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Chi dinh, chéng chi dinh, liéu lugng, cach ding
vh cde théng tin khac: xin doc 1d hudng diin sii dyng

dosage,
and other information: see leaflat

BE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE LEAFLET BEFORE USE

Bao quan noi khd, dudi 30°C, trdnh dnh sdng
Store In a dry place, below 30°C, away from light
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REPAMAX® DAYTIME

Paracetamol - Phenylephrin — Loratadin
Vién nén bac phim

THANH PHAN
Paracetamol .
Phenylephrin ..,

Loratadin . M
Ta dugc

(Microcrystain cetlulose starch 1500, lactose, tinh bot ngd, crospoviden, natr
lauryl sultat, natri starch glycolat, PVP K30, aerosil. magnesi slearat, HPMC,
titan dioxyd, lipoxol, tween B0, bdt talc, quinolin yellow, fast green).

DANG TRINH BAY

Vién nén bao phim, V1 10 vién, Hop 10 vi.

DUGC LYC HOC

Dugc chét chinh cla Repamax daytime | paracetamol,
loratadin

Paracetamol 14 thudc gidm dau, ha s6t phdi hop vdi linh khang histamin kéo
dai cha loratadin cung voi tac dyng chdng sung huyét d niém mac mii cla
phenylephrin, Phenylephrin 1a thubc giéng giao cam tac dong trén céc thu thé
a-adrenalin & céc tifu déng mach trong niém mac mii gay co that |am gidm

vda di 1 vién

phenylephrin va

sung huyét

DUQC BONG HOC
Paracetamol duge hdp thu nhanh qua dudng tidu hod. Tac dung manh nhat thé
hién trong vong 1 gid sau khi ufng. Paracetamol dugc phan bo nhanh va déng
déu vao cac mé, Thai gian ban thai cla paracetamol khoang 2 gid & ngudi binh
thuéng. Sau khi uéng, ndng dé dinh trong huyét Wong cla phenylephrin dat
dugc trong khoang 1-1,3 gid. Loratadin duge hdp thu nhanh qua duang tiéu
hoa. Loratadin chl y&u chuydn héa thanh descarboethoxyloratadin, la chat
chuydn héa cé tac dyng duge Iy, Sau khi udng tac dung khang histamin xuél
hién trong véng 1-4 gidl, dat 16 da 8-12 gid va kéo dai hon 24 qid

CHI BINH

Repamax day time duge chi dinh diéu tri cac tnéu chdng cam cum nhd sol,
nhuc dau, hat hoi, ho khan, nghet mdi, chay nude mii do di dng thal tigt, viem
k&t mac di ung

CHONG CHi BINH

- Bénh nhan co tién si qua man vdi bt ci thanh phdn nao cla thude hoac
man cam chéo vdi pseudoephedrin,

- B&nh nhan cé thidu mau i trude hode cé bénh ning trén tim, phdi, than hodc
gan, bénh cudng gidp nang, glécdm goc dong

- Bé&nh nhan thiéu hut glucose-6-phosphat dehydrogenase (GEPD).

- Tré em dudi 12 woi

LIEU LUUNG VA CACH DUNG

Thuéc uding. Lidu dung thong thudng nhu sau:

Ngudi ldn va tré em trén 12 tdi: mdi 1dn ubng 1 vién, mdi ngay udng 2-3 lan.
THAN TRONG

- Bé&nh nhéan cé nguy cd hoac dang bi suy gidm hd hdp. Bénh nhin suy gan,

- Khi ding loratadin, co nguy co khd miéng, dac bigl & ngudi cac tudi, tang
nguy cd sau rang. Do do, cdn phéi v& sinh rang miéng sach sé khi dung
loratadin.

- Do thudc co chia paracetamol nén than tiong & nhiing bénh nhan cé thidu
mau I tudc. Bénh nhan nén tranh udng rugu khi ding thudc. B5i khi co
nhiing phan dng da gém ban dat s&n ngita va mé day xay ra. Giam tidu céu,
giam bach cdu, va gidm toan thé huyél cau da xay ra vdi vide s dung nhing
dan chét p-aminophencl, dac bigt khi diing kéo dai cdc liéu Ién, Giam bach cdu
trung tinh va ban xudt huy&l gidm tidu ciu da xay ra khi dung paracetamol.
Hiém gap mdl bach ciu hat & bénh nhan ding paracetamol,

- Sy hién dién cla phenylephrin trong cong thire dang udng khéng gay hai cho
ngudi I6n va tré em trén 12 Wéi & lidu khuyén cao.

- Cén than trong khi ding cho ngudi cao tdi, ngudi bénh cudng gidp, nhip tim
cham, blgc tim mot phan, bénh co tim, xd cung déng mach nang, dai thao
dudng typ 1

- Khéng ding chung vdi cac thude khac co chia paracetamal, phenylephrin
hoac loratadin.

Béac si cdn canh bao bénh nhan vé cac dau higu cla phéan Ung trén da nghigém
trong nhu hoi chiing Steven-Jonhson (SJS), héi ching hoai tt da nhiém déc
(TEN) hay héi ching Lyell, hdi ching ngoal ban mun mu toan than cdp tinh
(AGEP).

PHY NU €O THAI VA CHO CON BU

Phy nd co thai:

- Lién quan tdi Paracetamol: than trong, chi dung khi that cén thlél
- Lién quan t6i Phenylephrin: Khi ding thudc trong giai doan
chuyén da, lam cho thai d& bj thigu oxy mau va nhip tim cham.
vdi thudc trg dé sé lam ting tai bién cho san phu. Chi ding ¢
Lha| I-<h| thaican thiéf va can nhac vé tac hal du thudc gay ra.

; pm; nG-maﬂg

ngan.
Phu nd cho con bu
- Lién quan tdi Paracetamol: Khéng thay co ADR & ué nho b me
- Lign quan td1 Phenylephnn: Can chua rd phenylephrin céd phan ba dude vao
s0a me hay khdng, vi vay phai rat than treng khi ddng cho phy nid cho con bu.

- Lién gquan @i Loratadin: Loratadin va chdl chuyén hoa

descarboethoxyloratadin tiét vao sda me. Do dé chi ding khi CW'IQUC TRUBNG
BRTTCRLLGNG PHONG

G Mink, Hang

thép va trong thai gian ngan.
NEN HOI ¥ KIEN BAC STHOAC DUJC ST TRUGC KHI DLJNG
THUGC NAD

Pung Rhél hagp -»

LAl XE VA VAN HANH MAY MOC

Kha nang &nh hudng thap dén viéc lai xe va van hanh may mée, wy nhign co
nhiing trugng hop ngoai I& xay ra (budn ngl, mét méi..) do tac dung khong
mong mudn.

TUONG TAC THUGC

- Uéng rugu qua nhidu va dai ngay co thé lam tang nguy cd paracetamol gay
déc cho gan.

- Udng dai ngay lidu cao paracetamol lam tang nhe tac dyng chéng dong cla
coumarin va dan chat indandion

- Cén phai chu ¥ dén kha nang gay ha s6l nghiém trong & ngudi bénh dung
dang thai phenothiazin va lidu phap ha nhigt.

- Thuéic chéing co giat (yém phenyloin, barbilural, carbamazepin) gay cam ung
enzym & microsom clia @ bdo gan, co thé lam tang tinh déc hai gan clia
paracetamol do tang chuyén hoa thuéc thanh nhiing chat doc hai véi gan.
Ngoai ra, dung ddng thii isoniazid voi paracetamel cling cé thé dan dén tang
nguy cd ddc tinh vdi gan.

- & benh nhan da ding thubec uc ché MAO tude dé, néu cho phdi hgp
phenylephnn, tac dung kich thich tim vé 1&ng huyé&t ap s& manh hon nhiéu,

- Khoang QT kéo dai va xodn dinh da duge ghi nhan khi phéi hgp loraladin va
amiodaron,

- Cimetidin. kelocanazol va erythromycin lam ang ndng dd cla loratadin trong
huyét Wong.

PE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON LUON BAO
CHO BAC ST HOAC DUQC STMQI THUOC KHAC BANG DUNG

TAC DYNG KHONG MONG MUON

- Khi ding loratadin voi liéu cao han 10 mg hang ngay. ¢ thé xay ra cac Yrigu
chifng sau: nhdc dau, chéng mat, khé mdi migng, hat hoi, nhip tim nhanh, budn
non, chue nang gan bat thudng, kinh nguy&t khong déu

- Trong mdl s6 it truang hgp riéng 1&, paracetamol d& gay gidm bach céu bung
tinh, giam tigu cau va giam toan thé huyét ciu; trén da: higm khi phat ban hoac
ngua,

- Phenylephrin: tang huyét &p, bén chén, choang vang, da nhgt nhat,

THONG BAQ CHO BAC SI HOAC DUCC ST NHONG TAC DYNG KHONG
MONG MUGN GAP PHAI KHI SU DUNG THUGC NAY

QUA LIEU VA CACH XU TRI

Lién guan tdi Paracetamo!

- Hoai tf gan phu thudc héu 1a tac dung doc cdp tinh nghiém trgng nhét do qua
ligu va co thé gay t vong. Budn nén. dau bung thudng xay ra trong vang 2-3
gi sau khi udng lidu dgc cla thude. Methemoglobin-huyét dan dén ching
xanh tim da, niém mac va mong tay 14 mdt diu hidu dac trung. Khi ngd déc
nang, ban dau cé thé kich thich hé thdn kinh tung uong, kich dong va mé
sang, Tiép theo co thé 1a tic ché hé thin kinh trung udng: ha than nhiét, mét la,
thd nhanh, mach khong déu, huyét ap thap va suy tudn hoan, Thuong 1on gan
16 rét trong 2-4 ngay sau khi udng lidu dac; aminalransterase huyat tuang tang
cao. Néu tdn thudng gan lan réng, théi gian promthrombin s& kéo dai.

XU tri: chuyén ngay bénh nhan dén bénh vién. Khong duge i hodn didu tr
trong khi chér k&t qua xet nghiém néu bénh sU ool y qua nfing. Rlla da day
trong moi truéing hop, 161 nhét frong vong 4 gia sau khi ug ing chat gial
ddc ngay 14p Wic néu chua d&n 36 gia ké W khi udng p racet Bifiu tri vai
N-acelyleystein dang tiém linh mach (holc dang ubng .ﬂeu ki‘l co dang
tiédm),

Lién gquan tai Phenylephrin: glj

- Tridu ching: Tang huyét ap, dau dau. co giat, xudt huyétnao,
ngyc. ngoai 1am thu, dj cam. Nhip tim cham thudng xny_-‘i‘as‘;ﬁ"[}«'b
- XU Wri: Tang huyét ép co thé khac phuc bang cach duf
adrenergic nhu phetolamin 5-10 mg, uém tinh mach:-'nérd
Cén chu v diéu tr triéu ching va ho trag chung, cham's
Lién quan t3i Loraladin
- Tridu ching: © ngudi I6n, khi udng quéa hidu vign nén loratadin (40-180 mg),
co bidu hign: budn ngd, nhip tim nhanh, nhic diu, 3 1rd em o bidu hién ngoai
thap va danh tréng ngye, khi udng siro qua hiéu (vugt 10 mg).

- XU tri: Didu trj triéu chung va hd Irg chie nang séng. Co thé dung than hoat
{dang hdn dich), Rda da day ciing co thé xem xet Ngudi bénh cén duge nghl
ngdi va theo doi y 18 chétcha

BAQ QUAN: noi khé, nhiét do dugi 30°C, tranh anh sang.

HAN DUNG: 30 thang ké 17 ngay san xust

Séan xual hea TCCS.

DE XA TAM TAY TRE EM

KY HUGNG DAN SU DUNG TRUOC KHI DUNG

76648-A

Tp. HCM, Ngé;f% thdng A nam 2016

Giam Béc




BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic

GIAY XACNHAN
NOI DUNG QUANG CAO THUOC

Tén Co quan xé4c nhan: Cuc Quén ly Duge - B Y té

Xac nhéan ndi dung quang céo thudc:

STT Tén thudc So6 gidy ding ky lwu hanh

1 Repamax Daytime VD-25440-16

Pon dé nghi s6: 304/CV-RVN

Tén co s& dé nghi xac nhan: Cong ty Roussel Viét Nam

Dia chi: 702 Trudng Sa, phudng 14, quan 3, tai thanh phé H6 Chi Minh
Phuong tién quang cao: Trén bao, tap chi, to roi cho cong ching

Sé gidly x4c nhén: 0 355/2017/XNQC/QLD7£%_

Ha Noi, ngay2. thang 44 nam 2017
KT. CUC TRUONG

PHO CUC TRU’()’%/
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giai doan mudn ho&wmv‘n o thai d& !

cho phu ni mang thai khi that cén thiét va 4 can nhéc vé tac

do d6 chi dung khi that can thiét, diing li§u th&p va trong thai gian . Phy ni >0
quan t6i Phenylephrin: Con chua ro phe ylephdn c6 phan bd dugc vao sita me hay kh
Loratadin: Loratadin va chat chuyén héa|descarboethoxyloratadin tié vao st me. Do d6 chl duing khi cAn thié
HANH MAY MOC: Kha nang &nh hudng|thp, tuy nhién cé nhiing triidng hop ngoai & xay ra (budn ngll, mét mdi,..) h
THUGBC: USng rugu qua nhiéu va dai ngdy c6 thé lam tang nguy co paracetamol gay doc cho gan. Ugng dai ngay liéu cao
ddng clia coumarin va dan chat indandion. Chu y kha nang gay ha sét nghiém trong & ngudi bénh dung déng thai phenothiazin va )
co giat (gdm phenytoin, barbiturat, carbamazepin) gy c&m (ing enzym & microsom clia t& bao gan, cé thé lam tang tinh ddc hai gan eﬁapﬁmlam ol do tang chuyén
héa thudc thanh nhiing chét doc hai véi gan. Ngoai ra, diing déng thdj isoniazid véi paracetamol cling c6 thé dén dén téng nguy co ddc tinh véi gan. dbenh nhan da
dung thudc tic ché MAO trudc do, héu cho phdi hgp phenylephrin, t¢ dung kich thich tim va tang huyét ap sé manh hon nhiéu. Khoang QT kéo dai va xoén dinh d&
dugc ghi nhan khi phdi hgp loratadin va amiodaron. Cimetidin, ketocdnazol va erythromycin lam tang néng dé clia loratadin trong huyét tuong. TAC DUNG KHONG -
MONG MUBN: Khi diing loratadin vdi liéU cao hon 10 mg hang ngay, ¢6 thé xay ra cac triéu chiing sau: nhiic dau, chéng mat, khd mdi miéng, hat hoi, nhip tim nhanh,
buén nén, chic nang gan bét thudng, kinh nguyét khong déu. Trong mét sb it trudng hop riéng I&, paracetamol da gy gidm bach cu trung tinh, giam tiéu cdu va gidm
toan thé huyét cu; trén da: hiém khi phat ban hoac ngda. Phenylephrin: tang huyét 4p, bdn chén, chodng véang, da nhot nhat. QUA L%U VA CACH XU TRi: Lién
quan téi Paracetamol: Hoai tii gan|phu t uoc liéu 1& tac dyung ddc cap tinh nghlém trong nhét do qua liéu va cé thé gay tif vong. Buén nén, dau bung thuéng xay ra
trong vong 2-3 gid sau khi udng liéu doc ¢lia thuc. Methemoglobin-huyét d&n dén chung xanh tim da, niém mac va méng tay la mét ddu hiéu dac trung. Khi ngd doc
nang, ban dau cé thé kich thich hé|than |nh trung uong, kich déng v4 mé sang. Tiép theo ¢ thé Ia tic ché hé than kinh trung uong: ha than nhiét, mét I&, thd nhanh,
mach khong déu, huyét ap thap vaisuy tuin hoan. Thuong t8n gan rd £ét trong 2-4 ngay sau khi udng liéu doc: aminotransferase huyét tuong tang cao. N&u tén thuong
gan lan rdng, thdi gian promthrombin s& kéo dai. XU tri: chuy&n ngay bénh nhan d&n bénh vién. Khéng dugc tri hoan diéu tri trong khi chd két qua xét nghiém néu
bénh sl ggi y qua liéu nang. Rlia da day|trong moi trudng hop, tt nhét trong vong 4 gid sau khi udng. Dung chét gidi doc ngay lap tlc néu chua dén 36 gid ké tir khi
uéng paracetamol. Diéu trj véi N-acetylcystein dang tiém tinh mach (Hoac dang udng néu khong cé dang tiém). Lién quan téi Phenylephrin: Triéu ching: Tang huyét
4p, dau dau, co giat, xudt huyét ndo, danh tréng nguc, ngoai tam thu| di cdm. Nhip tim cham thudng xay ra sém. X{ tri: Tang huyét &4p cé thé khac phuc bang céch
dung thudc chen a-adrenergic nhu phetdlamin 5-10 mg, tiém tinh mach; néu cén, cé thé Iap lai. Can chu y diéu tri meu chiing va hd trg chung, cham séc y té. Lién
quan téi Loratadin: Triéu chung: o] ngudi|lén, khi udng qua liéu vién nén loratadin (40-180 mg), c6 bidu hién: budn ngl, nhip tim nhanh, nhuc dau. & tré em c6 bidu
hién ngoai thap va danh tréng ngy¢, khi Uudng siro qué liéu (vugt 10 mg). XU tri: Diéu tri triéu ching va h6 trg chiic nang séng. C6 thé ding than hoat (dang hén dich).
RUia da day cling cé thé xem xét. Ngudi bénh c&n dugc nghi ngoi va theo ddi y t& chat ché. BAO QUAN: noi khd, dudi 30°C, tranh anh sang. HAN DUNG: 36 thang
k& tii ngay s&n xu&t. S&n xuét thed TCCS. SPK: VD-25440-16. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

S&n xuét tai Cong ty ROUSSEL VIET NAM - S8 1, dudng s6 3, KCN Viét Nam Singapore, Thuan An, Binh Duodng - Viét Nam

Moi chi tiét xin lién hé: Céng ty ROUSSEL VIET NAM - 702 Trudng Sa, P. 14, Q.3, Tp HCM - BT: (028) 39 31 55 18 - Fax: (028) 39 31 55 20

}kpamax‘ DAYTIME HIEN CO BAN
TAI CAC NHA THUGC TREN TOAN QUOC

A
ROUSSEL VIETNAM S6 gidy tiép nhan hé so dang ky quang cao thuéc clia CQLD-BYT:  Ngay in tai liéu:

fos 8 = Y 5 S A e T )
www.rousselvietham.com.vn
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