooxygenase chua dugc bigt ddy 4. Véi lidu 1 g/ngy thulic1a mbt chdt ic ché cydooxygen-
ase y&u.. Tac dung tc ché cyclooxygenase — 1 y&u. Paractamol thuding dugc chon lam thudc gidm dau v ha sBt, déc biét &
nguti cao tudi va ngudi cd chding chi dinh diing salicylat hodc NSAID khdc, nhw ngui bi hen, ¢é tién sitloét da day, té tring
va tré em, Thudc khdng c6 téc dung trén sur két tip tiu cu hodic thid gian chiy mau.
V6 liéu diéu tri, paracetamol dugc chuyén héa chil yéu qua phén dng lién hop sulfat va glucuronid, mét lugng nhd thudng
chuyén héa thanh mdt chdt chuyén héa @3 N- acetyl —P- benzoguinonimin (NAPQ1). NAPQ1 dugc khit 89¢ nhé
glutathion va d3o thdi vio nuéc tiéu va/hogc mat. Khi chdt chuyén héa khang dugc lidn hop véi glutathion sé géy ddc cho
cdcté bao gan va gdy hoai ti té bao. Paracetamol thuding an toan khi diing véi liéu diéu trf, vi Ivong NAPQ1 dugc tae thanh
tuang ddi it va glutathion tao thanh trong t& bio gan dil lién hgp vdi NAPQ1, Tuy nhién, khi qud liéu hogc d6i khi vdi liéu
binh thugng & mdt s& ngudi nhay cdm {nhu suy dinh dutng hodc tuong tacthudc, nghién rugu, co dia di truyén) néng 6
NAPQ1 c6 thé tich iy gdy d¢ cho gan.
DACTINH DUGC BONG HOC:
- Hap thu: Paracetamol dugc hdp thu d& dang va gan nhu hoan toan qua dudng tidu héa. Thitc @n gidu carbohydrat lam
gidm ty 18 hdp thu cda paracetamol. Néng d§ dinh trong huy#t tuong dat dugc trong vdng 30 — 60 phiit sau khi uéng.
- Phén bé: Thudc duge phén bd nhanh vi déng d&u trong phén Ién cic md clia co thé. Khoing 25% thudc trong mau két
hap vdi proetin huyét tuong.
- Théi trii: Théi gian han thdi thay ddi tir 1,25 -3 gid, <6 thé kéo dai vdi liéu gay doc hodc & ngudi ¢6 ton thuong gan. Sau
liéu diéu trj, c6 thé tim théy 90— 100% thudic trong nuéc tiéu trong ngay tha nhét, chii y&u sau khi lién hop trong gan véi
add glucuronic (khodng 60%), adid sulfuric (khodng 35%) hodc cystein (khodng 3%). Ciing phat hién mjt Iuong nhd
nhiing chét chuyén héa hydroxyl héa va khit acetyl. Tr& nhd it khd nang glucuro lién hap vdi thudc han so véi ngudi ldn.
Paracetamol bj N- hydroxyl héa bdi cytochrom P450 d& tao nén N- acetyl benzoquinoneimin (NAPQ), mét chét trung gian
<o tinh phan ting cao. Cht chuyén héa nay binh thuiing phan dng vdi cac nhdm sulhydryl trong gluthathion va bj khi hoat
tinh. Tuy nhién néu uding liéu cao paracetamol, chat chuyén héa ndy dugc tao thanh véi ugng di &% 1am can kigt
glutathion cdia gan, trong finh trang 46, chdt NAPQ khéng dugk lign hop véi glutathion gay ddc cho t& bao gan, dan dén
viém va c6 thé dan dén hoai tif gan.
QUI CACH DONG GOI:
- Hgp 10 vix 10 vién (v nhém — PVC).
- Hop 1 chai 100 vién (chai nhya HDPE).
BAO QUAN: Nui nhiét 4 khdng qué 30°C, trénh &nh séng.
HAN DONG: 36 théng ké tl ngay san xust.
TIEW CHUAN: TCCS

NHA SAN XUKT: CGNG TY TNHH DUQC PHAM BV PHARMA

Dia chi: $5 18, Duiing L& Thi Soc, Ap 24, X Tan Thanh Tay, Huyén Gt Chi, Thanh Phé H3 Chi Minh, Viét Nam.
Moi thdc mdc va thdng tin chi ig, xin lién hé s dién thogi: 02822538854
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