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HUONG DAN SU DUNG 

s | Duc PHAM} FREMEDOL PLUS 

Paracetamol 325 mg, chlorpheniramine maleate 2 mg 

CO PHAN 

Vién nén bao phim 

Dé xa tam tay tré em 

Doc kf hwéng dan sir dung trwéc khi ding 

THANH PHAN 

Méi vién nén bao phim chtra: 

Thanh phan hoat chat: Paracetamol 325 mg, chlorpheniramine maleate 2 mg. 

Thanh phan ta dwoc: Microcrystalline cellulose 101, sodium starch glycolate A, povidone K30, 

colloidal silicon dioxide, talc, magnesium stearate, hypromellose 2910, 6cps, polyethylene glycol 

6000, titanium dioxide, quinoline yellow lake, sunset yellow lake. 

DANG BAO CHE 

Vién nén bao phim dai, mau vang, hai mat khum, mét mat tron, mot mat cd khac chit FRM. 

CHi DINH 

Paracetamol 1a thuéc giam dau, ha sét. 

Chlorpheniramine 1a thuéc khang histamine, c6 tac dung lam giam lugng histamine ha hoc tu 

nhién trong co thé. Histamine cé thé gay ra cdc trigu chting ht hoi, ngtta, chay nude mat va s6 mii. 

Thudc phéi hop paracetamol va chlorpheniramine dugc dung trong diéu tri dau dau, sé mii, hat hoi, 

chay nude mat, dau hoac sét do di tng, cam lanh thong thudng hoae ctim. 

LIEU DUNG, CACH DUNG 

Liéu ding 

Newoi lon va tré em 12 tudi tré lén: wdng 2 vién/ lan, cach mdi 4 — 6 gid. Khong qua 12 vién/ ngay. 

Tré em tir 6 dén dui 12 tudi: udng 1 vién/ lan, cach méi 4 - 6 gid. Khong qua 5 vién/ ngay. 

Tré em du6i 6 tudi: theo chi dan ctia bac s¥. 

Cach ding 

Thudc ding duong udng. 

CHONG CHi DINH 

- Qua man véi paracetamol, chlorpheniramine maleate hoac voi bat ky thanh phan nao ctia thudc. 

- Suy gan nang. 

- Negudi bénh thiéu hut glucose-6-phosphate dehydrogenase. 

- Nguoi bénh dang con hen cap. 

- Ngudi bénh cé triéu ching phi dai tuyén tién liét. 
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- Glécém goc hep. 

- Bi tiéu tién. 

- Hep mén vi. 

- Nguoi nudi con bu. 

- Tréso sinh du thang va thiéu thang. 

- Dung thuéc tre ché MAO trong vong 14 ngay. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Lién quan dén paracetamol 

Paracetamol tuong d6i khong déc voi liu diéu tri. Tuy nhién, ding qua ligu paracetamol 1a 

nguyén nhan chinh gay suy gan cap. 

Phan tmg phu nghiém trong trén da mac dt ti lé mac phai la khéng cao nhung nghiém trong, tham = = 

chi de doa tinh mang bao gdm hi chtmg Stevens-Johnson (SJS), hdi chimg hoai ti da nhiém déc: = 

Toxic Epidermal Necrolysis (TEN) hay héi chitng Lyell, hdi chitng ngoai ban mun mu toan than ey 

cap tinh: Acute Generalized Exanthematous Pustulosis (AGEP). Joc 

Triéu ching cua cac héi ching néu trén duge mé ta nhu sau: RE 

- Hi chimg Stevens-Johnson (SJS): La di tmg thuéc thé bong nuéc, bong nudéc khu tra 6 quanh oT, 

cac héc tu nhién: mat, mili, miéng, tai, bd phan sinh duc va hau m6n. Ngoai ra cd thé kém sét 

cao, viém phéi, réi loan chtte nang gan, than. Chan dodn héi chtng Stevens-Johnson khi cé it 

nhat 2 héc tw nhién bi tén thuong. 

- H6i ching hoai ttr da nhiém déc (TEN): La thé di img thudc nang nhat, gom: 

. Cac tén thuong da dang 6 da: Ban dang séi, ban dang tinh hong nhiét, hong ban hodc cdc bong 

nuée bung nhung, cac tén thuong nhanh chong lan toa khap ngudi. 

. Tén thuong niém mac mat: Viém gidc mac, viém két mac mu, loét gidc mac. 

. Tén thuong niém mac dudng tiéu héa: Viém miéng, trot niém mac miéng, loét hau, hong, thuc 

quan, da day, rudt. 

. Tén thong niém mac dudng sinh duc, tiét niéu. 

- Ngoai ra con co cac triéu chtmg toan than tram trong nhu sét, xuat huyét dudng tiéu hoa, viém 

phéi, viém cau than, viém gan, ..., ty 1é ttr vong cao 15 - 30%. 

- H6i ching ngoai ban mun mu toan than cap tinh (AGEP): Mun miu v6 tring nho phat sinh trén 

nén hong ban lan réng. Tén thuong thudng xuat hién 6 cdc nép gap nhw nach, ben va mat, sau d6 

cé thé lan rong toan than. Triéu chitng toan than thudng co 1a sét, xét nghiém mau bach cau mui 

trung tinh tang cao. 

Bac si can canh bao bénh nhan vé cdc dau hiéu ctia phan img trén da nghiém trong nhu hdi ching 

Stevens-Johnson (SJS), hdi ching hoai tir da nhiém d6éc (TEN) hay héi ching Lyell, hdi ching 

ngoai ban mun mu toan than cap tinh (AGEP). 

Khi phat hién nhiing dau hiéu phat ban trén da dau tién hode bat ki ddu hiéu phan tng qué man nao 

khac, bénh nhan can phai ngimg str dung thuéc. Ngudi da tirng bi cdc phan img trén da nghiém 

trong do paracetamol gay ra thi khéng duge ding thudc tré lai va khi dén kham chira bénh can phai 

thong bao cho nhan vién y té biét vé van dé nay. 
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D6i khi c6 nhimg phan (mg da gdm ban dat san ngtra va may day; nhitng phan trng man cam khac 

gém phu thanh quan, phi mach, va nhtmg phan (mg kiéu phan vé cé thé it khi xay ra. Giam tiéu 

cau, giam bach cau, va giam toan thé huyét cau di xay ra voi viéc str dung nhimg dan chat p- 

aminophenol, dic biét khi dung kéo dai cdc liéu 1én. Giam bach cau trung tinh va ban xuat huyét 

giam tiéu cau da xay ra khi ding paracetamol. Hiém gap mat bach cau hat 6 ngudi bénh ding 

paracetamol. 

Dung paracetamol than trong 6 ngudi bénh cé thiéu mau ti truéc, ngudi bi suy gan, suy than. 

Uéng nhiéu rugu cé thé gay tang déc tinh véi gan cua paracetamol, nén tranh hoac han ché uéng 

rugu. 

Lién quan dén chlorpheniramine maleate 

Chlorpheniramine c6 thé lam tang nguy co bi tiéu tién, dac biét 6 ngudi bi phi dai tuyén tién liét, 

tac duong niéu, tac mén vi ta trang, va lam tram trong thém & nguoi bénh nhugc co. 

Tac dung an than ctia chlorpheniramine tang Ién khi udng ruou va khi ding déng thoi vdi cac 

thuéc an than khac. 

Dung chlorpheniramine than trong & nhimg bénh nhan co bénh phéi man tinh, tho ngan hoac kho 

tho, bénh nhan bi glécém va bénh nh4n 1én tudi. Cé nguy co bi sau rang 6 nhiing ngudi bénh diéu 

tri thoi gian dai. 

Than trong déi voi ta duoc 

Thuéc co chita sunset yellow lake co thé gay di tng. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Thoi ky mang thai 

Chi nén dung thuéc & ngudi mang thai khi that cAn thiét. Ding thuéc trong 3 thang cudi cia thai ky 

cé thé dan dén nhimg phan tmg nghiém trong (nhu con déng kinh) 6 tré so sinh. 

Thoi ky cho con bu 

Chéng chi dinh dung thuéc 6 bénh nhan dang cho con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Thuéc c6 thé gay buén ngu, mét mdi, chong mat, mat phdi hop dong tac. Nguoi bénh khéng nén Iai 

xe hoac van hanh may moc khi str dung thuodc nay. 

TUONG TAC, TUONG KY CUA THUOC 

Tuwong tac 

Lién quan téi paracetamol 

- Thuéc chéng déng mau: lam tang nhe tac dung chéng déng cia coumarin va dan chat 

indandione. 

- Phenothiazine: c6 kha nang gay ha nhiét nghiém trong. 

- Ruou: uéng ruou qua nhiéu va dai ngay cé thé lam tang nguy co gay ngd déc gan ctia 

paracetamol. 

- Thudc chéng co giat (g6m phenytoin, barbiturate, carbamazepine): c6 thé lam tang d6c tinh trén gan. 

- Isoniazid va cac thudc chong lao: lam tang d6c tinh trén gan cua paracetamol. 
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- Propenecid: lam tang thoi gian ntra doi trong huyét tuong ctia paracetamol. 

Lién quan toi chlorpheniramine maleate 

- Thudc ttc ché monoamine oxidase (MAO): lam kéo dai va tang tac dung khang muscarine cla 

thudc khang histamine. 

- Ethanol hodc cac thuéc an than gay ngu: c6 thé ting tac dung tre ché hé than kinh trung uong ctia 

chlorpheniramine. 

- Dasatinib, pramlintide: lam tang néng d6/ tac dung cua chlorpheniramine. 

- Cholinesterase va betahistidine: lam giam tac dung ctia cholinesterase va betahistidine. 

Tuong ky 

Chlorpheniramine tuong ky véi calcium chloride, kanamycin sulfate, noradrenalin acid tartrate, 

pentobarbital, meglumine adipiodon. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Lién quan dén paracetamol 

Tt gap: 1/1000 < ADR < 1/100 

- Da: Ban. 

- Da day - ruét: Buon non, non. 

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

thiéu mau. 

- Than: Bénh than, d6c tinh than khi lam dung dai ngay. 

Hiém gap, ADR < 1/1000 

- Da: H6i ching Stevens-Johnson, hoai ttr biéu bi nhiém déc, hdi ching Lyell, ngoai ban mun mu 

toan than cap tinh. 

- Khac: Phan img qua man. 

Lién quan dén chlorpheniramine maleate 

Thuong gdp, ADR > 1/100 

- Than kinh: Uc ché hé than kinh trung uong: Buén ngu, mét mdi, chong mat, mat phdi hop dong 

tac (dic biét 6 tré nhd, ding liéu cao & ngudi cao tudi hay tré em). Nhie dau, roi loan tam than - 

van dong. 

- Tac dung khang muscarine: Khé miéng, dom dac, nhin m6, bi tiéu tién, tao bon, tang trao nguoc 

da day. 

It gap: 1/1000 < ADR < 1/100 

- Tiéu hoa: Budn nén, nén, tiéu chay, dau ving thuong vi. 

- Tim: Danh tréng nguc, loan nhip tim. 

- Da: Phat ban, phan tng man cam (co that phé quan, pht mach va phan vé). 

Hiém gap, ADR < 1/1000 

- Huyét hoc: Mat bach cau hat, giam bach cau, thiéu mau huyét tan, gidm tiéu cau. 

- ADR khac: Co giat, va m6 héi, dau co, di cam, tac dung ngoai thap, réi loan gidc ngu, tram cam, 

lu lan, U tai, ha huyét ap, rung toc. 

Thong bdo ngay cho bac si hodc dugc si nhitng phan tng cé hai gap phai khi sw dung th udc. 
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QUA LIEU VA CACH xU TRI 

Lién quan dén paracetamol 

Tén thuong gan c6 thé xay ra khi ngudi lon ding 10 g paracetamol. Uéng 5 g paracetamol cé thé 

gay ton thuong gan néu bénh nh4n co cac yéu t6 nguy co duéi day: 

- Piéu tri dai han véi carbamazepine, phenobarbitone, phenytoin, primidone, rifampicin, thao 

dugc St John hoac cac thuéc cam ting enzyme gan. 

- Thuong xuyén uong nhiéu ruou. 

- Thiéu hut glutathione nhu réi loan an ung, xo nang, nhiém HIV, doi, suy kiét. 

Triéu ching 

Cac triéu chimg cua qua liéu paracetamol trong 24 gid dau bao g6m xanh xao, budn non, ndén, chan 

an, dau bung. —— 
: ; is oe ; 4024¢ 

T6én thuong gan co thé tré nén r6 rang hon sau 12 - 48 gid udng qua liéu thé hién 6 sy bat thuong i 
INGT 

ctia cdc két qua kiém tra chite nang gan. ek 

Bat thuong vé chuyén hda glucose va nhiém toan chuyén héa cé thé xay ra. Néu ngé déc nang, suy © PH 

gan cé thé tién trién thanh bénh nao gan, xuat huyét, ha dudng huyét, phd nao va tir vong. Suy than EME 

cAp voi hoai tir éng than cap (véi triéu ching dau that lung, tiéu ra mau va protein nigu) cd thé tién PHO 

trién ngay ca khi khéng cé t6n thuong gan nang. R6i loan nhip tim va viém tuy citing da dugc bao 

cao. 

Cach xt tri 

Diéu tri kip thoi 1a diéu can thiét trong xtr tri qua liéu paracetamol. Bénh nhan nén dén co sé y té dé 

duoge cham soc phu hop, ké ca khi khéng c6 trigu ching ban dau dang ké. Cac triéu chimg cé thé 

chi gidi han 6 buén nén hoac nén va cé thé khéng phan anh mirc d6 nghiém trong cla qua liéu hoac 

nguy co ton thuong co quan. 

Xem xét str dung than hoat tinh trong vong 1 gid sau khi qua liéu. Nong d6 paracetamol trong huyét 

tuong nén dugc do sau khi udng than hoat 4 gid hodc mudn hon (nong do do truée dé khéng dang 

tin cay). 

Diéu tri voi N-acetylcysteine cé thé str dung trong vong 24 gid sau khi qua liéu paracetamol. Tuy 

nhién, hiéu qua bao vé toi da dat duge lén dén 8 gid sau khi uéng. Hiéu qua ctia thudc giai d6c giam 

manh sau thoi gian nay. 

Néu can, bénh nhan nén duoc tiém tinh mach-N-acetyleysteine, pht hop voi lich trinh liéu luong da 

thiét lap. Néu non khong phai 1a van dé, methionine udéng cé thé 14 mot Iya chon thay thé pha hop 

cho bénh nhan 6 ving sau ving xa, bénh nhan ngoai tru. 

Bénh nhan cé biéu hién réi loan chtre nang gan nghiém trong sau 24 gid ké tir khi uéng qua liéu nén 

duge xu tri theo huéng dan. 

Lién quan dén chlorpheniramine maleate 

Triéu chitng 

Liéu gay chét ctia chlorpheniramine khoang 25 - 50 mg/kg thé trong. Nhimg triéu ching va dau 

hiéu qué liéu bao gdm ngu nhiéu, kich thich nghich thudng hé than kinh trung vong, loan tam than, 

con déng kinh, ngting thé, co giat, tac dung khang muscarine, phan (rg loan truong lye va tryy tim 

mach, loan nhip. 

Trang 5/6



i-para&chlor-tab-1.1 
https://trungtamthuoc.com/ ae 

Cach xt tri 

Diéu tri trigu chtmng va hé tro chit nang s6ng, can chu y dac biét dén chitc nang gan, than, hé hap, 

tim va can bang nuéc, dién giai. Rira da day hodc gay n6n bang siré ipecacuanha. Sau d6, cho ding 

than hoat va thuéc tay dé han ché hap thu. 

Khi gap ha huyét 4p va loan nhip, can duge diéu tri tich cuc. C6 thé diéu tri co giat bang tiém tinh 

mach diazepam hoac phenytoin. Co thé phai truyén mau trong nhiing ca nang. 

DAC TINH DUQC LUC HOC 

NHOM DU@QC LY: Paracetamol, phéi hop véi cdc thuéc khac (khéng bao gm thudc hung than). 

MA ATC: NO2BE51. 

QUY CACH DONG GOI 

H6p 10 vi x 10 vién. 

BAO QUAN: Git thuéc noi khé réo, nhiét dé khong qua 30°C. 

HAN DUNG: 36 thang ké tir ngay san xuat. 

TIEU CHUAN CHAT LUONG: TCCS. 

Nha may san xuat: CONG TY CO PHAN DUOC PHAM FREMED 

Dia chi: L6 E9-3a, Duong s6 1, KCN Hiép Phudéc, Huyén Nha Be, TP. H6 Chi Minh, Viét Nam. 
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