
nen 

PANACTOL-EXTRA _ 
DE THUOC XA TAM TAY TRE EM. 

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG 
THONG BAO NGAY CHO BAC SY HOAC DUGC SY 

NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOG. 
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC SY 

THANH PHAN CONG THUC THUOC: 
Mai vién nén chiia: 
Thanh phan hoat chat: 
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Thanh phan ta dudc: Eragel (Pregelatinized starch), Erapac (Pregelatinized starch), Avicel 

(Microcrystalline cellulose 101), Tinh bét mi, Povidon K30, Natri benzoat, Crospovidon, 

Magnesi stearate, Aerosil (Colloidal silicon dioxid). 

DANG BAOCHE: 
Vieénnen 

M6 ta san pham: Vién nén dai, mau trang, mét mat cé khac vach ngang va mot matcd khac chil 

PANACTOL EX, canh va thanh vién lanh lan. 

CHI BINH: . 
Thuéc gidm dau va ha sét nhe, ding dé diéu tri trong hau hét cac ching dau va s6tnhu dau dau 

bao gém dau nia dau, dau rang, dau lung, dau khdp, dau bung kinh va giam cac triéu chung 

trongcam cum, cam lanh va dau hong. 

CACH DUNG, LIEU DUNG: 
Cach ddng:diing dudng uéng. 

Liéu ding: 
Ngudi Idn, ngudi cao tudi va tré em trén 16 tudi: 2 vién tdi da 4 lan/ngay, khong nén lap lai liéu 

dudi 4 gid va tdi da khong qua 8 vién trong 24 gid. 

Tré em ti 12 - 15 tuéi: 1 vién téi da 4 lan/ngay, khéng nén lap lai liéu dudi 4 gid va téi da khéng 

qua 4 vién trong 24 gid. 

Tré em dudi 12 tuéi: khong khuyén cao ding chotré dudi 12 tudi. 

Khéng cé yéu cau dac biétvé xt ly thuéc sau khisw/ dung. 

CHONG CHiDINH: 
Qua mA4n vdi paracetamol, cafein hay bat ky thanh phan nao cia thuéc. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 
Than trong khi sif dyng paracetamol cho bénh nhan suy than hay suy gan. Nguy co qua liéu cao 

hon 6 nhifng bénh nhan mac bénh gan do rugu khéng xd gan. 
Nén tranh ding qua nhiéu thc pham chia cafein(nhu ca phé, tra va mot s6 dé u6ng dong hop) 

khi dung thudc. 
Khéng ding qua li€u khuyén cao. 
Khéng diing chung vdi cdc thuéc cé chia paracetamol khac. Néu sii dung qua liéu, nén dén 

ngay cod sd y té ngay ca khi cam thay khoe, bdi vi co nguy co gay ton thudng gan cham va 

nghiém trong. 

Tham khao y kién bac sinéu dau dau dai dang hay van con cac triéu chung dau. 

Bac si cAn cAnh bao bénh nhan vé cae dau hiéu cla phan ting trén da nghiém trong nhu hoi 

chung Steven-Jonhson (SJS), hdi ching hoai tii da nhiém déc (TEN) hay hdi chung Lyell, hoi 

ching ngoai ban myn mdi toan than cap tinh (AGEP). 

Triéu ching cla cac héi ching néu trén dugc mé ta nhu sau: 

- Héi chting Steven-Johson (SJS): la dj dng thuéc thé bong nudc, bong nuéc khu tru 6 quanh 

cac héc tu nhién: mat, mii, miéng, tai, b6 phan sinh duc va hau mén. Ngoai ra co thé kéem thém 

sét cao, viém phdi, réi loan chifc nang gan than. Chan doan Steven-Johson (SJS) khi cd it nhat 

2 héc tu nhién bit6n thuong. 
- Hdichuing hoai tif danhiém déc (TEN): la thé dj ting thuéc nang nhat, g6m: 

+ Cac tén thuong da dang @ da: ban dang sdi, ban dang tinh héng nhiét, hong ban hoac cac 

bong nudc bing nhiing, cdc t6n thudng nhanh chéng lan téa khap nguii. 

+ T6n thudng niém mac mat: viém gidc mac, viém két mac mu, loét giac mac. 

+ Té6n thudng niém mac duéng tiéu héa: viém miéng, trgt niém mac miéng, loet hau, hong, thuc 

quan, da day, rudét. 

+ T6n thugng niém mac du6ng sinh duc, tiét niéu. 

+ Ngoairacéncé cac triéu ching toan than tram trong nhu sot, xuat huyét dung tiéu hoa, viém 

phéi, viém cau than, viém gan... ty lé ti! vong cao 15-30%. 

- Héi chting ngoai ban myn md toan than cap tinh (AGEP): mun mu v6 trang nhé phat sinh trén 

nén héng ban lan réng. Tén thudng thudng xuat hién 6 cac nép gap nhu nach, ben va mat, sau 

dé c6 thé lan réng toan than. Triéu chiing toan than thudng co la sét, xét nghiém mau bach cau 

mui trung tinh tang cao. 

Khi phat hién nhiing dau hiéu phat ban trén da dau tién hodc bat ky dau hiéu phan Ung nao 

khac, bénh nhan can phai ngiing sit dung thuéc. Ngudi da ting bi cac phan Ung da nghiém 

trong do paracetamol gy ra thi khéng dud ding thuéc tré lai va dén khi kham chia bénh can 

phai théng bao cho nhan vién y té biét vé van dé nay. 

*Canh baota dudc: 

Thuéc cé chifa tinh bét minén khéng ding dugc cho bénh nhan dj ting lua mi (khac bénh coeliac), 

Natri benzoat c6 thé lam tang nguy co vang da, vang mat 6 tré so sinh (dén 4 tuan tudi). 

SU DUNG THUOC CHOPHY NU CO THAI VA CHOCON BU: 
Phy n@ mang thai: Paracetamol — cafein khang khuyén cao st dung cho phy niicé thai do co thé 

tang nguy co giam can va say thai ty nhién lién quan dén viéc ding cafein. 

Phu nif cho con bu: Cafein trong sia me cé tac dung kich thich 6 tré bu me. 

Thudée cé chifa cafein, do dé khéng nén ding cho phy nico thai va chocon bu. 

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC: 
Chua cé bang ching vé anh huéng cua thuéc lén kha nang lai xe, van hanh may moc 
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——— — co: 

TUONG TAC, TUONG KY CUA THUOC: 
Téc d6 hap thu cla paracetamol tang khi ding déng thai vai metoclopramid hay domperidon va 

giam khi ding déng thdi vdi colestyramin. 

Sit dung paracetamol hang ngay kéo dai lam tang tac dung chéng déng mau cua warfarin va 

cac loai coumarin khac dan dén tang nguy co chay mau; diing thuéc khong thudng xuyén sé 

khéngcé anh hudng dang ké. s 

Do khéng cé cdc nghién cttu vé tinh tudng ky cia thuéc, khéng tron lan thudc nay vai thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC: 
Cac tan suat duoc phan loai nhu sau: rat thuing gap (21/10), thuéng gap (21/100 dén <1/10), it 

gap (21/1000 dén <1/100), hiém gap (21/10 000 dén <1/1000), rat hiém gap (<1/10 000), khéng 
ro tan suat. 

*Paracetamol 

Hé co quan Tan suat Tac dung khéng mong muén 

Réi loan mau va 
hé bach huyét 

Hiém gap Gidm tiéu cau, mat bach cau hat. 

Phan ting qua man 

Réi loan hé mién ae Phan ding man cam 6 da nhu phat ban da, 

dich Rat hiém 9ep phu mach, hoai ti biéu bi nhiém déc, héi 
chung Stevens-Johnson. 

Rdéi loan hé hap, Go that phé quan 6 bénh nhan nhay cam 
nguc, trung that vdi aspirin va cac NSAIDs khac. 

Rdi loan gan mat Hiém gap Réi loan chuc nang gan 

7 

Rat hiém gap 

* Cafein: Hé than kinh trung uong: Chua rd: Cang thang, choang vang. 

Khidiing liéu khuyén nghi Paracetamol-Cafein cling vdi ché dé 4nudng sé gay racac tac dung phy 

do qua liéu cafein nhu matngii, thao thtic, lo lang, cau kinh, dau dau, réi loan tiéu héa, hdihép. 

* Théng bao ngay cho bac sf hodc dugc sy nhiing tac dung kh6ng mong muén gap phai khi 

sudung thuée. 
QUA LIEU VA CACH XU TRI: 
* Paracetamol 

Ngudilén uéng 10g trd lan cé thé gay tén thudng gan. Udng 5g tré lén cé thé gay t6n thudng gan 

& nhiing bénh nhan cé nguy co sau: diéu tr dai han vdi carbamazepine, phenobarbitone, 

phenytoin, primidone, rifampicin, St John's Wort hay cac thu6éc khac gay cam Ung men gan. 

Thudng xuyén ding rugu qua liéu cho phép. C6 kha nang thiéu hut nang glutathione nhu réi 

loan An uéng, xd nang, nhiém HIV, ddi, suy nhuge. 

Triéu chting [am sang: Buén nén, n6n, chan 4n, xanh xao, dau byng thudng xuat hién trong 24 

gid dau. Tén thuong té bao gan cé thé xay ra 12 dén 48 gid sau khi u6ng thudéc. Chuyén hoa 

glucose va toan chuyén héa bat thudng cé thé xay ra. Trong ngé déc nang, suy gan co thé tién 

trién thanh bénh nao, xuat huyét, tang glucose, phi nao va chét. Suy than cap kém theo hoai tu 

éng than cap, biéu hién béi dau that lung, tiéu ra mau va protein niéu, c6 thé phat trién ngay ca 

khi khéng cé tén thudng gan nang. Réiloan nhip tim va viém tuy da dugc bao cao. 

Xo tri: Diéu tri ngay lap tic la rt can thiét khi qua liéu paracetamol. Mac du con thiéu cac triéu 

chuing som, bénh nhan nén chuyén dén bénh vién khan cap dé dude cham soc y té. Biéu tri 

bang than hoat tinh nén dudc xem xét khi ding qua liéu trong vong 1 gid. Diéu tri bang N- 

acetylcystein tiém tinh mach cé thé dudc si dung trong vong 24 gid sau khi uéng paracetamol, 

hiéu qua t6i da dat duge trong 8 gid sau khi uéng. Néu nén khéng phai la van dé, cé thé ding 

methionine duéng uéng dé thay thé. 
*Cafein: 

Triéu ching: qua liéu cafein cé thé dan dén dau thugng vi, buén-nén, tim dap nhanh, loan nhip 

tim, kich thich than kinh trung udng (mat ng, phan khich, kich d6ng, b6n ch6n, run, co giat). 

Biéu tri: dung cac bién phap hé tr¢ (bd nude, duy tri cac dau hiéu sinh t6n). Ding than hoat tinh 

trong vong 1 gid sau khi dung qua liéu. Gae anh hudng |én than kinh do qua liéu cafein cé thé 

dudc diéu tri bang cach diing thuéc an thantiém tinh mach. 

* Tém lai: Khi diéu tr qua liéu phai danh gid néng dé paracetamol huyét tuang dé diéu tri bang 

thudc giai déc, diéu tri tridu chting khingé déc cafein. 

Tich cuc theo dai dé cé bién phap xt tri kip thdi 

BAC TINH DUOC LUC HOC: 

Ma ATC: NO2B E51. Nhém dudcly: Anilide 

Paracetamol la mét chat giam dau, ha s6t. Go ché tac dung cila thuéc dude cho la Uc ché tong 

hdp prostaglandin, chi yéu tai than kinh trung udng. 

Cafein hoat déng nhu mét chat tang cudng tac dung gidm dau cua paracetamol. Cac di ligulam 

sang cho thay su két hdp paracetamol-cafein gay ra tac dung giam dau tét hon nhiéu so voi vién 

nén paracetamol théng thudng. 

BAC TINH DUGC DONG HOC: 
Paracetamol dudc hap thu nhanh chéng va hau nhu hoan toan qua dudng tiéu hoa. 

Paracetamol phan bé nhanh va déng déu trong phan Ién cdc m6 cia co thé. Thai tri’ chu yéud 

than dudidang chat chuyén héa lién hop. 
Cafein dudc hap thu nhanh chong qua duéng tiéu hoa, néng dé huyét tudng téi da dat dudc 

trong vong 1 gid va thdi gian ban thai la 3,5 gid. 60 — 80% cafein dude thai tri’ qua dudng tiéu 

dudi dang 1-methylurric va 1-methylxanthine. 

QUY CACH DONG GOI: 
Chai 100 vién, chai 200 vién, chai 500 vién, chai 1000 vien. 

Hép 10 vix 10vién, Hép 15 vix 12 vién, Hp 20 vix 12 vién. 

DIEU KIEN BAO QUAN: Dudi 30°C, noi khé rao, tranh anh sang. 
HAN DUNG CUA THUOC: 36 thang ké tif ngay san xuat. 
TIEU CHUAN CHAT LUGNG CUA THUOC: DBVN 

Tén, dia chi cia co’ s& san xuat: 

CONG TY CO PHAN DUGC PHAM KHANH HOA 
Dudng 2/4, Khém Péng Bac, Phudng Vinh Hoa, 

WHO-GMP = Thanh phé Nha Trang, Tinh Khanh Hoa 
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