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G DAN SU DUNG: (Néi dung gom 06 trang)

OLD® Effer 650 [ omP -wHo |

= Doc ki hwong dan sir dung treée khi dung.
u Dé xa tAm tay tré em.
THANH PHAN CONG THU'C THUOC:
M&4i vién nén sui bot chia:
Thanh phin dwge chiif: PAracetamol ....................oooooeveeereeeeeeeeeseeeeesesroseseen. 650 mg
Thanh phin ti duwpc: Acid citric khan, Natri bicarbonat, Natri carbonat khan, Manitol,
Povidon K30, Aspartam, Natri saccharin, Macrogol 6000, Leucin, Natri benzoat, B6t mui dau.
DANG BAO CHE:
Vién nén sui bot.

Vién nén tron, hai mét tron, mau tring dén tring nga, c6 mui thom.
CHI PINH:
Paracetamol dugc dung trong diéu tri cac chimg dau va sdt tir nhe dén vira.
LIEU DUNG - CACH DUNG:
Liéu ding:
Ngueoi lom va tré em trén 15 tuéi:
1 vién (650 mg) mdi 4 hodc 6 git.. Khoang céch giira cac lidu ti thiéu 12 4 gio. Khong udng qua
6 vién trong 24 gid.
Bénh nhdn suy thdn:
Truong hop suy than, giam lidu theo mirc dd loc cau than theo bang sau:

Dé loc cdu thdn Liéu ding
10 - 50 ml/phnt 500 mg méi 6 gid
< 10 ml/phat 500 mg mdi 8 gid
Do ham lugng paracetamol trong vién khong phu hgp, khong sir dung Mexcold Effer 650 cho

bénh nhan suy than.
Bénh nhan suy gan:
Trong trudng hop suy gan, khong ubng qua 2 g paracetamol (khoang 3 vién) trong 24 gidr va
khoéng céch t6i thiéu gilta céc lidu 1a 8 git (xem phin Cdnh bdo va thin trong khi dimg thuéc).
Cich dung:
Dung dudng uéng. Cho vién vio nira cdc nirde, dé vién tan hoan toan trude khi udng.
Khi quén udng mét liéu Mexcold Effer 650: Hay uéng ngay khi nh¢ ra. Néu gin dén gioy ubng
liéu ké tiép, hily bo qua lidu da quén va udng lidu ké tiép véi khoang cach gitra cac lidu tdi thiéu
144 gio. Khong ubng gap dbi lidu dé bu cho lidu da quén.
Mt s6 luu ¥ dic biét vé xir IV thude trwde va sau khi sir dun
Khéng c6 yéu cau dic biét vé xir Iy thube sau khi sir dung.
CHONG CHI PINH:
Qua man véi paracetamol, propacetamol hydroclorid (tién chit cua paracetamol) hoic bat ky
thanh phn t4 dugc nio cia thudc (xem phin Thanh phan céng thire thudc).

thube:
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A THAN TRONG KHI DUNG THUOC:

'$4n canh bdo bénh nhan vé cic ddu hiéu cia phan img phu trén da, mic du ty 1é méc
5 g cao nhung nghiém trong, thadm chi de doa tinh mang nhir héi chimg Stevens-Johnson
~hoi chimg hoai tir da nhiém ddc (Toxic Epidermal Necrolysis - TEN) hay hoi chimg Lyell,
hoi chitng ngoai ban mun mu toan thén cap tinh (Acute Generalized Exanthematous Pustulosis -
AGEP).

— Triéu chiing cta céc hdi chimg néu trén duge mé ta nhu sau:

+ Hoi chimg Stevens-Johnson (SJS): La di img thudc thé bong nuéc, bong nuée khu tra &
quanh cdc hde ty nhién: mit, miii, miéng, tai, bd phén sinh duc va hau mén. Ngoai ra co thé
kém st cao, viém phdi, rdi loan chirc nang gan than. Chén doan hji chimg Stevens-Johnson
(SJS) khi ¢6 it nhét 2 hdc tw nhién bi tdn thuong.

+ Hai chirng hoai tir da nhiém déc (TEN): La thé di tng thudc ning nhit, gdm:

e Céc ton thuong da dang & da: Ban dang soi, ban dang tinh hdng nhiét, hdng ban hoiic cac
bong nudc bung nhiing, cic ton thuong nhanh chong lan toa khéip nguoi.

e T6n thuong niém mac mét: Viém gidc mac, viém két mac mu, loét gidc mac.

e Ton thuong niém mac dudng tiéu hoa: Viém miéng, trot niém mac miéng, loét hiu, hong
thye quan, da day, rudt.

e Tén thuong niém mac dudng sinh duc, tiét niéu.

e Ngoai ra con ¢é céc tridu chimg toan than trAm trong nhu sét, xuat huyét duong tiéu héa,
viém phdi, viém cau than, viém gan ... ty 1& tir vong cao 15 - 30%.

+ Hoi chimg ngoai ban mun mu toan than cép tinh (AGEP): Mun mui v tring nho phét sinh
trén nén hong ban lan rong. Ton thuong thuong xuét hién & céc nép gép nhu néch, ben va
mit, sau d6 c6 thé lan rong toan than. Triéu chimg toan than thuomg c6 1 sbt, xét nghiém
mau bach cdu mii trung tinh ting cao.

— Khi phat hién nhitng diu hiéu phét ban trén da du tién hosic bét ky d4u hiéu phan tmg qua min
nao khac, bénh nhan can phai nging sir dung thude. Nguoi di timg bj cac phan Umg trén da
nghiém trong do paracetamol gdy ra thi khong duoc dung thudc trd lai va khi dén kham chira
bénh cén phai théng béo cho nhén vién y té biét vé vén dé nay.

— Cén thén trong khi sir dung paracetamol va tranh didu tri kéo dai & nhimg bénh nhén bi thiéu
mau, méc céc bénh tim, phéi hozc rbi loan chirc nédng gan va than nang (trong trudong hop rbi
loan chirc ning than ning tranh ding lidu cao, kéo dai do c6 thé lam ting nguy co giy ra tac
dung khéng mong muédn trén thén).

— Viée sir dung paracetamol & nhimg bénh nhén thuong xuyén udng rugu cé thé gy ton thuong
gan. O ngudi nghién ruou man tinh, khdong nén dung paracetamol qua 2 g/ngay.

— Bénh nhan hen nhay cim véi acid acetylsalicylic (aspirin) cin thén trong khi sir dung
paracetamol do phan (mg co thit phé quan nhe véi paracetamol (phén tmg chéo) da duge quan
sat & nhimg bénh nhén nay. Mic du triéu chimg nay chi xay ra & mdt s6 it bénh nhan nhung c6
thé gdy ra phan (g nghiém trong, dic biét khi ding lidu cao.

— Vigce sir dung dong thoi nhidu loai thudc chira paracetamol c6 thé din dén ngd doc (xem phin
Qud liéu va cdch xir tr).

— Céc triéu ching ngé doc lién quan dén paracetamol c6 thé xay ra do dung mét liéu doc duy
nhét hogic do udng ldp lai liéu 16m. D c6 béo cdo vé trudmg hop ngd doc gan véi lidu hang ngay

dudi 4 g.
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phai danh gia lai tinh trang 1am sang ciia bénh nhan néu con dau kéo dai trén 5 ngay hoic
gay hodc triéu chitng nghiém trong hon hozc xuit hién thém cc triéu chimg khAc.

& nhitng bénh nhén bj suy than ning, nhidm tring huyét, suy dinh dudng va cac trrdng hop kém
dur tri glutathion khac (vi du nghién rugu man tinh), ciing nhu nhitng ngudi sir dung lidu t6i da
paracetamol hang ngay. Cén theo di chat ch&, bao gbm cé viéc xét nghiém ndng dd 5-oxoprolin

’ trong nuéc tiéu.

Anh huéng dén két qua xét nghiém:

| — Paracetamol ¢6 thé lam thay déi 1§ét qua xét nghiém acid uric va glucose.

|  Cac théng tin canh béo lién quan dén thanh phan té duoc trong cong thirc thuoc:

— Thubc cé chita khoang 323 mg natri/vién, twong duong khoang 16% lwong natri tbi da hing ngay

cho ngudi 16n (2 g) theo khuyén cdo cia WHO.

— Sau khi ubng, aspartam bi thity phan trong dng tiéu héa. Mt trong nhimg san phdm thiy phén

la phenylalanin, co thé gay hai cho bénh nhén bi phenylketon niéu (PKU), mét rdi loan di truyén
hiém géip trong d6 phenylalanin bi tich tu do co thé khong thé loai bo dugec.
— Natri benzoat ¢ thé 1am ning thém bénh vang da do tich tu bilirubin trong mau (vang da va
mét) & tré so sinh (d&én 4 tudn tudi).
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sir dung thudce cho phu nir ¢é thai:
Dit liéu nghién ctru trén s lugng 16m phu nit mang thai cho thdy paracetamol khong gy doc cho
thai nhi/tré so sinh hay di tat bdm sinh. Céc nghién ciru dich & hoc vé su phat trién than kinh ctia
tré phoi nhiém véi paracetamol trong bung me cho két qua khong thuyét phuc. Khi thit can thiét
c6 thé sir dung paracetamol trong thoi ky mang thai, nhung nén sir dung liéu t6i thiéu c6 hiéu
qua trong thoi gian ngan nhét va s6 lan sir dung cang it cang tot.
Sir dung thudc cho phu nir cho con bi:
Mic du ndng d téi da do duoc trong sita me la tir 10 dén 15 pg/ml (66,2 dén 99,3 umol/l) sau
| hotic 2 gidr ké tir khi nguoi me udng liéu duy nhét 650 mg, nhung paracetamol hoic chit chuyén
hoa cua paracetamol khéng duoc phét hién trong nudce tiéu cua tré so sinh. Thai gian ban thai
cua paracetamol trong sira me 1a 1,35 dén 3.5 gi0. Chua co bao céo veé tac dung khong mong
mudn & tré em bii me. Paracetamol c6 thé durgre sir dung & phu nit cho con b véi liéu khdng virot
quéa liéu khuyén cdo. Can than trong trong trudmg hop sir dung kéo dai.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Paracetamol khdng ¢6 hodic anh huémg khéng déang ké dén kha nang 1ai xe va van hanh may méc.
TUONG TAC, TUONG KY CUA THUOC:
Twong tic cuia thude:
Paracetamol dugc chuyén héa & gan, tao ra céc chat chuyén héa gay doc cho gan, nén c6 thé
tuong tac véi cdc thude c6 cling con dudng chuyén hoa bao gom:
— Thudc chéng déng méu ding dwdmg uéng (acenocoumarol, warfarin): Udng paracetamol kéo

dai voi liéu trén 2 g/ngay cing véi cac thude nay c6 thé lam tang tac dung chéng dong mau do
giam tdng hop céc yéu té dong mau & gan. Tuy nhién, tuong tic nay xay ra véi tin suét rat thap
trén 14m sang nén paracetamol duge xem 12 mdt phuwong phéap diéu tri thay thé cho salicylat &
nhitng bénh nhan dang diéu tri bing thudc chdng déng mau.
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ang nguy co gdy doc cho gan ciia paracetamol do c6 thé cam tmng sy chuyén hoéa
| & gan tao ra cac chét gay doc cho gan.

héng co giat (phenytoin, phenobarbital, methylphenobarbital, primidon): Giam sinh
cuia paracetamol ciing nhu tang nguy co gay doc cho gan khi ding qua lidu do cam (g
gchuyén hoa paracetamol & gan.

— Thuéc lgi tiéu quai: Tac dyng cta thudc lgi tiéu c6 thé bj giam do paracetamol c6 thé lam giam
sur bai tiét prostaglandin qua than va giam hoat dong cua renin trong huyét trong.

— Isoniazid: Giam d¢ thanh thai ctia paracetamol, nén cé thé lam tang tac dung va/hodic doc tinh
clia paracetamol do tic ché su chuyén hoa paracetamol & gan.

— Lamotrigin: Paracetamol lam gidm dién tich duéi duwong cong (20%) va thoi gian ban thai
(15%) ctia lamotrigin, gdy tc ché tac dung cua lamotrigin do ¢6 thé cam tng sy chuyén hoa
lamotrigin & gan.

— Metoclopramid va domperidon: Tang hip thu paracetamol & ruét non do tic dung lam tréng
da day cua cdc thube nay.

— Probenecid: C6 thé lam tang nhe hiéu qua diéu tri ctia paracetamol.

— Propranolol: Propranolol trc ché hé théng enzym chiu trach nhiém cho qua trinh glucuronid
héa va oxy héa paracetamol. Vi viy, propranolol c6 thé 1am tang tac dung ctia paracetamol.

— Rifampicin: Tang d¢ thanh thai ctia paracetamol do c6 thé cam tmg s chuyén héa paracetamol
O gan.

— Nhya trao d6i ion (cholestyramin): Giam hip thu paracetamol va c6 thé rc ché tic dung cta
paracetamol do gdy két tu paracetamol & ruét.

— Cén than trong khi sir dung dong thoi paracetamol vai flucloxacilin do c6 thé gay nhiém toan
chuyén héa tang khoang trong anion (HAGMA)), diic biét & nhitng bénh nhén c6 cac yéu t6 nguy
co (xem phén Cdnh bdo va thén trong khi ding thuéc).

Twong ky ciia thudc:

Do chwa ¢6 cac nghién ciru vé tinh tuong ky cua thude, khéng tron 1an thude nay véi cac
thudc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

— Céc tac dung khong mong mudn (Adverse Drug Reactions - ADRs) duoc béo céo nhiéu nhét
trong thoi gian sir dung paracetamol la gay doc gan, doc than, thay ddi cong thirc mau, ha dudng
huyét va viém da di tmg.

— Cac ADR duge bao céo theo hé co quan va tan sudt xuét hién nhu sau: R4t thuong gap (ADR >
1/10), thudmg gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR <1/100), hiém gap (1/10.000 <
ADR < 1/1.000), rét hiém gap (ADR < 1/10.000), chua 5 (khéng thé uéc tinh tir dit lidu c6 sén).

Hé co quan Tén suét | Tdc dung khéng mong mudn ciia thude

R6i loan mach mau Ha huyét 4p
R&i loan gan mat 3 Tang .

s o S ~— Hiém gip | =
RoOi loan chung va cac thay doi khi Kho chiu
dung thude
R&i loan hé thdng mau va bach huyét Giam tiéu cau, mét bach cau hat, giam bach

R4t hid cau da nhan trung tinh, thiéu mau tin huyét

R&i loan chuyén hoa va dinh dudng HEM T Ha duong huyét

I'! . A gap f-3 .3 A
ROi loan gan mét Ngd ddc gan (vang da)
Réi loan da va mé dudi da Phén ng da nghiém trong da dugc bao cdo
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quan Tén suit | Tac dung khong mong mudn ciia thude

an than va tiét niéu Tiéu mu v trung (nude tidu dyc), téc dung
khéng mong mudn trén thin (xem phan

Riét hié ;
M| Canh bdo va thdn trong khi diing thuoc)

R3i loan chung va cac thay doi khi| ©°'F  [Phan (mg qué man tir phét ban da don gian
ding thude hoiic nbi may day dén séc phan vé

Thong bdo ngay cho bdc si hodc duwgc si nhitng phan umg co hai gap phai khi st dung thuéc
hodc bdo cdo cdc phin teng cé hgi ciia thubc vé Trung tim Théng tin thubc va Theo déi phin
ieng cé hai cria thubc.
QUA LIEU VA CACH XU TRi:
Qui liéu:
— Céc triéu chimg qua liéu bao gdm chong mit, ndn mira, chén an, vang da, dau bung, suy gan
va suy than. Néu udng qua lidu, bénh nhén cin dugc didu tri kip thoi tai co s& v t ngay ca khi
khdng xuat hién triéu chirng hodic ddu hiéu dang ké nao sau khi uéng vi nhiing triéu chirng nguy
hiém c6 thé gy tir vong thuong khong biéu hién ngay sau khi uéng, ma bit dau tir ngay thir ba.
Tir vong do hoai tir gan hozc suy thin cip c6 thé xay ra.
— Qué liéu paracetamol dugc dénh gia qua 4 giai doan, bit dau tir thoi diém udng qua liéu:
+ Giai doan I (12 - 24 gid): Budn non, nén, todt mé hdi va chan an.
+ Giai doan II (24 - 48 gidr): Céc biéu hién qua lidu & giai doan I giam; néng dd AST, ALT,
bilirubin va prothrombin bét d4u tang.
+ Giai doan III (72 - 96 gidr): Ngd doc gan dinh diém; gia tri AST c6 thé 1&n dén 20.000.
+ Giai doan IV (7 - 8 ngay): Phuc hdi.
— Ngd doc gan c6 thé xay ra. Liéu doc tdi thiéu 1a 6 g & ngudi 16n va trén 100 mg/kg cin nang &
tré em. Liéu trén 20 - 25 g c6 thé gay tir vong. Céc triéu chimg cua ngd ddc gan bao gdm budn
non, nén, chan an, khé chiu, toat md héi, dau bung va tiéu chay. Néu liéu udng vao trén
150 mg/kg can ning hodc khong thé xac dinh duoc luong thudc da sir dung, can do nong do
paracetamol trong huyét tuong 4 gié sau khi udng. Trong trudmg hop ngd ddc gan, tién hanh xét
nghiém chirc néing gan va l3p lai quy trinh nay trong 24 gid. Suy gan c6 thé gay ra bénh néo, hon
mé va tir vong.
— Nong d¢ paracetamol trong huyét turong trén 300 pg/ml sau 4 gio udng, ty 1¢ tén thuong gan
1én dén 90%. Su tén thwong bit diu xay ra khi ndng dd paracetamol trong huyét twrong 16m hon
120 pg/ml sau 4 gid hodc trén 30 pg/ml sau 12 gio.
— Dung kéo dai véi liéu trén 4 g/ngay c6 thé din dén ngd ddc gan thoang qua, hoai tir Sng than
va c6 thé bi ton thuong co tim.
Cach xir tri:
— Trong tét ca céc trrdmg hop, nén tién hanh rira da day, t6t nhét 1a trong vong 4 gid sau khi udng.
— Thude giai doc ddc hiéu cho paracetamol la N-acetylcystein, cé thé sur dung qua duong
tinh mach hoic duomg ubng.
— N-acetylcystein dung theo duong tinh mach:
+ Liéu 300 mg/kg (twong dwong 1,5 ml/kg cua dung dich N-acetylcystein 20%; pH 6,5).
Thoi gian diéu trj khoang 20 gio 15 phit theo huéng din sau:
Nguoi lon:

e Liéu tin cong: 150 mg/kg (tuong duwong 0,75 ml/kg cua dung dich N-acetylcystein 20%:
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pH 6,5), pha lodng trong 500 ml dextrose 5%, truyén tinh mach chém trong 4 gio.
Sau d6 ding liéu 100 mg/kg (twong duong 0,50 ml/kg cta dung dich N-acetylcystein 20%:
pH 6.5), pha lodng trong 1000 ml dextrose 5%, truyén tinh mach cham trong 16 gi.
Tré em: Thé tich dung dich dextrose 5% dé truyén nén duoc diéu chinh theo do tudi va can
ning ciia tré dé tranh tic nghén mach mau phdi.
+ Thudc giai doc c6 hi¢u qua tdi da néu duge ding trong vong 4 gid sau khi bi ngd doc. Higu

qua giam dan sau gio thir 8 va khong con tac dung tir giér thir 15 sau khi ngo doc.

+ C6 thé ngirng sir dung dung dich N-acetylcystein 20% khi ndng d6 paracetamol trong mau
dudi 200 pg/ml.

+ Tac dung khong mong muén khi tiém truyén tinh mach N-acetylcystein: Phat ban va sbc
phan vé, thudng c6 thé xay ra trong khoang tir 15 phut dén 1 gid ké tir khi bit dAu truyén.

— N-acetylcystein ding theo dudng ubng:
+ Nén str dung N-acetylcystein trong vong 10 gi¢r sau khi udng qua liéu.
+ Liéu khuyén cdo cho ngudi 16m:
e Liéu khoi ddu: 140 mg/kg can ning
e Liéu duy tri: 70 mg/kg cin nang mdi 4 girx 17 lan.

+ Nén pha lodng thudc thanh dung dich 5% v6i dung méi 1a nude cola, nuée nho, nuée cam
hoéc nudce loc trude khi uéng do mui kho chiu va ddc tinh gy kich ng hoac xo ctiing niém
mac ciia thubc. Néu bi ndn ra trong vong 1 gid sau khi udng nén lap lai lidu do.

+ Néu can thiét, thube giai doc (pha loding véi nudc) b thé duge sir dung bing cach diit dng thong
ta trang.

QUY CACH PONG GOI:

Hop 4 vi xé x 4 vién nén sui bot.

PIEU KIEN BAO QUAN:

Khéng qua 30°C, tranh 4m va 4nh sang.

HAN DUNG:

24 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chuan chit lugng: TCCS.

Co 56 san xudt:
O c_(")NG TY CO PHAN DUQC Pm IMEXPHARM
|MWHAHM SO 4, duong 30/4, phuong 1, thanh pho Cao Lanh, tinh Dong Thap, Viét Nam
Hotline: 1800 555 535 Email: imp@imexpharm.com
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