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Box of 25 blisters x 4 film-coated tablets

RMEKOL 34z

Paracetamol 500mg, Loratadin 5mg, Dextromethorphan HBr 15mg

|

CUC QUAN LY DUQC

”

PA PHE DUYET

Hop 25 vi x 4 vién nén bao phim

RMEKOL =17

Paracetamol 500mg, Loratadin Smg, Dextromethorphan HBr 15mg
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TO HUONG DAN SU DUNG CHO CANBOQ Y TE

Vien nén bao phim

RMEKOL EXTRA
THANH PHAN
PRORCEEIIIO] 500000 00 o R S R S A S A S R Sy YRR R R R RS RN MR 500mg
ORI . <. oo 0 0 0 0 A k8 0 o o S A B A B K A R B R R Smg
Dextromethorphan hydrobromid...............ccoooiiiiiii e, 15 mg
B I L1 vua du 1 vién.

(Tinh bot ngo, natri croscarmellose, kollidon K30, microcrystalline cellulose 102, tale, aerosil,
magnesi stearat, PEG 6000, HPMC EI35, titan dioxyd, tartrazin lake, greens lake)

DANG BAO CHE

Vién nén bao phim

QUY CACH DPONG GOI

Hop 25 vi x 4 vién nén bao phim, kém theo t& hudng dén sir dung.

CAC PAC TiINH DUQC LUC HQC

- Paracetamol: la chit chuyén hoa co hoat tinh ciia phenacetin, 1a thudc ha nhiét giam dau, co ché
tac dung tuong tu nhu aspirin va phu thudc vao su (e ché sinh téng hop prostaglandin. Tuy vy
khéc véi aspirin, paracetamol khong ¢6 tac dung chong viém.

Paracetamol lam giam than nhiét & ngudi bénh sot nhung hiém khi lam giam than nhiét & nguoi
binh thuong. Thudc tac dong 1én viing dudi doi gay ha nhiét, toa nhiét do gidn mach va tang luu
lugng mau ngoai bién.

- Loratadin: 12 thudc khang histamin 3 vong c6 tac dung kéo dai ddi khang chon loc trén thy thé
H,; ngoai bién va khoéng c6 tac dung lam diu trén than kinh trung wong. Loratadin thugc nhom
thudc d6i khang thu thé H, thé h¢ 2 (khong an than),

- Dextromethorphan hydrobrmid: la thudc giam ho ¢6 tac dung Ién trung tam ho & tiy song.

CAC PAC TINH DUQC PONG HOC

Paracetamol

- Hdp thu: Paracetamol hip thu nhanh va hoan toan qua dudng tiéu hoa. Néng d9 dinh trong huyét
tuong dat dugc trong vong 30 — 60 phat sau khi udng.

- Phdn bé: Paraceamol phan bd nhanh va dong déu trong phan lén cac md cua co thé. Khoang
25% paracetamol trong méu két hgp véi protein huyét trong.

- Chuyén héa: Paracetamol bi N-acetyl héa vdi cytochrom Pasp dé tao nén N-acetyl-
benzoquinonimin — la mét chét trung gian ¢6 hoat tinh phan mg cao. Chét chuyén héa nay binh
thudng phéan tmg v&i cac nhom sulfhydryl trong glutathion va do d6 ching bi khir hoat tinh. Tuy
nhién néu ding liéu cao paracetamol, chit chuyén héa nay dugc tao thanh véi luong du dé lam
can kiét glutathion clia gan; trong tinh trang do, phan (mg cta n6 véi nhém sulhydryl cua protein
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gan tang 1én, c6 thé dan dén hoai tir gan.
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Thai trir: Sau lieu diu tri, c6 thé tim thdy 90 dén 100% thubc trong nude tidu trong ngay thir
nhat, chi yéu sau khi lién hop trong gan vai acid glucuronic (khoang 60%), acid sulfuric (khoang
35%) hodc cystein (khoang 3%); ciing phét hién thay mot lugng nhé nhimng chat chuyén hoa
hydroxyl — héa va khir acetyl. Tré nho it c6 kha nang glucuro lién hop véi thude hon so voi
ngudi lon.,

Loratadin

Hdp thu: Loratadin dugc hdp thu nhanh va gin nhu hoan toan. Thire an lam giam hép thu tuy
nhién khong anh hudng t6i hiéu qua lam sang cua thude.

Phdn bo: Loratadin lién két manh mé (97-99%) va chat chuyén héa chinh cia n6 Ia desloratadin
lién két vira phai (73-76%) véi protein huyét tuong.

Chuyén héa: Loratadin dugc chuyén héa lan dau nhanh chong qua hé enzym CYP3A4, CYP2D6
tai gan. Chat chuyén héa chinh ¢ hoat tinh la desloratadin chiu trach nhiém mot phan 16n vé tc
dung lam sang cua thude. Thoi gian dat ndng do dinh trong huyét trong cua loratadin 1a 1-1,5 gio
va desloratadin la 1,5-3,7 gi¢r sau khi udng.

Thai trir: Khoang 40% liéu dugce bai tiét qua nudc tidu va 42% liéu dugc bai tiét qua phan sau 10
ngdy ding thude, chi yéu dudi dang chit chuyén hoéa lién hop. Khoang 27% lidu duoc bai tiét
qua nudc tiéu sau 24 gidr dau tién.

Thoi gian ban thai trung binh trén nguoi 1on khoe manh vao khoang 8.4 git (3 — 20 gio) va
khoang 28 gio (8,8 — 92 gio).

Suy thin: O nhitng bénh nhén bj suy than man tinh, ca hai AUC va nong dé dinh trong huyét
tuong (C max ) cla loratadin va chét chuyén hoa hoat tinh cta n6 tang 1én so véi cua bénh nhan cé
chirc nang than binh thudng. Thoi gian ban thai trung binh cua loratadin va chat chuyén hoa hoat
tinh cta no khong khac biét dang ké so véi nhitng ngudi binh thudng. Thim phin méau khong
anh huong dén duoc dong hoc cua loratadine hodc chat chuyén hda hoat tinh cia né ¢ nhirng
bénh nhan bj suy than man tinh.

Suy gan: O bénh nhan bj bénh gan man tinh do rugu, ca AUC va ndng do dinh trong huyét
twong cua loratadin ting gép doi, con duge dong hoc ctia chat chuyén héa hoat tinh cta né thi
thay ddi khong dang ké so voi ngudi binh thudong. Thoi gian ban thai clia loratadin va chat
chuyén héa hoat tinh cia n6 1a 24 giér va 37 gio, va tang 1én khi bénh ning hon.

Nguwoi gia: Cac thong s6 duge dong hoc cuia loratadin va chat chuyén héa chinh ctia né & bénh
nhan cao tudi khoe manh 1 trong duong véi ngudi tré khoe manh.

Dextromethorphan hydrobromid

Dextromerthophan dugc héap thu nhanh qua dudng tiéu héa va co tac dung trong vong 15-30 phit
sau khi udng, kéo dai khoang 6-8 gio.

- Thube duge chuyén héa & gan va bai tiét qua nude tiéu dudi dang khong bién dodi va cac chat

chuyén héa demethyl, trong s6 d¢ dextrorphan ciing ¢6 tac dung giam ho nhe.

CHI PINH
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Rmekol extra dugce chi dinh dé diéu trj cac triéu chirg cam cam: ho, sdt, nhirc diu, nghet miii, chay
nude mii, ngira mét, viém xoang, sb miii theo maa, viém mii di img.

LIEU DUNG VA CACH DUNG

Liéu dung: Ngudi I6n va tré em trén 12 tudi: 1 vién/ lan x 2 1an/ ngay; khoang céch giira cac lidu it
nhit 12 4 gio.

Cich ding: udng ca vién thudc véi nhidu nudc.

CHONG CHI PINH

- Di Ging véi bét ky thanh phan nao cua thuéc.

- Nguoi bénh dang diéu trj hodc vira ngimg sir dung chua dugc 2 tudn céc thude e ché monoamin

oxydase (IMAO), cic thudc (rc ché tai hap thu chon lgc serotonin (SSIRs) va cac thude chéng

trAm cam khéc vi ¢6 thé gdy nhirng phan (mg ning nhu sét cao, chéng mit, tang huyét ap, chay
méu ndo, tham chi tir vong.

- Tré em dudi 12 tudi.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Paracetamol:

- Thube ndy c6 chira paracetamol, khong nén phdi hop véi cdc ché phdm khic c6 chira
paracetamol dé trédnh bj qua liéu hogic ngd doc thube.

- Bénh nhan nén dugc tu van dé hoi y kién bac si hodc duge sinéu céc triéu chimg dau dai déng
kéo dai qua 5 ngay hodc con sot qua 3 ngay.

- Bénh nhan bj bénh gan hodc bénh than, nguy co qua liéu la cao hon & nhirng bénh nhan xo gan
khong phai do rugu.

- Béc si cdn canh bao cho bénh nhén nhitng ddu hiéu cua phan (g trén da nghiém trong (tuy rat it
xdy ra) nhu: hi chimg Steven-Johnson (SJS), hi chirng hoai tir da nhiém doc (TEN), hoi ching
Lyell, hoi chirng ngoai ban mun mu toan than cép tinh (AGEP).

Loratadin

- Bénh nhan bi suy gan.

- Bénh nhan can dugc tu van nén ngung sir dung Rmekol extra trude 48 gior khi tién hanh céc xét
nghiém trén da cho di (mg vi cac thude khang histamin c6 thé ngin can hodc lam giam cac phan
img duong tinh cia xét nghi¢m.

Dextromethorphan hydrobromid

- Nguoi bénh bi ho c6 qua nhiéu dom va ho man tinh & ngudi hat thudc, hen hodc tran khi.

- Ngudi bénh c¢6 nguy co hodc dang bi suy giam hé hap.

- Dextromethorphan chuyén hoa bai hé enzym CYP2D6 tai gan. Vi vay, s dung than trong
Rmekol extra & nhitng bénh nhan dang diing céc thude gy tc ché enzym CYP2D6.

Phu nik co thai:

Két qua tir cac nghién ciru dich t& hoc cho thdy paracetamol va loratadin khong ¢6 tac dong xau téi

thai nhi khi sir dung liéu khuyén céo cho phu nir ¢ thai.

Khong c6 dir liéu vé viée sir dung dextromethorphan cho phy nit ¢6 thai.

Nén thén trong khi sir dung Rmekol extra cho phu nir ¢6 thai, chi sir dung khi that can thiét.

: J
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Paracetamol dugc bai tiét vao trong sita me nhung khong 6 y nghia lam sang.

Loratadin dugc bai tiét vao trong sira me.

Khong c6 dit liéu v& viée dextromethorphan va céc chét chuyén héa ctia né ¢ bai tiét vao trong sira
me hay khong.

Vi vay khong nén sir dung Rmekol extra cho phu nir dang cho con bu.

Anh hwong lén kha ning ldi xe hodc van hanh mdy méc:

Dextromethorphan va loratadin c6 thé gay chong mat, budn ngu. Vi vdy béc si can canh bao cho
bénh nhén khdng nén lai xe va van hanh may méc néu cam thay céc biéu hién nhu chong mat, budn
ngu, dau dau.

Anh hudng ciia td dwgc: Trong vién nén bao phim Rmekol extra co st dung ta dugc mau tartrazin
lake, ta dugc nay c6 thé gdy phan (mg di ing. Vi vy, khong nén sir dung Rmekol extra cho nhirng
bénh nhén man cam véi mét s6 mau thuc phim.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Paracetamol

- Metoclopramid, domperidon lam ting toc d¢ hdp thu cua paracetamol, colestyramin lam giam
hép thu cua paracetamol.

- Céc thude chéng dong nhu warfarin va cc thue coumarin khic c6 thé bj ting téc dung néu ding
paracetamol dai ngay do d6 lam tang nguy co chay mau, & liéu thong thuong anh hudng khéong
c0 y nghia.

Loratadin

- Thuéc irc ché CYP3P4, CYP2D6: Khi sir dung dong thoi loratadin véi cdc thube ire ché
CYP3A4, CYP2D6, trong tac tiém an lam tang ndng do loratadin, do d6 c6 nguy co lam ting cac
tac dung khong mong mudn.

- Ketoconazol, erythromycin, cimetidin: Tang nong do loratadin trong huyét tuong da dugc bao
cao sau khi dung chung véi ketoconazol, erythromycin, va cimetidin trong céc thir nghiém déi
chimg nhung khong c6 sy thay doi dang ké vé 1am sang (bao gdém ca dién tam dd).

Dextromethorphan HBr

- Ruopu: Str dung dong thoi dextromethorphan véi ruou ¢é thé 1am ting céc téc dung an than cia
thudc nay.

- Cdc thuoc trc ché monoamin-oxidase (IMAOs), thuéc chong tram cam, thuéc irc ché tai hdp thu
chon loc serotonin (SSRIs): Str dung d("}ng thoi dextromethorphan véi cac thuée nay co thé dan
dén hoi chimg serotonin vai sy thay di trang théi tinh than, tang huyét ap, bon chén, rung giét
co, ting phan xa, toat md hoi, con rung minh va run. Vi vdy khong nén dung Rmekol extra trong
khi va trong 2 tuan sau khi ngimg str dung cac thude trén.

- Cdc thuoc tre ché CYP2D6: Dextromethorphan duge chuyén héa qua CYP2D6 va chuyén héa lan
dau rong rai. Sir dung dong thoi dextromethorphan vai cac thude tre ché CYP2D6 ¢6 nguy co
lam tang ndng dd cua dextromethorphan, do dé lam ting cac tac dung khéng mong mudn cia
thudc (kich dong, nham lan, rung, mét ng, tiéu chay va suy ho hap) va phat trién hdi chirng
serotonin. Cac chat rc ché CYP2D6 tiém nang nhu fluoxetin, paroxetin, quinidin va terbinafin,
aminodaron, flecainid, propafenon, sertralin, bupropion, methadon, cinacalcet, haloperidol,
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perphenazin va thioridazin. Sir dung dong thai véi quinidin lam tang nong do dextromethorphan
trong huyét tuong 1én gdp 20 Ian, lam tang tic dung khong mong mudn vé rdi loan hé than kinh
trung uong cua thudc nay. Néu can sir dung dong thoi vai cac thudce trc ché CYP2D6 thi can theo
ddi bénh nhén va giam liéu dextromethorphan.

TAC DUNG KHONG MONG MUON (ADR)

Paracetamol:

Ban da va nhirng phan (rng dj (mg khac thinh thoang xay ra. Thuong la ban do hodc may day, nhung

doi khi nang hon va c6 the kem theo sot do thuoc va thuong ton niém mac. Nguoi bénh man cam vai

salicylat hiém man cam véi paracetamol va nhimg thudc c6 lién quan. Trong mét so it truong hop

riéng 1€, paracetamol da gay giam bach cau trung tinh, giam tiéu cau va giam toan thé huyét cau.

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

- Da: ban da.

- Da day — rudt: budn nén, non.

- Huyét hoc: {hiéu mau, roi loan tao mau nhu giam bach cdu trung tinh, giam toan thé huyét cu,
giam bach cau.

- Than: bénh than, doc tinh véi than khi lam dung dai ngay.

Hiem gap, ADR<1/1000

- Céc phan (mg qua man khac.

Loratadin:

Loan nhip thét ndng da xay ra khi diéu tri véi mot s6 thude khang thu thé histamin H; thé hé 2. Diéu

d6 khong xuat hién khi diéu tri bang loratadin.

Khi str dung loratadin vai lieu 16n hon 10mg/ ngay, nhitng tac dung phu sau day c6 thé xay ra:

Thuong gap, ADR>1/100

- Thén kinh: dau dau.

- Tiéu héa: khd migng.

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

- Thén kinh: chéng mat

- Ho hip: kho mili va hit hoi.

- Khac: viém két mac.

Hiém gdp, ADR<1/1000

- Than kinh: trdm cam.

- Tim mach: tim d4p nhanh, loan nhip nhanh trén that, danh trong nguc.

- Tiéu héa: budn non.

- Chuyén héa: chirc ning gan bét binh thuong, kinh nguyét khong déu.

- Khéc: ngoai ban, n6i may day va choéng phan vé.

Dextromethorphan hydrobromid:

Thuong gap, ADR>1/100

- Toan than: mét moi, chong mat.

- Tuén hoan: nhip tim nhanh.

L Y U
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- Tiéu héa: budn nén.

- Da: do birng.

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

- Da: ndi may day.

Hiém gap, ADR<1/1000

- Da: ngoai ban.

- Thinh thoang thdy budn ngu nhe, rdi loan tiéu héa. Hanh vi ky quic do ngé doc, irc ché hé than
kinh trung wong va suy hé hap c6 thé xay ra khi dung liéu qué cao.

QUA LIEU VA CACH XU TRi

Qud liéu paracetamol:

Triéu chimg

Str dung qué liéu xéy ra do ding mét liéu doc duy nhét hogc 6 thé do udng liéu 16n thube lap lai

nhieu lan, hodc do uong thuoc qua dai ngay. Hoai tir gan phu thude liéu la tac dung doc cap tinh

nghiém trong nhat do qua lidu va c6 thé gay tr vong. Budn nén, noén va dau bung thuong xay ra

trong vong 2-3 gio sau khi uéng lidu doc. Dau hiéu dac trung cua str dung qua liéu 1a hién tuong

methemoglobin- mau, gdy chimg xanh tim da, niém mac va méng tay chan. O tré em dé mic hoi

chimg xanh tim da, niém mac va moéng tay chan hon & ngudi 16m.

Dau hi¢u 1am sang ton thuong gan tré 1én rd rét trong vong 2-4 ngay sau khi udng lidu doc. Xét

nghiém sinh thiét gan phat hién hoai tir trung tam tiéu thuy gan trir ving quanh tinh mach cira.

Nhimg truomg hop khong tir vong, thuong tén gan duge phuc hdi sau nhiéu tudn hodc nhiéu thang.

Cach xir tri khi ding qua liéu: ngoai cac bién phép giai doc chung thi can phai cho bénh nhan udng

tién chat cua glutathion 1 acetylcystein hodc methionin cang sém cang tot. Néu xir tri cham (sau khi

udng thude qua 36 gid), gan da bi ton thuong sé kho hoi phuc.

Qud liéu loratadin:

Triéu chimg: ngudi 16m, biéu hién qua liéu: Budn ngu, nghip tim nhanh, nhirc dau. O tré em ¢6 biéu

hién ngoai thap va danh trong nguc khi qua liéu.

Xir tri: Trong trudng hop qué liu lap tirc diéu tri triéu chimg va hd trg. Trudng hop qua lidu

loratadin cAp, gy non dé thao sach da day hodc tién hanh rira da day ngay (truong hop bénh nhan bét

tinh hodc thiéu phan xa non).

Qud liéu dextromethorphan hydrobromid:

Tri¢u chirng: budn non, budn ngid, nhin md, rung giat nhan cdu, bi tiéu tién, trang thai té mé, 4o giac,

mét diéu hoa, suy hé hip, co giat.

Xik tri: hd trg ding naloxon 2mg tiém tinh mach, cho ding nhic lai néu cén t¢i tong licu 10mg.

PIEU KIEN BAO QUAN

Noi khé mét, tranh 4nh sang, nhiét d6 dudi 30°C.

HAN DUNG
36 thang ké tir ngay san xuat.
Khéng dung qua han sir dung ghi trén nhan.
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SAN XUAT TAI
CONG TY CO PHAN DUQC PHAM SAO KIM

G KCN Quang Minh, Mé Linh, Ha Noi
Saokim Pharma Dién thoai: 04.35841216  Fax: 04.35840788

Ngay xem xét siva doi, cdp nhdt lai ndi dung hwong dén sir dung thubc:

Ha Nm ngay A7. lhang 09..nam 2017

Lé Van Tu
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TO HUGNG DAN SU DUNG CHO NGUOI BENH

Vién nén bao phim

RMEKOL EXTRA

POC K¥ HUONG DAN SU DUNG THUOC TRUOC KHI DUNG

DE XA TAM TAY TRE EM

THONG BAO CHO BAC SI HOAC DUQC SI CAC TAC DUNG KHONG MONG MUON GAP
PHAI KHI DUNG THUOC

THANH PHAN

IPOEIICIRIOINON .o st R s a0 R R S S S T R A TR 500mg
LRMEBBATIIN corow amonsmonsnss as o eines ot s i s e S S e R B e s st 5 mg
Dextromethioiphtin Rydeobrofild. ..o couiissaisnsimsni s imasiss s iamasss i i snmmmn 15 mg
BRI s acsmaasm S P S R R A S T R PR i S ot sebe 6w e vira da | vién.

(Tinh bot ngo, natri croscarmellose, kollidon K30, microcrystalline cellulose 102, talc, aerosil, magnesi
stearat, PEG 6000, HPMC E15, titan dioxyd, tartrazin lake, greens lake)

MO TA SAN PHAM

Vién nén dai bao phim mau xanh, canh va thanh vién lanh lan.

QUY CACH PONG GOI

Hop 25 vi x 4 vién nén bao phim, kém theo t& hudng dan st dung thude.

THUOC DUNG CHO BENH GI

Rmekol extra dugc ding dé diéu tri cic triéu chirg cam cim nhu: ho, sét, nhirc dau, nghet mili, chay
nudc mili, nglra mét, viém xoang, sé miii theo mia, viém miii di (rmg.

KHI NAO KHONG NEN DUNG THUOC NAY

Khong dung Rmekol extra trong cac truong hop sau:

- Ban dj img véi bat ky thanh phén nao ctia thude.

- Ban dang sir dung hodc mdi ngimg sur dung chua duge 2 tudn cac loai thudc nhu thude e ché tai
hip thu chon loc serotonin (SSIRs), thuéc (rc ché monoamin-oxidase (IMAOQ), thudc chong trim
cam khac.

- Tréem dudi 12 tudi.
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Sir dung thén trong Rmekol extra néu ban thudc mét trong cac truong hop sau:

- Khong nén sir dung cliing véi céc thude khéc ¢ chira paracetamol vi c6 nguy co qua liéu.

- Néu ban bj bénh gan hogc bénh than, bao gdm ca bénh xo gan khéong do ruou.

- Néu ban chuén bi tién hanh cic xét nghiém trén da cho di ng thi nén ngimg uéng Rmekol extra
trude 2 ngay, vi cac thuoc khang histamin (loratadin) ¢6 thé anh huong téi két qua cua xét nghiém.

- Néu ban bj ho kém theo rat nhiéu dom hodc ho man tinh do hit thude nhiéu, hen hodc tran khi.

- Néu cac triéu chimg dau diu kéo dai qua 5 ngay hodc sét qua 3 ngay, ban nén hoi ¥ kién clia bac si.

W
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- Phan ng phu nghiém trong trén da méc du ti 1& mdc phai la khong cao nhung nghiém trong, thdm
chi de doa tinh mang bao gom hoi chimg Stevens-Johnson (SJS), héi chimg hoai tir da nhiém déc
(TEN) hay héi chimg ngoai ban mun mu toan than cap tinh (AGEP).

Triéu chirng cia cac hgi chirng néu trén duge mo ta nhu sau:

+ Hdi ching Steven-Johnson (SJS): la di img thudc thé bong nudce, bong nude khu tri & quanh céc
héc tu nhién: mét, mili, miéng, tai, bd phan sinh duc va hau mén. Ngoai ra c¢6 thé kém sbt cao,
viém phéi, réi loan chirc ning gan than. Chan doan hdi chimg Steven-Johnson (SJS) khi ¢ it
nhat 2 hoc tu nhién bi ton thuong.

+ Hoi chimg hoai tir da nhiém doc (TEN): la thé dj img thudc nang nhat, gom:

e Cic ton thuong da dang ¢ da: ban dang soi, ban dang tinh hong nhiét, hong ban hodc céac
bong nuée bung nhing, cac ton thuong nhanh chong lan toa khip ngudi;

e Tén thuong niém mac mit: viém giac mac, viém két mac mu, loét giac mac.

e Ton thuong niém mac duong tiéu hoa: viém miéng, trot niém mac miéng, loét hau, hong
thuc quan, da day, rudt;

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

e Ngoai ra con ¢6 céc tridu chimg toan than tram trong nhu sbt, xuat huyét duong tiéu héa,
viém phéi, viém cau than, viém gan... ty I8 tir vong cao 15-30%.

+ Hgi chimg ngoai ban myn mu toan than cap tinh (AGEP): mun ma vé tring nho phét sinh trén
nén hdng ban lan rgng. Ton thuong thudng xuat hién & cac nép gdp nhu nach, ben va mat, sau do
¢6 thé lan rong toan than. Trigu chimg toan than thudng c6 l1a sét, xét nghiém méau bach ciu mii
trung tinh tang cao.

Khi phat hién nhitng ddu hiéu phat ban trén da déu tién hodc bét ky ddu hiéu phan tmg qué mn nao

khéc, bénh nhan can phai ngimg sir dung thudc. Nguoi da timg bi cac phan (g trén da nghiém trong

do paracetamol géy ra thi khong duong dung thudce tré lai va khi dén kham chira bénh cin phai
thong bao cho nhan vién y té biét van dé nay.

Phuy nit co thai:

Két qua tir cac nghién ciru dich té hoc cho thiy paracetamol va loratadin khong c6 tac dong x4u ti thai

nhi khi str dung liéu khuyén céo cho phu nir ¢6 thai.

Khong c6 dir ligu vé viée sir dung dextromethorphan cho phu nir c6 thai.

Nén trénh sir dung Rmekol extra néu ban dang mang thai. Trong truong hop cén thiét hay hoi y kién cua

béc st hodc dugc si.

Thoi ky cho con bu:

Paracetamol dugc bai tiét vao trong sita me nhung khéng c6 y nghia lam sang.

Loratadin dugc bai tiét vao trong sira me.

Khong ¢6 dif liéu vé viéc dextromethorphan va cac chat chuyén héa ctia né ¢ bai tiét vao trong sira me

hay khong.

Vi viy khong nén sir dung Rmekol extra cho néu ban dang nuéi con bu.

Anh hwéng lén kha nang ldi xe hodc vian hanh mdy mdc:

Dextromethorphan ¢6 thé gay chéng mat, buon ngu vi vy ban khong nén 14i xe va vén hanh may moc

sau khi uéng Rmekol extra.

Anh hwéng cia td dwoc: Trong vién nén bao phim Rmekol extra ¢é sir dung ta duge mau tartrazin lake,

ta duge nay co thé gay phan (g di img. Vi vdy, khong nén sir dung Rmekol extra néu ban bi di img véi

mot s6 mau thuc phfim.
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TAC DUNG KHONG MONG MUON (ADR)

Paracetamol:

Ban da va nhing phan (rng di ing khéc thinh thoang xay ra. Thuong la ban do hodac may day, nhung doi
khi nang hon va c¢6 thé kém theo sot do thude va thuong tén niém mac. Ngudi bén min cam véi
salicylat hiém man cam v&i paracetamol va nhiing thudc c6 lién quan. Trong mot s it truong hop riéng
&, paracetamol d gdy giam bach cau trung tinh, giam tiéu cau va giam toan thé huyét cau.

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

- Da: ban da.
- Daday — ruét: budn nén, noén.

- Huyét hoc: thiéu mau, rdi loan tao mau nhu giam bach cau trung tinh, giam toan thé huyét cu, giam
bach cau.

- Thén: bénh than, ddc tinh véi thdn khi lam dung dai ngay.

Hiem gap, ADR<1/1000

- Céac phan {mg qua man khac.

Loratadin:

Loan nhip thit nang da xay ra khi diéu trj voi mét s6 thude khang thu thé histamin H, thé hé 2. Diéu d6

khong xuat hién khi dicu tri bang loratadin.

Khi sir dung loratadin véi lidu Ién hon 10mg/ ngay, nhimg tac dung phu sau day c6 thé xay ra:

Thiromg gdap, ADR>1/100

- Than kinh: dau dau.

- Tiéu héa: kho miéng. ‘
It gap, 1/1000<ADR<1/100 ‘
- Thén kinh: chéng mat

- Hé hap: khé miii va hét hoi.

- Khac: viém két mac.

Hiém géap, ADR<1/1000

- Than kinh: trdm cam.

- Tim mach: tim dap nhanh, loan nhip nhanh trén that, danh trong nguc.
- Tiéu héa: budn non.

- Chuyén héa: chirc ning gan bét binh thuong, kinh nguyét khong déu.
- Khac: ngoai ban, ndi may day va choang phan vé.
Dextromethorphan hydrobromid:

Thuong gdp, ADR > 1/100

- Toan than: mét moi, chong mat.

- Tudn hoan: nhip tim nhanh.

- Tiéu hoa: bubn nén.

- Da: do birng.

It géip, 1/1000 < ADR < 1/100

- Da: ndi may day.
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Hiém gdp, ADR < 1/1000
- Da: ngoai ban.
- Thinh thoang thay budn ngu nhe, réi loan tiéu héa. Hanh vi ky quic do ngd doc, e ché hé than kinh

trung wong va suy hd hap co thé xay ra khi ding liéu qua cao.

Khi ban gap bét ky tic dung khong mong mudn nao, bao gém ca nhimg téac dung khong mong muén
khong c6 trong t& huéng dan sir dung nay, hiy thong bao cho bac si hodic duoc si cia ban hodc ban ¢6
thé bao cdo tac dung khong mudn cua thude téi Trung tim Qudc gia vé Thong tin thude va Theo dai
phin ing c6 hai cia thude:

e Dia chi: Truong dai hoc Duge Ha Noi, 13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi

o Fax: 04.3.9335642 bién thoai: 04.3.9335618

e Website: http://canhgiacduoc.oreg.vn Emai: di.pveenteri@email.com

Céc thong tin ma ban cung cép s& dong gop vao viée sir dung an toan thuéc Rmekol extra.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GIi KHI PANG SU DUNG

THUOC NAY

Ban nén thong bao cho béc si néu ban dang ding hodc vira mai ding trong vong 2 tuan mot so loai

thuéc sau:

- Metoclopramid, domperidon lam tang toc do hdp thu cua paracetamol, colestyramin lam giam hép
thu cua paracetamol.

- Céc thude chong dong nhu warfarin va cac thudc coumarin khac c6 thé bj ting tac dung néu ding
paracetamol dai ngay do dé lam ting nguy co chay mau, & liéu thong thudng anh huong khéng co ¥
nghia.

- Thubc rc ché enzym CYP3A4, CYP2D6: Loratadin chuyén héa qua hé CYP3A4 va CYP2D6,
dextromethorphan chuyén héa qua hé enzym CYP2D6. Vi viy céc thudc trc ché enzym CYP3A4,
CYP2D6 c6 thé anh hudng tGi tac dung cua thudc.

- Ketoconazol, erythromycin, cimetidin c6 kha ning lam thay ddi nong do cua loratadin khi sir dung
dong thoi.

- Céc thudc tre ché monoamin-oxidase (IMAOs), thudc (rc ché tai hép thu chon loc serotonin (SSRIs)
thudc chéng trdm cam khac: Sir dung dong thoi dextromethorphan véi cac thude nay c6 thé din dén
hdi chimg serotonin véi su thay déi trang thai tinh than, ting huyét ap, bon chon, rung gidt co, ting
phan xa, toat md héi, con ring minh va run. Vi vay khong nén dung Rmekol extra trong khi va trong
2 tuéin sau khi ngimg sir dung céc thude trén.

Thong béo cho bac sT biét néu ban dang sir dung hodc vira méi sir dung mét s6 loai thude nao do, ké ca

nhimng thudc khéng c6 trong don.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

- Rmekol extra duoc ding cho nguoi lon va tré em trén 12 tudi: | vién/lan x 2 lan/ngay, khoang
cach giira cac liéu it nhat 1a 4 gio.

- Rmekol extra dugc dung dé udng, udng ca vién thude cling véi nhiéu nude.

CAN LAM GIi KHI MOT LAN QUEN KHONG DUNG THUOC

Ubng ngay néu can thiét.
4 ’\I/
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CAN BAO QUAN THUOC NAY NHU THE NAO
Noi kho mat, tranh anh sang, nhiét d6 dudi 30°C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Qud liéu paracetamol:

Str dung qua liéu xay ra do diing mét liéu doc duy nhét hodc ¢6 thé do udng lidu 16n thude I3p lai nhiéu
lan, hodc do udng thube qué dai ngay. Hoai tir gan phu thudc liéu la tac dung doc cdp tinh nghiém trong
nhat do qua liéu va c6 thé gdy tir vong. Budn non, non va dau bung thudng xay ra trong vong 2-3 gid
sau khi udng liéu doc. Déau hiéu dic trung cua sir dung qué liéu 12 hién tugng methemoglobin- méau, gay
chimg xanh tim da, niém mac va méng tay chan. O tré em dé& mic hdi chimg xanh tim da, niém mac va
mong tay chan hon & ngudi 16n.

Dau hiéu ldm sang ton thuong gan trd 1én rd rét trong vong 2-4 ngay sau khi udng liéu doc. Xét nghiém
sinh thiét gan phat hién hoai tir trung tdm tiéu thiy gan trir ving quanh tinh mach cira. Nhirng trudng
hop khéng tir vong, thuong tén gan dugce phuc hdi sau nhiéu tudn hodc nhiéu thang.

Qud liéu loratadin:

Nguoi 16n, biéu hién qua liéu: Budn ngu, nghip tim nhanh, nhirc dau. O tré em ¢6 biéu hién ngoai thap
va danh tréng nguc khi qua liéu.

Qud liéu dextromethorphan hydrobromid:

Tri¢u chirng: budn ndn, budn ngi, nhin m, rung giat nhin cau, bi tiéu tién, trang thai t& mé, o giée,
mét diéu hoa, suy hé hép, co giit.

CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Cén nhanh chéng dua bénh nhan udng thudc qua liéu vao vién. Loai thude da ubng ra khoi da day bang
cach rira da day cang sém cang t6t. Sir dung cac bién phap chong doc theo huéng dén va tinh trang 1am

sang cu thé.

KHI NAO CAN THAM VAN BAC SI, DUQC SI
Héi ¥ kién béc si néu con dau dau, hodc céc tri¢u chimg ciia ban dai dang, khongdirt hodc nang lén.
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