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THANH PHAN CONG THUC THUOC:
Madi vién nang cimng chita:

Thanh phin dwgc chit:
PATSECIEIIOL onnunnanivausmnanimg 500 mg
Clorpheniramin maleat ........cccccvveererreesruerenne 4 mg

Thanh phan td dwoc:
Tinh bdt mi, Cellulose vi tinh thé, Natri lauryl sulfat, Natri starch glycolat, Magnesi stearat,
Q Colloidal anhydrous silica, Vé nang rong.
(Thanh phdn v6 nang réng: Gelatin, Natri lauryl sulfat, Nugc tinh khiét, Titan dioxid, Tartrazin
(FD&C Yellow No. 5), Brilliant Blue FCF (FD&C Blue No. 1))
DANG BAO CHE:
Vién nang cing.

Vién nang cting, ¢& nang OE, ndp nang mau xanh 14 ¢6 in ki hiéu E'E mau den, than nang
mau trang, bot thude trong nang mau tring dén tring nga.

CHI PINH:

Mexcold Flu duoc chi dinh dé diéu tri cam lanh, viém miii, viém miii hong va céc tinh trang giéng
cim & ngudi 16m va tré em trén 15 tudi:

— Chay nuSc mét va nude miii.

— Hat hoi.

— Nhirc dau va/ hoc sbt.

O LIEU DUNG — CACH DUNG:

Li¢u dung:

— Liéu thudng ding: 1 vién (paracetamol 500 mg va clorpheniramin maleat 4 mg)/ 1an, dung l3p
lai néu can sau it nhét 4 gitr, nhung khéng qua 4 vién (paracetamol 500 mg va clorpheniramin
maleat 4 mg)/ ngay.

— Bénh nhin suy thin ning (d6 thanh thai creatinin < 10 mL/ phit): Khoang cach giita 2 14n
dung thudc cach nhau it nhét 8 gio.

— Thoi gian diéu tri: Khong dung thubc qua 5 ngay, trir khi ¢6 chi dinh cua bac si. Néu sbt
khong giam sau 3 ngay ding thudc hodc céc triéu chimg 14m sang trd nén trdm trong hon nén
tham khao y kién bac si. Xem xét diéu tri bang khéng sinh toan than néu c6 ddu hiéu nhiém
khuén trén 14m sang. '

Céch dung:

— Dung dudng udng v6i nude. Nén bit ddu dung thude vao budi t6i do téc dung an thin cua
clorpheniramin maleat.
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so-hyu v dac biét vé x_j thude trude va sau khi siv dung thudc:

*\l éu cu dac biét vé xir Iy thube sau khi sir dung.

enh nhén suy gan nang.
— Bénh nhén c6 nguy co mic bénh glocom goc dong.
— Bénh nhin ¢6 nguy co bi tiéu do rdi loan niéu dao, tuyén tién liét.
— Phuy nit dang cho con ba (xem muc Si dung thudc cho phu nit ¢6 thai va cho con bij).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

— Can tham khao y kién bac si trong truong hop sbt cao, xuét hién cac déu hiéu bdi nhidm hoic
céc triéu chirng kéo dai qua S ngay.
— Dé tranh nguy co qua lidu, cAn kidm tra thanh phan paracetamol va clorpheniramin maleat ciia

Q cac thude khac dugc sir dung dong thoi véi Mexcold Flu:

-~ Khong ding qua 1 g paracetamol/ 14n. Tdng lidu paracetamol tbi da duoc khuyén cdo st
dung & ngudi 16n va tré em trén 50 kg 1a 4 g/ ngay, trir khi do bac si chi dinh.

+ Liéu clorpheniramin maleat t&i da 13 4 mg/ 1an va 16 mg/ ngay.

Lién quan dén paracetamol:

— Baéc si can canh bao bénh nhan vé cac ddu hiéu cua phan Umg trén da nghiém trong nhu hdi
chimg Stevens - Johnson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hdi chimg Lyell,
hdi ching ngoai ban mun mi toan than cép tinh (AGEP).

Phan {mg phu nghiém trong trén da mic du ti 1& méic phai 1a khéng cao nhung nghiém trong,

tham chi de doa tinh mang.

Triéu chimg ctia cac hdi chirng néu trén duge md ta nhu sau:

+ Hoi ching Stevens - Johnson (SJS) 1a di tmg thudc thé bong nudc, bong nudce khu tra &
quanh cac héc tu nhién nhu mét, mii, miéng, tai, bd phan sinh duc va hdu moén. Ngoai ra, ¢6
thé kém sbt cao, viém phdi, rdi loan chirc niing gan than. Chén doan héi ching Stevens -

’ Johnson (SJS) khi cé it nhit 2 héc tu nhién b1 tén thu:(mg: o

+ Hoi chirng hoai tir da nhiém doc (TEN) 1a thé di tng thudc nang nhat, gom:
e Cic ton thuong da dang & da: Ban dang soi, ban dang tinh hong nhiét, hong ban hoic céc
bong nudc bung nhing, cac tén thuong nhanh chéng lan téa khip ngudi;

Tén thuong niém mac mét: Viém gidc mac, viém két mac mu, loét gidc mac;

Tén thuong niém mac dudng tiéu héa: Viém miéng, trot niém mac miéng, loét hiu,

hong thuc quan, da day rudt;

Tén thwong niém mac dudng sinh duc, tiét nidu.

o Ngoai ra, con c6 céac triéu chimg toan than trAm trong nhu sbt, xuit huyét dudong tiéu
hoa, viém phdi, viém cau thin, viém gan... ty 18 tir vong cao 15 - 30%.

+ Hoi chimg ngoai ban mun ma toan than cip tinh (AGEP): Mun mi v tring nhd phat sinh
trén nén hdng ban lan rong. Ton thwong thuong xuat hién & cic nép gép nhu nach, ben va
mit, sau d6 c¢6 thé lan rdng toan than. Triéu chimg toan than thuong c6 1a sét, xét nghiém
mau bach cau trung tinh tang cao.
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. t hién nhitg dau hiu phat ban trén da dau tién hoac bat ky d4u hiéu phan tmg qua man
chiic, bénh nhan cin phai ngimg sir dung thude. Ngudi da timg bi céc phan g trén da
' ong do paracctamol gay ra thj khong ducrc dung thuf)c trd lai va khi dén kham chira

an niing, khoang céach giita 2 1an dung thudc phai cach nhau it nhét 8 gio.

— Thén trong khi ding paracetamol ddng thoi voi flucloxacilin do tang nguy co nhiém toan
chuyén héa ting khoang tréng anion (High anion gap metabolic acidosis - HAGMA), dic biét
la & bénh nhan suy thin ning, nhiém khuén huyét, suy dinh dudng va cic truong hop thidu hut
glutathion khac (vi du nhu nghién ruou man tinh) hoic sir dung lidu paracetamol t6i da hang
ngdy. Trong trudng hop phai ding phéi hop nay ddng thoi, nén theo ddi chit ché tinh trang
clia bénh nhén, bao gdm ca viéc dinh lugng 5-oxoproline trong nude tiéu.

Lién quan dén clorpheniramin maleat:

— Thén trong khi dung clorpheniramin maleat cho céac bénh nhén sau:

+ Ngudi cao tudi do co cac yéu to: '
Q e Ting nhay cam v&i ha huyét ap thé dimg, chéng mit va giam chirc ning nhén thic.
e T4o bon man tinh (nguy co liét rudt).
e Nguy co phi dai tuyén tién liét.
+ Bénh nhan suy gan hodc suy thin ning do nguy co tich liiy thude.
— Khéng nén ding d6 udng hoic thudc cé chira cdn/ ruou trong thoi gian didu tri véi thude.
Cic thong tin lién quan dén td dwoc c6 trong cong thirc thude:
— MBOi vién thuéc Mexcold Flu chira mot lugng natri nhé hon 1 mmol (23 mg) nén c6 thé xem
nhu khdong chira natri.
— Tinh bt mi trong thude ¢6 chita gluten véi ham Iwgng rat thap. Bénh nhan di img v6i tinh bot
mi khong nén ding thudc nay.
— T4 dugc mau tartrazin (FD&C Yellow No. 5) c6 trong thanh phan vé nang réng c6 thé gy
phan g di img. |
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sir dung thudc cho phu nir ¢6 thai:

o — Céc nghién ciru trén dong vét cho thdy thubc khong gy quai thai.

— Nhiéu dit liéu trén phu nir ¢6 thai d chimg minh paracetamol khong géy di tat hodc bat ky doc
tinh nao cho thai nhi hodic tré so sinh. Céc nghién ctru dich t& hoc trén su phét trién thin kinh
clia tré nho ¢ tiép xic v6i paracetamol trong khi con trong bung me cho két qua chua o rang.
Tuy nhién, chi nén ding paracetamol cho phu nir c6 thai khi that su can thiét va can dung liéu
thap nhét c6 hidu qua trong thdi gian ng#in nhét véi tin suit thip nhit c6 thé.

— Sir dung clorpheniramin maleat vao 3 théng cudi ctia thai k¥ c¢6 thé anh huéng dén tré so sinh
do dic tinh khéng cholinergic va an than ctia clorpheniramin maleat.

— Do d6, dé dam bao an toan, chi ding Mexcold Flu trong thoi gian mang thai khi that sy cin
thiét va dudi sy hudng din ctia béc si.

Sir dung thudc cho phu nir cho con bua:

— M5t luong nho clorpheniramin maleat di vao sita me va c6 thé gdy an thdn hodc kich thich
nghich 1y & tré so sinh. Do do, khong str dung Mexcold Flu cho phu nit dang cho con bu.
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} CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
hudc cho ngudi dang 1ai xe hodic van hanh may mée.
lm gdy budn ng clia thude, khi phai ding thude thi tét nht nén ubng thubc vao bubi
. x / & § 4 ” .a . ~ A A - A I r A
of f/'/ uong nay tro nén nghiém trong hon khi ding d6 udng hodc thudc ¢é chira con trong
hot gian diéu tri véi thude.
TUONG TAC, TUONG KY CUA THUOC:
Twong tic ciia thude:

Lién quan dén paracetamol-

Twong tic véi cac xét nghiém cén 1Am sang:

— Paracetamol c6 thé lam sai l&ch két qua dinh luong glucose trong mau bing phuong phap
glucose oxidase - peroxidase trong trudng hop ndng do cao bit thuong.

— Paracetamol c6 thé 1am sai 1éch két qua dinh luong acid uric trong méu bang phuong phap

Q acid phosphotungstic.

Lién quan dén clorpheniramin maleat:

Thubc an than:

— Thén trong khi str dung két hop céc thube c6 tac dung trc ché hé thén kinh trung wong va gép
phin lam giam sy tinh tdo. Nhing thubc niy bao gdm céc dén xuét opioid (thudc giam dau,
thudc giam ho va thude thay thé opioid); thudc an than kinh, barbiturat, benzodiazepin, thudc
giai lo 4u trir benzodiazepin (vi du meprobamat), thuéc ngu, thudc chéng trim cam c6 tac
dung an thén (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang
histamin H; c6 tac dung an than, thudc ha huyét ap trung uong, baclofen va thalidomid.

Cdc phoi hop khéng khuyén cdo:

St dung cdc sin pham c6 chira con/ rwgu:

Con/ rugu lam ting tac dung an than ctia clorpheniramin maleat. Gidm tinh téo khi 14i xe va van

hanh mdy méc c6 thé gay nguy hiém. Do do, khong nén ding dé ubng hodc thude c6 chira cdn

trong khi ding thudc.

Q Cic phéi hgp cin thin trong:

Thuoc uong chong déong mau:

— Tang tac dung cia thudc ubng chéng déng mau va ting nguy co xuét huyét néu str dung cung
v6i paracetamol & lidu toi da (4 g paracetamol/ ngay) trong it nhét 4 ngay.

— Néu phai dung két hop, can tdng cuong theo ddi chi sé binh thudmg héa qudc t& (International
normalized ratio - INR). C6 thé can diéu chinh lidu thudec ubng chbng déng mau trong thoi
gian diéu tri véi paracetamol va sau khi ngimg thudc.

Flucloxacilin:

Thén trong khi dung paracetamol déng thoi véi flucloxacilin do ting nguy co nhiém toan chuyén

héa tang khoang trong anion, déc biét 1a & nhitng bénh nhén c6 céc yéu td nguy co (Xem muc Canh

bdo va thdn trong khi diing thuoc).

Twong ky ciia thubc:

Do chua c6 céc nghién ciru vé tinh twong ky ctia thudc, khong trén 14n thube niy véi cae thube khéc.
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A_*Mv_u

ONG MONG MUON CUA THUOC:

6ng mong mudn coa thudc (Adverse drug reaction - ADR) da ghi nhén trong cic
sang va sau khi liru hanh thuc chira paracetamol, clorpheniramin maleat hoic két
céo theo hé co quan va tan suat xuit hién nhu sau: R4t thuong gip (ADR > 1/10),
(1/100 < ADR < 1/10), it gip (1/1.000 < ADR <1/100), hiém gp (1/10.000 < ADR <
), rat hiém gap (ADR < 1/10.000), chua r5 (khong thé wéc tinh tir dit lidu ¢6 sn).

Lién quan dén paracetamol:

Hé co quan Tén suit Téc dung khéng mong muédn

Mau va hé bach huyét Chua rd Giam tiéu cau, giam bach ciuva giam bach cau trung
tinh.

Hé mién dich Hiém gip Hiém gap cac phan tmg qua man nhu sbc phan vé,

phit mach, hdng ban, may day, phat ban da.

Ngimg st dung thubc néu xuit hién cac bidu hién
nay va chéng chi dinh véi bét ky thudc nio c6 thanh
phén twong tu.

Da va mo dudi da Rét hiém gdp | Phan tng da nghiém trong

Lién quan dén clorpheniramin maleat:
Dic tinh duge ly ctia clorpheniramin maleat 14 nguyén nhén gay ra cac tac dung khong mong mudn
v6i mirc do khac nhau va c6 lién quan hay khong lién quan dén lidu dung:

Hé co quan Tan suét Téc dung khong mong muén

Mdu va hé bach huyét | Chuard Giam bach cau, giam bach cdu trung tinh, giam tiéu
cau, thiéu méu tan huyét.

Hé mién dich Chua rd Ban dé, cham, ngita, ban xuat huyét, ¢6 thé ndi may
day khong 16.

Phi, hiém gip hon 13 phit Quincke.

Séc phén vé.

Thén kinh trung wong | Chua ro An than hoac budn ngu, bieu hién 16 hon khi méi
dung thube.

Ha huyét 4p thé dung.

Tac dung khang cholinergic nhu kho niém mac, tdo
bon, réi loan diéu tiét, gidn dbng tir, danh tréng nguc,
nguy co bi tiéu.

R&i loan thing bing, chong mit, gidam tri nhé hoic
tap trung, thudng gip hon & ngudi cao tudi.

R6i loan diéu phdi, run, 1u 14n, 4o giéc.

Hiém giip céc tac dung khong mong muén thude loai
kich thich: kich dong, lo ling, mit nga.

Thong bdo ngay cho bdc si hodic dwoc si nhitng phén ting c6 hai gdp phdi khi sir dung thuoc.
QUA LIEU VA CACH XU TRi:
Qui liéu:

Ngo doc dé xay ra & ngudi cao tudi va dic biét 1a & tré nho (qué lidu didu tri hodc ngd déc do tan
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dfing), c6 thé gy tir vong.
\ qui liéu clorpheniramin maleat: Nguy co co giat, rbi loan y thirc, hén mé.
ng qua liéu paracetamol: Budn nén, ndn, chén in, xanh xao, dau bung thuong Xudt

the mot lidu paracetamol duy nhét 10 g & nguoi 1én va 150 mg/ kg thé trong & tré em giy ly

giai té bao gan, c6 kha ning gy hoai tir hoan toan va khong hodi phuc din dén suy té bao gan,
toan chuyén héa, bénh ndo din dén hén mé va tir vong.
Déng thoi ¢6 thé quan sét thdy su gia ting transaminase gan, lactic dehydrogenase, bilirubin va
giam ndng d prothrombin trong vong 12 dén 48 gi®r sau khi udng.
Cich xir tri:
— Chuyén ngay bénh nhan dén bénh vién.
— Xét nghiém mau dé dinh luong ndéng d6 paracetamol trong huyét tuong.
— Rira da day dé loai bo thudc da ubng nhanh chéng. |
— Diéu tri qué liéu paracetamol bang cach sir dung thube giai déc N-acetylcystein qua duong
g tinh mach hodc dudng udng cang sém cang tt trong vong 10 gid sau khi udng paracetamol.

— Diéu tri triéu ching.
QUY CACH PONG GOI:

Hop 10 vi x 10 vién nang cing.

Chai 100 vién nang cig.
PIEU KIEN BAO QUAN:

Khong qud 30°C, tranh 4m va 4nh sang.
HAN DUNG:

24 thang ké tir ngay san xut.
TIEU CHUAN CHAT LUQNG CUA THUOC:

Tiéu chuan chit luong: TCCS.

Co s6 san xudt:
g) C,(A)NG TY CO PHAN DUGC PHAl}a IMEXPHARM
. 'Mmm SO 4, dudng 30/4, phuong 1, thanh pho Cao Lanh, tinh Dong Thép, Viét Nam
Hotline: 1800 555 535  Email: imp@imexpharm.com
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