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ATORHINAL®

dung thudc.

PHAN I. HUGNG DAN SU DUNG THUOC CHO NGUGI BENH

. THANH PHAN, HAM LUQGNG COA THUOC: M3i vién nén bao phim chia;
— Hoat chat: Phenylephrin hydroclorid................. 5 mg
Loratadin ........coovevevereeeeeean, 5 mg
— T4 dugc: Lactose monohydrat, tinh bt ngd, povidon K30, magnesi stearat, natri starch glycolat,
acid citric khan, opadry Il white.
. MO TA SAN PHAM:
Vign nén bao phim, hinh tron, mau tring, hai mat vién tron va 16i, canh va thanh vién lanh Ian.
. QUY CACH DBONG GOI:
- Hop 5 vi x 20 vién nén bao phim.
. THUGC DUNG CHO BENH Gi:
Diéu tri cdc ching nghet mii, hdt hai, chdy nuéc miii, nglia mii, nglia mat, chdy nu6c do viém mii
di Gng.
. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
Céch ding: Thudc dung dudng udng. Co thé udng cing hodc khdng cung véi thiic dn.
Liéu ding:
— Ngudi I6n va tré em trén 6 tudi: 1 vién mdt ngay.
— Tré em tif 2 d&n dui 6 tudi: Khong khuy&n céo sif dung.
. KHI NAO KHONG NEN DUNG THUGC NAY:
Khong st dung ATORHINAL néu ban:
e Man cam v6i loratadin, phenylephrin hoic b4t ky thanh phdn nao khac clia thudc.
e Pang st dung thudc chdng trdm cadm.
o Tré em dui 2 tudi.
e Bi bénh tim mach nang, nhdi mau co tim, bénh mach vanh.
o Bj ting huyét 4p nding, bléc nhi that, xa cling dong mach ndng, nhip nhanh thét.
e Bi cudng gidp ndng hodc bj glocdm goc dong.
e Man cdm v6i pseudoephedrin.
o Dang dung thudc tc ché MAO hojc da ngung sk dung thudc (c ché MAO chua qua 14
ngay.
e Phu ni c6 thai trong 3 thang dau thai ky.
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7. TAC DUNG KHONG MONG MUON:
Ngung sif dung thudc va thong bdo cho bac sy néu ban gdp mét trong cdc dau hiéu hodc trigu
chiing sau:

Phdn (ng di ting ndng (bao gdm phat ban, sung tay, khé thd).
Tang nhip tim.

Loan nhip tim

Tang huyét ap

Kho tiéu, dic biét 1a & nam gi6i c6 van dé vé tuy&n tién liét.

Céc tdc dung khdng mong mubn khéc bao gom:
Thudng gap:

It gap:

Nhiic ddu
Kho miéng

Chéng mat

Mat ngl

Bubn ndn, non

Tiéu chay

Mi khd hodc hat hoi.

Viém k&t mac

Lo Iang, khé chiu, bon chdn va d& bi kich dong.

Hiém gap:

Trdm cam.

Kinh nguyét khéng déu

Chiic ndng gan bat thudng

Gidn dbng t0 mat, ting nhan dp c4p (thudng xdy ra nhat & nhiing ngudi bi bénh glocom
déng gdc).

Kho tiéu, bi tiéu (thudng xay ra nh&t & nhiing ngudi c6 tdc nghén bang quang, chdng han
nhu nhiing ngudi bi phi dai tuyén tién liét)

Théng bdo ngay cho bdc sy hodc dugc sy nhiing tdc dung khéng mong mudn gap phéi khi su
dung thuéc.

8. NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi KHI DANG SU' DUNG THUGC NAY:
Tham khdo y ki€n bic sy trubc khi ding ATORHINAL néu ban dang sii dung mét trong cdc loai
thudc hay thyc phdm sau:

Cimetidin.
Ketoconazol.
Erythromycin.
Quinidin.
Fluconazol.
Fluoxetin.
Thubc chéng trdm cam ba vong.
Digitalis (nhu digoxin dung dé diéu tri mot s6 bénh tim).
Thubc gidng thdn kinh giao cdm (nhu mdt s6 thudc gidm sung huy&t mii).
Thudc gidn mach mau, thudc chen beta (dung diéu tri cic bénh tim mach nhu tdng huyét
ap).
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o Rugu bia hodc thiic uéng co con.
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUGC:
Néu ban quén dung thudc, ding n6 ngay khi ban nhd. N&u thdi gian gin téi lidu ké tiép, thi hay b
qua liéu bj quén va diing liéu k& tiép theo k& hoach binh thusng. Khong nén gdp doi liéu dung.
10. CAN BAO QUAN THUGC NAY NHU THE NAO:
G nhiét do dudi 30°C, noi kho rdo, tranh &nh séng.
11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:
Triéu ching:
~ Loratadin: Buon ngl, dau ddu, gidm huyét ap, tim dap nhanh, loan nhip tim, r6i loan ngoai thap
va r6i loan van dong, run hay co ciing, bon chén, co co, thay ddi nhip thd va nhip tim, budn
nén, nén oi. ’
— Phenylephrin hydroclorid: Tang huyét 4p, dau ddu, co giat, tim dap nhanh, dj cam, non 6i.
12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:
NEu ban diing ATORHINAL qua liéu khuy&n cdo thi ban cdn phai:
e Thong béo ngay cho bdc sy hodc dén bénh vién gdn nhat.
e Nhé mang theo nhan thuSc hodc lugng thudc con lai d€ bac sy biét thudc ma ban da
dung.
13. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:
Than trong va tham khdo y ki€n bdc sy tru6c khi st dung ATORHINAL néu ban cé mot trong
nhitng diéu sau:
e Ban bj suy chiic ndng gan ho3c than hoic dang dung thudc ¢6 anh hudng dén gan.
e Ban bj ting huyét dp hay bat ky vin dé ndo lién quan d&n tuyén gidp, tim mach, ting
nhan 4p, tiu dudng, cdc vadn dé vé bang quang hoic khé tiéu.
e Ban 1a ngudi cao tudi. Thubc ndy c6 thé gay khd miéng va 1dm ting nguy co sdu ring, dic
biét 1a & nguoi gia. Vi vdy, ban nén giif vé sinh rdng miéng sach sé khi diing thudc nay.
Thuéc nay c6 chira: Lactose. NEu ban da biét ring ban khong dung nap mdt véi loai dudng thi
hady thong bdo cho béc sy trudc khi sii dung thudc nay.
Phu nif ¢d thai: Khong dung thudc nay néu ban dang mang thai.
Phu nit cho con bi: Khong khuyén cdo ding thudc ndy néu ban dang cho con bi.
Anh hudng dén khd ndng lam vige: Thudc co thé gdy nhic ddu, chong mit, budn ndn, 4o gidc
va nhin md & mot s6 ngudi ding. Cin than trong néu ban ldi xe, vdn hanh mdy méc, lam viéc
trén cao hay cic cong viéc khdc cho dén khi ban biét dnh hubng clia thudc I&n co thé.
14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong trudng hop qué liéu hodc tdc dung khdng mong mudn.
Khi dang dung thudc khdc hodc mot loai thyc phdm.
NE&u can thém thong tin xin hdi y kign bac sy hodc dugc s§.
15. HAN DUNG CUA THUOC: 36 théng k& tif ngay san xuat. Khong diing thudc khi qua han dung.




PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. DUQC LUC HOC:

Nhém dugce ly va ma ATC:

Phenylephrin hydroclorid: Thudc chl van thy thé o4 adrenergic; RO1BA03.

Loratadin: Thuc khang histamin, d6i khang thy thé Hs; RO6AX13

Phenylephrin hydroclorid 1a mot thuGc téc dung gidng giao cdm c6 téc dung truc ti€p Ien thy thé
adrenergic (a-adrenergic) lam théng mi.

Loratadin |a thudc khdng histamin 3 vong, c6 tac dung ddi khang chon loc trén thy thé Hq ngoai
bién va khéng cé tac dung lam tc ché hé than kinh trung uong. Loratadin ¢6 tdc dung lam nhe bt
triéu chiing clia viém mii dj tng, ngifa va ndi may day do gidi phong histamin. Loratadin thudc
nhom thudc déi khang thy thé histamin Hy th& hé thi 2 (khong an thén).

. DUGC BONG HoC:

Phenylephrin hydroclorid c6 do sinh kha dung thdp khi ding thudc dudng ung do thudc hap thu
khdng déu qua dudng tiéu hoa. Phenylephrin bj chuyén héa ngay trén duding tiéu héa thong qua
enzym monoaminoxidase (MAO), nén sinh khd dung clia thudc chi dat < 38%. Sau khi udng, tac
dung chdng sung huy8t miii xuat hién trong vong 15 — 20 phiit va kéo dai 2 — 4 gid. Phenylephrin
trong tudn hoan c6 thé phan bd vao cc mé v6i Vd giai doan ddu: 26 — 61 lit va Vd & trang thai 6n
dinh: 340 lit. Con chua biét thuc c6 dugc phan bb vao sia me hay khong. Phenylephrin bi chuyén
héa & gan va rugt nhd enzym MAO théng qua phan (ng oxy hda khir amin va phan tng lién hop véi
acid glucuronic. Thudc dugc thdi trir qua than chd y8u 6 dang chua bj chuyén héa. Thoi gian ban
thai t1/2 a khodng 5 phit va thoi gian ban thai t1/2 B khodng 2 - 3 gid.

Loratadin hdp thu nhanh sau khi udng, tdc dung khang histamin cla thudc xuat hién trong vong 1
- 4 gio, dat toi da sau 8 - 12 gid vd kéo dai hon 24 gio. Néng do cla loratadin v
descarboethoxyloratadin (desloratadin) dat trang thdi 6n dinh & phdn I6n ngudi bénh vao khoéng
ngay thii ndm diing thudc. Nong do dinh trong huyét tuong trung binh cla loratadin va chét chuyén
héa co hoat tinh clia n6 (desloratadin) tuong ting 1a 1,5 va 3,7 git. Sinh kha dung cla thudc tang
va thoi gian dat néng do dinh bi kéo dai bdi thiic an. 98% loratadin lién k&t véi protein huyét tuong.
Thoi gian bén thai cla loratadin 1a 8,4 gid va cla desloratadin 12 28 gid. Thdi gian bdn thai cla
thudc bign déi nhiéu gilia cdc cd thé, khdng bi anh hubng bdi uré mau, ting Ién 6 ngudi cao tudi va
ngudi xo gan. DO thanh thai clia thudc 1a 57 — 142 ml/phit/kg va khdng bi @nh hubng bdi uré mau
nhung gidm & ngudi bénh xo gan. Thé tich phan bé cla thudc 1a 80 — 120 lit/kg. Loratadin chuyén
h6a nhiéu khi qua gan I&n ddu bdi hé enzym microsom cytochrom Pssp chil yéu thanh desloratadin,
1a chat chuyén héa c6 tac dung dugc ly. Khodng 80% tong liéu cla loratadin bai tiét ngang nhau ra
nuéc tiéu va phdn du6i dang chdt chuyén hoa trong vong 10 ngay. Loratadin va desloratadin vao
siia me va dat néng do dinh tuong duong véi ndng do thudc trong huyét tuong. Khdng qua hang rao
mau — ndo G liéu théng thudng.

. CHI DINH:

Piéu trj cac chitng nghet mii, hdt hoi, chdy nu6c mii, ngdia mii, nglia mat, chdy nu6c do viém mii
di dng.

. CACH DUNG, LIEU DUNG:

Céch ding: Thusc dung dudng ubng. C6 thé ubng ciing hoic khong clng véi thic an.
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Liéu ding:

— Ngudi I6n va tré em trén 6 tudi: 1 vién mot ngay.

— Trd em tif 2 d&n dudi 6 tubi: khong khuyén cdo si dung.
. CHONG CHi DINH:

— Bénh nhdn man c&m véi loratadin, phenylephrin hay b4t ky thanh phdn nao khac clia thudc.
— Bénh nhén dang st dung céc thusc chéng trdm cam.

— Tré em dudi 2 tudi.

— Bénh tim mach nang, nhéi mau co tim, b&nh mach vanh.

— Tang huyét &p ndng, bloc nhi that, xo cling dong mach ndng, nhip nhanh that.

— Cubng gidp ndng hodc bi glécém gdéc déng.

~ Min cam chéo véi pseudoephedrin.

— Khéng ding thudc nay cing véi cac thudc dc ché MAO hodc da nging sir dung thuBc Gc ché

MAQO chua qua 14 ngay.
— Phu ni c6 thai trong 3 thdng ddu thai ky.
6. LUU Y VA THAN TRONG:

— Than trong v6i cdc bénh nhan bj suy chic ning gan hodc than k& ¢ bénh nhan dang ubng
thudc co anh hubng dén gan.

— Bénh nhén bi ting huyét dp hay bat cif vdn dé nao lién quan dé&n tuyén gidp, tim mach, ting
nhan &p, ti€u duding, cdc van dé anh hudng dén bang quang hoic kho tiéu.

— Diing than trong & ngudi cao tudi. ThuBc c6 chia loratadin, c6 nguy co gdy khd miéng va ting
nguy co sdu ring, dic biét 14 & ngudi cao tudi. Bénh nhin nén vé sinh rang miéng sach sé khi
diing thudc.

Thudc nay c¢d chira: Lactose. B&nh nhén c6 vdn dé vé di truyén higm gdp khong dung nap

galactose, thigu hut lactase Lapp hodc kém hdp thu glucose-galactose khdng nén dung thudc nay.

Thoi ky mang thai: An toan cla thudc trong thoi ky mang thai chua dugc thiét Iap. Tuy nhién, do

c6 thé co su lién hé gilia cdc bat thudng & thai nhi va tiép xac v6i phenylephrin trong ba thang

dau thai ky, nén trdnh sif dung thudc trong thoi ky mang thai. Ngoai ra, vi phenylephrin cé thé
lam gidm tu6i méu nhau thai, thuéc khéng nén dugc st dung & b&nh nhan c6 tién s tién san giat.

Thai ky cho con bi: Loratadin va chat chuyén héa descarboethoxyloratadin tiét vao sita me.

Phenylephrin c6 thé di qua siia me. Do dé phai rat than trong khi dung thudc nay cho phu nii nudi

con b, chi dung thudc nay khi cén thiét, ding liéu thap va trong thoi gian ngdn.

Anh hudng cia thudc d8i vdi cong vide: Chua co co sG ching minh thudc anh hubng t6i kha

nang lai xe va van hanh mdy moc. Tuy nhién, mot vai tdc dung phu (nhu dau ddu, chéng mat,

budn ndn, do gidc, mo gidc mac, bon chdn..) da dugc bdo céo c6 thé anh hudng dén khd ning
lam viéc.

7. TUONG TAC THUGC:

Loratadin:

Loratadin dugc chuyén héa bdi cytochrom Puso isoenzym CYP3A4 va CYP2D6, vi vy sif dung déng

thoi véi nhiing thudc dc ché hodc bi chuyén héa bing nhiing enzym nay co thé tao ra thay doi vé

ndng do thudc trong huyét tuong va co thé cé tac dung khong mong mudn. Céc thudc da bist co (c

ché enzym trén bao gdm: Cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

Cimetidin: Diéu tri dong thoi loratadin va cimetidin din dén tdng nbng do loratadin trong huyét

tuong 60%, do cimetidin tic ché chuyén héa ciia loratadin. Diéu nay khéng co biéu hién 1am sang.
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Ketoconazol: Diéu tri dong thoi loratadin va ketoconazol dan t6i ting ndng do loratadin trong huyét
tuong gdp 3 lan, do dc ch& CYP3A4. Diéu d6 khong c6 bidu hién 1dm sang vi loratadin c6 chi sé
diéu tri rong.

Erythromycin: Diéu tri dong thoi loratadin va erythromycin din dén ting néng do loratadin trong
huyét tuong. AUC (dién tich dudi duting cong clia ndng do theo thdi gian) clia loratadin, ting trung
binh 40% va AUC cla desloratadin tdng trung binh 46% so v6i diéu tri loratadin don doc. Trén dién
tdm dé khong c6 thay ddi v& khodng QTc. V& mat 1am sang, khdng c6 biéu hién sy thay déi tinh
an toan cla loratadin va khdng cé thong bdo vé tdc dung an than hodc hién tugng ngat khi diéu tri
ddng thoi 2 thudc nay.

Phenylephrin hydroclorid:

Thuée tc ché MAO: Tac dung kich thich tim va tdng huy&t ap clia phenylephrin hydroclorid c6 thé
dugc tdng cudng. Khdng dung thubc ndy & b&nh nhdn dang dugc diéu tri bdng thudc Gc ché
monoamin oxidase hodc trong vong 14 ngay sau khi ngung diéu tri.

Thuéc chéng trdm cdm 3 vong: C6 thé lam ting tdc dung tdng huyét p cla phenylephrin.
Digitalis: C6 thé 1am ting khd ndng loan nhip tim.

Thuéc giéng than kinh giao cdm: Phenylephrin ¢6 thé lam ting tac dung tim mach bao gom nhip
tim nhanh va loan nhip cla cic thudc chdng than kinh giao cam.

Khong nén diing chung thudc ndy véi cac thudc gidn mach, thudc chen beta hodc cdc thudc géy
cé‘m ting enzym gan nhu rugu. . 5

. TAC DUNG KHONG MONG MUON:

Loratadin:
Khi st dung loratadin véi liéu I6n hon 10 mg hang ngay, nhiing téc dung phu sau day co thé xdy
ra:
Thuong gap, ADR > 1/100:
Thén kinh: Pau d4u.
Tiéu héa: Khé miéng.
It gdp, 1/1000 < ADR < 1/100:
Than kinh: Chong mat.
Ho hap: Khd milii va hét hoi.
Khéc: Viém két mac.
Hiém gap, ADR < 1/1000:
Than kinh: Tram cam.
Tim mach: Tim d4p nhanh, loan nhip nhanh trén that, danh tréng nguc.
Tiéu hoa: Budn non.
Chuyén hoa: Chiic ning gan bat thuding, kinh nguyét khong déu.
Khac: Ngoai ban, ni may day va chodng phén vé.
Phenylephrin hydroclorid: ’
Céc téc dung phu sau diy di dugc quan sét thdy trong cdc thi nghigém Idm sang va cd thé la cdc
tic dung phu thudng gdp nhat:
Tam thdn: Cang thdng, khd chiu, bdn chdn, dé bi kich thich.
Than kinh: Nhiic ddu, chéng mat, mat ngu.
Tim mach: Tang huyét ap.
Tiéu héa: Bubn nén, ndn, tiéu chay.



Cdc tdc dung phu sau ddy di dugc xdc dinh nhung nhiéu khd ning hiém khi xdy ra:

Thi Iyc: Gian déng tii, dot cdp bénh glocdm goc déng (xudt hign nhiéu nhdt & ngudi c6 bénh

glocdm gbc dong).

Tim mach: Tim ddp nhanh, danh tréng nguc.

Da va du6i da: Phdn (ng di Ging (phat ban, ndi mé day, viém da dj Ung).

Phan (ng qud man bao gém di (ng chéo VvGi cdc thudc giéng thdn Kinh giao cdm khéc.

Tiét nigu: Tiéu kho, bi tiéu. X4y ra nhiéu nhat & nhiing ngudi c6 tic nghén ddu ra bang quang nhu

bi b&nh phi dai tuyén tién liét.

9. QUA LIEU VA XU TRi: ~

Triéu chiing:

— Loratadin: Bubn ngl, dau ddu, gidm huyét dp, tim dap nhanh, loan nhip tim, rdi loan ngoai thap
va rdi loan van dong, run hay co ciing, bdn chdn, co co, thay déi nhip thé va nhip tim, budn
non, non 6i.

— Phenylephrin hydroclorid: Ting huyét dp, dau dau, co gidt, tim dép nhanh, di cam, nén 6i.

XU tri: Bénh nhan nén dugc diéu tri theo triéu ching.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAo:

Khéng ding qua li€u chi dinh.

11. TEN, DIA CHi, BIEU TUONG CUA CO SG SAN XUAT:
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CONG TY O PHAN DUGC PHAM OPV
Lo 27, Duding s6 3A, Khu Cong Nghiép Bién Hoa 11, TP. Bién Hoa, Tinh Bong Nai.
DT: (061) 3992999  Fax: (061) 3835088
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12. NGAY XEM XET SUA 61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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