
Traphaco” H6 so dang ky Vién nén Traphacol Extra 

To huwéng dan sir dung 

Vién nén TRAPHACOL Extra 

Dé xa tam tay tré em 

Doc ky hwéng dan sw dung trwéc khi ding 

QUI CACH DONG GOI: - Hop 2, 

- Hop 2, 
DANG BAO CHE: Vién nén. 
M6 ta: Vién nén dai mau trang dén trang nga, mat vién nhan, thanh va canh vién lanh 

10, 15, 20 vi x 10 vién. 

10, 15, 20 vi x 12 vién. B
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> 5, 

5, > 

lan. 

THANH PHAN: M6i vién chia: 
Thanh phén hoat chat: 

Paracetamol 500 mg 

Cafein 65 mg 

Thanh phan ta duge: 

Pregelatinized starch, Natri crosscarmellose, Povidone, Vwa du 

Talc, Magnesi stearat, Colloidal silicon dioxid, 

NHOM DUQC LY: Giam dau va ha sét 

Ma ATC: NO2BE51 

CHI DINH: 

Traphacol Extra chtra paracetamol 1a mot chat ha sot, giam dau va cafein la mot chat 

tang cuong tac dung giam dau cua paracetamol. 

Thudc duoc khuyén cao su dung trong diéu tri hau hét cdc trigu chung dau tt nhe dén 

vira va ha s6t nhu: 

- Pau dau, dau ntra dau, dau lung, dau rang, dau khép, dau bung kinh. 

- Giam cac trigu ching cam lanh, cam clim va dau hong. 

LIEU DUNG - CACH DUNG: 
- Nguoi lon (ké cé ngwoi cao tudi) va tré em tir 12 tudi tré lén: 

U6ng | - 2 vién/lan, mdi lan cach nhau it nhat 4 gid, toi da 8 vién trong 24 gid. 

Nén str dung liéu thap nhat can thiét dé cb hiéu qua trong théi gian diéu tri ngén 

nhat. Thoi gian tw diéu tri khong qua 3 ngay. 

Thudc cé thé ding khi bung doi. 

- Tré em dwoi 12 tuoi: 

Khéng khuyén nghi ding thuéc nay cho tré em dudi 12 tudi. 

CHONG CHI DINH: 
Man cam véi paracetamol, cafein hoac bat ctr thanh phan nao cua thudc. 
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Traphaco” Ho so dang kp Vién nén Traphacol Extra 

CANH BAO VA THAN TRONG: 
Bac si can canh bao bénh nhan vé cac dau hiéu ctia phan tg trén da nghiém trong 

nhu hdi chimg Steven-Jonhson (SJS), héi ching hoai tir da nhiém déc (TEN) hay 

h6i ching Lyell, hdi chimg ngoai ban mun mu toan than cap tinh (AGEP). Phan 

ing phy nghiém trong trén da mac du ti 1é mac phai 1a khéng cao nhung nghiém 

trong, tham chi de dga tinh mang. Trigu ching cua cac hdi chung néu trén duge md 

ta nhu sau: 

e H6i chimg Steven-Jonhson (SJS): 1a di ung thudc thé bong nude, bong nude 

khu tra 6 quanh cac hdc tu nhién: mat, mii, miéng, tai, b6 phan sinh duc va hau 

mon. Ngoai ra co thé kém sét cao, viém phdi, réi loan chic nang gan than. Chan 

doan hdi ching Steven-Jonhson (SJS) khi cé it nhat 2 héc tu nhién bi t6n thuong. 

¢ Hi chimg hoai tir da nhiém déc (TEN): 1a thé di tmg thuéc nang nhat, gom: 

+ Cac ton thuong da dang 6 da: ban dang séi, ban dang tinh héng nhiét, hong ban 

hoac cdc bong nude bing nhung, cdc tén thuong nhanh chong lan toa khap 

ngudi; 

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

+ Tén thuong niém mac duodng tiéu héa: viém miéng, trot niém mac miéng, loét 

hau, hong thye quan, da day, rudt; 

+ Tén thuong niém mac duong sinh duc, tiét niu. 

+ Ngoai ra con cé cac triéu chtmg toan than tram trong nhu sét, xuat huyét duong 

tiéu hoa, viém phi, viém cau than, viém gan... ty 1é tir vong cao 15-30%. 

e H6i chimg ngoai ban mun mt toan than cap tinh (AGEP): mun mt v6 tring nho 

phat sinh trén nén hong ban lan rong. Ton thuong thuong xuat hién @ cac nép gap 

nhu nach, ben va mat, sau d6 co thé lan rong toan than. Trigu ching toan than 

thuong co 1a sét, xét nghiém mau bach cau mii trung tinh tang cao. 

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

tng qua man nao khac, bénh nhan can phai ngimg sir dung thuéc. Ngudi da timg bi 

cac phan ung trén da nghiém trong do paracetamol gay ra thi khong dugc ding 

thudc tré lai va khi dén kham chira bénh can phai thong bao cho nhan vién y té biét 
vé van dé nay. 

Khong ding qua liéu chi dinh. 

Tranh str dung déng thoi véi cdc ché pham thudée chita paracetamol do nguy co xay 

ra qua liéu paracetamol. Qua liéu paracetamol gay suy gan, cé thé phai ghép gan 

hoac dan dén ttr vong (xem phan Qua liéu va cach xt tri). 

Can than khi ding paracetamol cho bénh nhan suy than hoac gan. Nguy co xay ra 

qua liéu cao hon & nhiing nguoi bi bénh gan do rugu. 

Su dung thudéc than trong 6 nhing bénh nhan co tinh trang can kiét glutathion, vi 

viée str dung paracetamol cé thé lam ting nguy co nhiém toan chuyén héa (xem 

phan Qud liéu va cach xit tri). 
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Traphaco” H6 so déing kj Vién nén Traphacol Extra 

- Nén tranh str dung thu pham co nhiéu cafein (vi du nhu ca phé, tra va mot so dé 

udng dong hop) trong khi dung Traphacol Extra. 

SU’ DUNG CHO PHU NU’ CO THAI VA CHO CON BU: 

- Sw dung cafein trong thoi ky mang thai cd thé lam tang nguy co sinh con nhe can 

hoac say thai tu nhién. 

- Cafein trong sita me co thé cd tac dung kich thich déi véi tré bu me. 

Do dé, khéng nén str dung thudéc nay cho phu ni co thai va phu nit dang cho con 

bu. 

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Kho6ng anh huong. 

TUONG TAC, TUONG KY CUA THUOC: 

Twong tac thude: 

- Téc d6 hap thu cua paracetamol cé thé tang lén khi ding metoclopramid hoac 

domperidon, giam di khi dting ctng cholestyramin. 

- Sir dung paracetamol thuong xuyén kéo dai sé lam tang tac dung chéng dong mau 

cia warfarin va cae coumarin khac dan dén tang nguy co chay mau. Néu ding 

paracetamol khong thuong xuyén sé khéng cé anh huong dang ké. 

- Cafein lam tang d6 thanh thai cta lithi, do dé khéng nén str dung déng thoi 2 

thudc. 

Twong ky thuéc: Do khéng co cac nghién ciru vé tinh tuong ky cia thudc, khong nén 

tron lan thuéc nay voi cac thudc khac. 
TAC DUNG KHONG MONG MUON: 

Cac tac dung bat loi dua trén dit liéu nghién cwu lam sang la kha nang hiém khi 

xay ra va mét s6 it bénh nhan. Cac tac dung bat loi thu duoc trong qua trinh luu hanh 

san pham 6 liéu diéu tri/ghi nhan va dugc dua ra trong bang dudéi day theo phan loai hé 

thong co quan ctia co thé MedDRA. Cac phan img bat loi duge xac dinh trong qua 

trinh luu hanh san phdm dugc bao cao ty nguyén tir mot quan thé boi kich c& khéng 

xdc dinh, tan suat cdc phan img nay khong r6 nhung cé thé rat hiém (<1/10.000). 

Co quan Tac dung khéng mong muon Tan sudt 

Paracetamol 

R6i loan mau va hé - Giam tiéu cau Rat hiém 

bach huyét - Méat bach cau hat 

R6i loan hé mién dich | - Phan tmg qua man Rat hiém 

- Phan img man cam trén da bao gém: ban 

dé, pht. mach, héi ching Stevens-Johnson 

va hdi chimg hoai tir da nhiém déc 

R6i loan hé hé hap, - Co that phé quan 6 cae bénh nhan nhay | Rat hiém 

long ngue va trung that cam voi aspirin va cdc NSAID khac 

R6i loan gan mat - Bat thuong gan Rat hiém 
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Traphaco” Ho so déng kj Vién nén Traphacol Extra 

Co quan Tac dung khéng mong muon Tan sudt 

Cafein 

Hé than kinh trung - Chong mat, dau dau 
uong 

R6i loan tim - anh tréng nguc 

Réi loan tam than - Mat ngu, bén chén, lo lang va cau kinh 

RGi loan tiéu hoa - R6i loan tiéu hoa 

Khi dung thuéc chia paracetamol - cafein cing voi ché dé an udng co nhiéu cafein 

sé gay ra cdc tac dung phu do qua liéu cafein nhu mat ngu, thao thirc, lo ling, cau 

kinh, dau dau, réi loan tiéu hda, hdi hép. 

Thong béo ngay cho bac sy hodc dugc sf nhitng phan ung coé hai gap phai khi 

sie dung thudc. 

QUA LIEU VA CACH XU TRI: 
> Paracetamol: 

Uéng trén 10 g paracetamol 6 ngudi lon khée manh hoac trén 5 g paracetamol 6 ngudi 

cé nguy co cé thé gay ton thuong gan. Cac yéu t6 nguy co duge ké dén: 

Dang diéu tri lau dai bang carbamazepin, phenobarbital, phenytoin, primidon, 

rifampicin, St John's Wort (Hypericum perforatum) hoac cac loai thuéc gay cam 

img men gan khac. 

- Uéng nhiéu bia, ruou. 

- Nguoi bi réi loan an uéng, xo nang, nhiém HIV, doi, suy mon dan dén can kiét 

glutathion. 

Triéu ching qua liéu: 

Triéu chimg qua liéu paracetamol trong 24 gid dau: xanh xao, budén nén, nén, chan 

an va dau bung. Tén thuong gan tré nén r6 rang tr 12 - 48 gio sau khi uéng. Co thé 

xay ra bat thudng vé chuyén héa glucose va nhiém toan chuyén héa. Truong hop ngd 

déc nang, suy gan co thé tién trién thanh bénh nao, xuat huyét, ha dudng huyét, pha 

nao va ttr vong. Suy than cap véi hoai ttr 6ng than cap (tri¢u ching: dau that lung, dai 

ra mau va protein niéu) co thé xay ra ngay ca khi khéng cé tén thuong gan 

nang. Truong hop r6i loan nhip tim va viém tuy cting da dugc bao cao. 

Cach xu tri: 

Tién hanh diéu tri ngay lap ttc, ngay ca khi bénh nhan kh6ng cé cac trigu chimg 

ban dau dang ké, béi cdc trigu chimg cé thé khéng phan anh day du mire dé nghiém 
trong cua qua liéu va nguy co ton thuong cac co quan. Cach xu tri: 

- Sir dung than hoat dé han ché hap thu néu uéng qua liéu paracetamol trong vong | 

gid trude dé. Nong dé paracetamol trong huyét tuong nén duge do lai sau 4 gio 

hoac mu6n hon sau khi udng. 
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Traphaco” Ho so dang kj Vién nén Traphacol Extra 

- Diéu tri giai doc bang N-acetylcystein cd thé dugc sir dung dén 24 gid sau khi uéng 

qua liéu paracetamol, tuy nhién, higu qua dat duoc t6t nhat trong vong 8 gid sau 

khi uéng. Hiéu qua gidi déc gan giam manh sau thoi gian nay. 

- Tiém tinh mach N-acetylcystein voi ligu lugng phi hop (néu can). Truéng hop 

bénh nhan khéng bi nén, cd thé str dung methionin dudng udng, nhat 1a vi vung 

sau, vung xa hay khi xwr tri ngoai bénh vién. 

- Can theo déi biéu hién r6i loan chire nang gan nghiém trong 24 gid sau khi udéng. 

> Cafein: 

Triéu chitng qué liéu: 

Qua liéu cafein cd thé dan dén dau thugng vi, nén mura, di tiéu nhiéu, nhip tim 

nhanh hoac r6i loan nhip tim, kich thich than kinh trung uong (mat ngu, b6n chén, 

phan khich, kich dong, bén chén, run va co gat). 

Khi str dung thuéc qua liéu, can chu y rang ngoai cdc triéu chimg xay ra do qua liéu 

cafein con cé thé gay ra déc tinh nghiém trong véi gan do qua liéu paracetamol. 

Cach xu tri: 

Bénh nhan nén duge cham soc hé tro chung (vi du nhu b6 sung nude va duy tri cdc 

dau hiéu séng quan trong). Su dung than hoat tinh cé hiéu qua tét nhat trong vong mot 

gid sau khi ding qua liéu, nhung ciing cé thé xem xét str dung néu chua qua bén gid 

sau khi ding qua liéu. Cac tac d6ng than kinh trung uong do qua liéu cé thé duge diéu 
tri bang thudc an than tiém tinh mach. 

Tom lai: 

Khi xay ra qua liéu thuéc chtra paracetamol va cafein, cin danh gia nong d6 

paracetamol trong huyét tuong dé co bién phap diéu tri bang thuéc gidi déc dac hiéu. 

Cac dau hiéu va triéu chimg ng6 déc cafein: diéu tri theo triéu chung. 

BAO QUAN: Noi khé rao, nhiét d6 khéng qua 30 °C, tranh anh sang. 

HAN DUNG: 36 thang ké tir ngay san xuat. 

TIEU CHUAN: TCCS. 

San phim ciia: CONG TY CO PHAN TRAPHACO 
75 Yén Ninh - Ba Dinh - Ha N6i 

Dién thoai lién hé: 18006612 

San xuat tai: CONG TY TNHH TRAPHACO HUNG YEN 

Thén Binh Luong - X4 Tan Quang - Huyén Van Lam - Tinh Hung Yén 

Nguoi soan thao: D. Tan 
Nguoi kiém tra: Hanh 
Ngay kiém tra: 03/11/2023 
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