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NHAN HOP GLOTADOL COLD (Hop 20 vi x 6 vién)

R THUGC BAN THEO DON Box of 20 blisters of 6 film coated tablets
Kich thudc:

Rong : 88 mm
Cao : 54 mm £ COID
PAIN RELIEVER, FEVER REDUCER,
COUGH SUPPRESSANT, ANTIALLERGIC

Headache, cough, allergic rhinitis, runny nose, sneezing
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HUONG DAN SU DUNG THUOC DANH CHO CAN BQ Y TE

GLOTADOL® COLD
Vién nén bao phim
1. Thanh phin
Hoat chdt: Paracetamol 500 mg
Loratadin 5 mg

Dextromethorphan hydrobromid 15 mg
Td duwge: Cellulose vi tinh thé 101, pregelatinized starch, natri starch glycolat, silic dioxyd thé keo, povidon K30, talc, magnesi stearat,
Opadry white, brilliant blue, quinoline yellow lake.
2. Dang bao ché: Vién nén bao phim.
3. Dugc lyc hoc va duge djng hoc
Dugc lyc hgoc
Nhém duge ly: Thubc giam dau va ha nhiét khéac — céc anilid.
Ma ATC: N02B ES51
GLOTADOL COLD la mjt thudc chira nhidu thanh phin c6 tic dung 1am gidm nhanh chéng cam lanh va cam cim. Paracetamol lam giam
dau bing cach lam ting ngudng dau va ha nhiét thong qua téc dong trén trung tdm diéu nhiét & ving dudi ddi. Loratadin 1a 1 khéng histamin
3 vong c6 tac dong kéo dai vdi hoat tinh dbi khang chon loc trén thy thé H; & ngoai bién. Dextromethorphan 1a thubc giam ho trong trudmg
hop ho khong c6 dom, tic dung 1€n trung tdm ho ¢ hanh néo.
Dugc djng hoc
Paracetamol: .
Hép thu: Paracetamol dugc hép thu nhanh va héu nhu hoan toan qua dudng tiéu héa. Thirc &n c6 thé 1am vién nén giai phong kéo dai
paracetamol chgm dugc hdp thu mot phin. Thirc &n gidu carbohydrat 1am giam ty 1¢ hp thu cia paracetamol. Néng d¢ dinh trong huyét
twong dat trong vong 30-60 phat sau khi ubng véi liéu diéu tri.
Phan bé: Paracetamol phan bé nhanh va ddng déu trong phin lén cic mé cua co thé. Khoang 25% paracetamol trong mau két hop vai
protein huyét tuong.
Thai trir: Nira dosi huyét tuong cia paracetamol 12 1,25-3 gid, c6 thé kéo dai voi lidu gdy doc hodc & ngudi bénh c6 thuong tdn gan. Sau liéu
diéu tri, c6 thé tim thdy 90-100% thudc trong nuéc tiéu trong ngay thir nhét, chi yéu sau khi lién hop trong gan véi acid glucuronic (khoang
60%), acid sulfuric (khoang 35%) hoic cystein (khoang 3%); ciing phat hién thdy mot lugng nho nhimg chét chuyén héa hydroxyl — héa va
khir acetyl. Tré nho it kha nang glucuro lién hop vai thubc hon so véi ngudi 1.
Paracetamol bj N-hydroxyl héa bdi cytochrom Ps, dé tao nén N-acetyl-benzoquinonimin (NAPQ), mdt chét trung gian c6 tinh phan (mg
cao. Chét chuyén héa nay binh thuomg phan {mg véi cic nhém sulfhydryl trong glutathion ciia gan; trong tinh trang d6, chit NAPQ khong
dugc lién hgp véi glutathion gdy doc cho té bao gan, din dén viém va c6 thé din dén hoai tir gan.
Loratadin: 2 |
Loratadin hp thu nhanh sau khi udng, tic dyng khang histamin cua thudc xuét hién trong vong 1 - 4 gid, dat t6i da sau 8 — 12 gi&r va kéo d
hon 24 gid. Ndng do cua loratadin va descarboethoxyloratadin (desloratadin) dat trang thi én dinh & phén 16n ngudi bénh vao khoang nga
thir nim dung thubc.
Néng 9 dinh trong huyét trong trung binh cia loratadin va chit chuyén héa c6 hoat tinh ciia n6 (desloratadin) twong img 1a 1,5 va 3,7 gi.
Sinh kha dung cta thudc tang va thoi gian dat n6ng d¢ dinh bj kéo dai béi thirc dn.
98% loratadin lién két vi protein huyét twong. Nira doi thai trir ciia loratadin 1a 8,4 gidr va cuia desloratadin 1a 28 gid. Nira doi cua thude
bién dbi nhiéu giira céc c4 thé, khong bj anh huong bdi uré mau, ting 1én & ngudi cao tudi va ngudi xo gan.
D9 thanh thai cua thubc 1a 57 — 142 ml/phatkg va khong bj anh hudng boi uré mau nhung gidm & ngudi bénh xo gan. Thé tich phén bd cua |
thubc 12 80 - 120 livkg.
Loratadin chuyén héa nhiéu khi qua gan ln ddu béi hé enzym microsom cytochrom Pyso chii yéu thanh desloratadin, 1a chét chuyén héa c6
~. tac dung dugc ly.
Khoang 80% tdng lidu cia loratadin bai tiét ngang nhau ra nudc tiéu va phan dudi dang chét chuyén héa trong vong 10 ngay.
Loratadin va desloratadin vao sita mg va dat ndng d9 dinh twong dwong véi ndng o thudc trong huyét twong. Khong qua hang rao
@ liéu thong thuong.
Dextromethorphan:
Dextromethorphan hép thu nhanh qua dudmg tiéu hoa va c6 tac dun; trong vong 15 — 30 phit sau khi ubng, kéo dai Khg g §-8 gitr (12 gidy
v6i dang gidi phéng chgm). Thube duge chuyén héa & gan va bai tiét qua nudc tiéu dudi dang khong ddi va cac chit chuyén héa demethyl,
trong so d6 cd dextrorphan ciing c6 tac dung giam ho nhg.
4. Quy cich déng gbi: Hop 10 vi x 10 vién nén bao phim.

Hop 20 vi x 6 vién nén bao phim.

u ndo

5. Chi djnh
Lam giam nhanh chéng c4c tri¢u chimg do cam lanh va cam cm thdng thudng nhw hét hoi, sb mii, viém mii dj img, may day, ngira mii
hay hong, ho, sbt, nhirc d4u va dau nhirc minh, nhirc diu két hop vé6i viém xoang.
6. Liéu dung va cich ding
Ngudi 16m va tré em trén 12 tudi: Ubng 1 vién/ln, 2 1an/ ngay.
Tré em tir 6 - 12 tudi: Theo chi din cua bac si.
Nén ubng thudc trong bira &n hofic sau bira in.
7. Chéng chi djnh
Qué mén v6i cac thanh phin cua thubc.
Suy gan hay suy thén ning, thiéu glucose - 6 - phosphat dehydrogenase.
Bénh nhan nhiéu 1dn thiéu mau.
Pang dung céc thudc irc ché monoamin oxydase.
Tré em dudi 6 tudi.
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9.

Paracetamol nén dugc dung thén trong trén ngudi nghién rugu, bénh nhén ¢é chirc ning gan hofc thén bj suy yéu. Khéng udng rugu trong

thoi gian dung thubc.

Thén trong khi dung loratadin cho ngudi bj suy gan hay thiéu nang than, xuét hién nhimg nét phat ban c6 mau bét thuong, thim tim hay

gidp da ma khong ngira, nguoi gia.

Trénh ubng rugu trong subt thai gian didu trj véi dextromethorphan. Lam dyng dextromethorphan c6 thé xay ra khi dung thubc véi lidu cao i

va kéo dai.

Béc si cin canh bdo bénh nhin vé cac déu hidu cia phan (mg trén da nghiém trong nhu hdi chimg Steven-Jonhson (SJS), hdi ching hoai tir |

da nhiém doc (TEN) hay hdi chimg Lyell, hyi chimg ngoai ban myn mu toan théan cép tinh (AGEP).

Sir dung trén phy ni¥ 6 thai: Chua xéc dinh duge tinh an todn cia thubc dung khi thai nghén lién quan dén téc dung khong mong muén c6

thé ¢6 ddi véi thai nhi. Do vdly, chi nén dung thube ndy cho phy nir mang thai khi tht cin thiét.

Sir dyng trén phy nir cho con bii: Khong thy c6 tic dung khdng mong mudn & tré nho bt me khi ngudi me dung paracetamol. Loratadin

¢6 thé qua dugc sita me va anh huong dén tré ba me. do véy, nén quyét dinh ngung cho tré bt hogic ngung thubc tiy vao tim quan trong clia

thudc déi véi ngudi me.

Anh huéng ciia thube 1én kha niing 14i xe va vin hanh may méc: Vi dextromethorphan c6 thé gdy chéng mat va budn ngi nhe, do d6 nén

thén trong khi dang l4i xe va van hanh may méc.

Twong téc cia thudc véi cdc thude khic va cic dang tuong tic khic

Paracetamol:

Thubc chéng dong mau: ubng dai ngdy paracetamol lam tang nhe tic dung chng dong ciia coumarin va dén chét indandion. Dit li¢u nghién

ciru con mau thuédn nhau va con nghi ngd vé tuong tac ndy, nén paracetamol dugce wa ding hon salicylat khi cén giam dau nh¢ hodc ha sbt

cho ngudi bénh dang dung coumarin hodc dén chét indandion.

Cén phai cha y dén kha ning gdy ha than nhiét nghiém trong & ngudi bénh dung ddng thoi phenothiazin va ligu phap ha nhiét (nhu

paracetamol). |

Ubng rugu qué lidu va dai ngay c6 thé lam ting nguy co gdy ddc cho gan cua paracetamol. ‘

Thugc chdng co giat (gdm phenytoin, barbiturate, carbamazepin) gdy cam (g enzyme & microsom gan, ¢6 thé 1am tang tinh doc hai gan |

ciia paracetamol do ting chuyén héa thudc thanh nhimg chét dc hai gan. Ngoai ra, ding déng thdi isoniazid véi paracetamol ciing c6 thé ‘

din dén tang nguy co doc tinh voi gan, nhung chua xac dinh dugc co ché chinh xéc cuia twong tic ndy. Nguy co paracetamol gay doc tinh

gan gia ting dang ké & ngudi bénh ubng liu paracetamol 16n hon liéu khuyén ding trong khi dang dung thuc chéng co git hogc isoniazid. |

Thudmg khong cgn giam liéu & ngudi bénh ding ddng thoi lidu diéu tri paracetamol va thudc chdng co gidt; tuy vy, ngudi bénh phai han

ché sir dung paracetamol khi dang diing thudc chéng co git hodic isoniazid. Probenecid ¢6 thé 1am giam ddo thai paracetamol va lam giam

thori gian nira ddi trong huyét twong cua paracetamol. j‘
\

Isoniazid va cac thuc chdng lao 1am tang dc tinh clia paracetamol ddi véi gan.

Loratadin:

Loratadin dugc chuyén héa béi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi viy sir dung ddng thoi véi nhimg thube tre ché hodc b
chuyén héa bang nhimg enzym nay c6 thé tao ra thay ddi vé& ndng do thudc trong huyét twong va c6 thé c6 téc dung khong mong muén. Céc |
lhug,c da biét ¢6 trc ché enzyme trén bao gdm: Cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

Piéu trj ddng thoi loratadin va cimetidin din dén tang ndng do loratadin trong huyét trong 60%, do cimetidin (rc ché chuyén héa cua
loratadin. Diéu nay khong c6 biéu hién 1am sang.

Diéu trj ddng thoi loratadin va ketoconazol dén t¢i ting ndng d¢ loratadin trong huyét twong gép 3 14n, do trc ché CYP3A4. Diéu d6 khong
¢6 biéu hién 14m sang vi loratadin c6 chi sb diéu trj rong.

Didu trj ddng thoi loratadin va erythromycin din dén tang ndng dd loratadin trong huyét twong. AUC (dién tich dudi dudmg cong ciia ndng
d6 theo thai gian) cua loratadin, ting trung binh 40% va AUC cua desloratadin tang trung binh 46% so véi diéu trj loratadin don doc. Trén
dién tdm dd khong c6 thay ddi vé& khoang QTc. V& mit 1am sang, khong c6 biéu hién sy thay ddi tinh an toan cua loratadin va khong ¢6
thong béo vé tic dung an thin hojc hién tugng ngét khi diéu trj ddng thoi 2 thude nay.

Chéng chi dinh ding dang két hop loratadin va pseudoephedrine khi dang va da ding céc thuc rc ché MAO trong vong 10 ngdy, vi cac |
thudc nay ¢6 anh hudng dén tac dung trén huyét 4p cua pseudoephedrine. 1
Dextromethorphan:

Dextromethorphan duge chuyén héa chinh nhd cytochrom Pys, isoenzym CYP2D6, boi viy tuong tic véi cic thudc e enzyme nay nhu
amiodarone, haloperidol, propafenon, thioridazin, quinidin lam gidam chuyén héa cuia dextromethorphan & gan, 1am ting ong d cac chit
ndy trong huyét thanh va tang cac ADR cua dextromethorphan.

Trénh ding ddng thoi véi céc thube trc ché MAO vi ¢6 thé giy phan img tuong téc c6 hai.

Diing ddng thdi véi cac thude tre ché thén kinh trung vong (TKTW) c6 thé tang cudmg tic dung trc ché TKTW cuia nhimg thudc nay hodic
cua dextromethorphan.

Valdecobid lam tang n6ng do cua dextromethorphgn trong huyét thanh khi dung cung nhau. Dextromethorphan dung cung linezolid gay hoi
chimg giéng hoi chimg serotonin. Memantin c6 thé lam téng ca tin xudit va tac dung khong mong mudn cia memantin va dextromethorphan |
bai vy tranh dung két hgp. Khong ding két hop véi moclobemid. !

10.T4c dyng khéng mong mubn

Paracetamol: Téc dyng phy do paracetamol thudmg nhe va c6 thé hdi phuc sau khi ngung dung thuéc. it giip ndi mén, ban do hay may day, |
budn ndn, ndn, loan tao mau, thiéu mau, bénh than, phan img qué man.

Loratadin: Loratadin thuomg gy dau ddu, khd miéng, mét moi, budn ngu. it khi gy chéng mit, khd mdi va hét hoi, viém két mac. Trim
cam, tim ddp nhanh, budn ndn, chirc nang gan bét thudmg, kinh nguyét khong déu, ngoai ban, ndi may day, va choéng phan vé hiém khi xay
ra.

Dextromethorphan: Dextromethorphan thutmg gy mét moi, chéng mit, nhip tim nhanh, budn nén, do bimg. Thinh thoang ndi may day va |
budn ngi nhe. Uc ché thin kinh trung wong va suy ho hdp co thé xay ra trong truomg hop qua lidu 1
Ngung sir dyng va héi § kién béc sTnéu: Xudt hi¢n déu hi¢u méi bit thutmg, sung phil hay phat ban, cam thay hdi hop, chéng mat va mét
ngu, cdc tri¢u chimg khong cai thién sau 7 ngay hodc c6 sét kém theo. 5

2 o\
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Théng bio cho bic si nhirng tic dyng khéng mong muén giip phii khi sir dyung thudc.
11. Qui lidu va xir tri
. Do paracetamol
- Tri¢u chimg: Budn nén, ndn, dau bung va xanh xao thudng xuét hién trong gidr ddu. Qua lidu tir 10 g tré 1én (150 mg/kg cin ning & tré
em) co thé gdy huy hoai té bao gan, dén dén hoai tir gan hoan toan va khong hdi phyc; toan chuyén hoa va bénh ndo c6 thé din dén hon
mé va chét. Ngoai ra, ndng do aminotransferase va bilirubin huyét twong ting, thoi gian prothrombin kéo dai, c6 thé xudt hién sau 12-48
gio. :
; - Xir tri: Rira da day hoac cho ubng than hoat dé loai trir ngay thudc da ubng. Tiém tinh mach hoac cho udng N-acetylcystein, thudc giai
doc dic hiéu cua paracetamol, hi¢u qua nhét 12 trudc gidr thir 10 sau khi ding qua lidu.
Do loratadin
- Tri¢u chimg: Budn ngu, tim dap nhanh va nhirc diu.
- Xir tri: Didu trj triéu chimg va diéu trj hd trg. Trong trudng hop ngd doc cép, nén 1am rdng da day bing cich gdy non hoic rira da day. i
Do dextromethorphan ‘
- Triéu chumg: Bubn non, ndn, budn ngi, nhin md, do gidc, mét diéu hoa, suy hé hip, co giit.
- Xir tri: Chuyén ngay bénh nhén dén bénh vién gn nhét. Diéu trj hé trg. Tiém tinh mach nhanh naloxon dé giai doc dextromethorphan.
12. Diéu ki¢n bio quan: Dé noi kho réo, tranh 4nh sang, nhiét do khong qua 30°C. ,
13. Han ding: 36 théng ké tir ngdy san xuét. {
| 14. Tén, dja chi cia co s& sin xuit:
CONG TY TNHH DUQC PHAM GLOMED |
Dia chi: S6 35 Pai Ly Ty Do, KCN Viét Nam — Singapore, thj xa Thuén An, tinh wong. ' :
DT: 0650.3768823 Fax: 0650.3769095 :

AIS. Ngay xem xét sira di cip nhit lai ndi dung hwémg din sir dung thube: 24/10/2016

el |

Ngay 4§ théng /1 nim 2016
Téng giam

.1
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TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén sin phim
Tén generic hogc tén chung qudc té: Paracetamol, Loratadin, Dextromethorphan hydrobromid
Tén biét dugc: GLOTADOL® COLD
Thubc bén theo don
Pé xa tim tay cta tré em
Poc k§ huéng din sir dung trudc khi dung
Théng béo ngay cho bac sy nhimg tac dung khong mong mudn gip phai khi sir dung thude.
2- Thanh phin cia thube
MG3i vién nén bao phim chia:

Hoat chdt: Paracetamol 500 mg
Loratadin 5mg
Dextromethorphan hydrobromid 15 mg

Ta dugc: Cellulose vi tinh thé 101, pregelatinized starch, natrigtarchglycolat, silic dioxyd thé "

keo, povidon K30, talc, magnesi stearat, Opadry white, brilliant blte, quinoline yellow lake. -

3- Mé ta sin phim
GLOTADOL® COLD c¢6 dang vién nén bao phim, ding dé udng.
M5 ta: Vién nén bao phim dai, mau xanh, mt mit ¢ khic gach ngang, mt mit c6 khic chir
GLM.

4- Quy cach déng goi
Hop 10 vi x 10 vién nén bao phim.

Hop 20 vi x 6 vién nén bao phim.

5- Thudc dung cho b¢nh gi? |
Lam giam nhanh chéng céc tridu chimg do cam lanh va cim ctim thong thuong nhu hét hoi, s6 |\
mii, viém mii dj img, may day, ngira miii hay hong, ho, s6t, nhirc d4u va dau nhirc minh, nhirc ,
dau két hop vai viém xoang.

6- Nén ding thudc nay nhw thé nao va liéu lwgng?

Nén udng thudc trong bira in hojc sau bira in.

Ngudi 16n va tré em trén 12 tudi: Udng 1 vién/lan, 2 lan/ ngay.

Tré em tir 6 - 12 tudi: Theo chi dén cua bac si.

7- Khi nao khong nén ding thudc nay?

Qué min véi cac thanh phén cia thudc.

Suy gan hay suy thdn ndng, thiéu glucose - 6 - phosphat dehydrogenase.

Bénh nhan nhiéu lan thiéu méau.

Pang dung cac thudc rc ché monoamin oxydase.

Tré em dudi 6 tudi.

8- Tac dung khong mong mudn
Paracetamol: Tac dung phu do paracetamol thuong nhe va cé thé hdi phuc sau khi ngung dung
thude. it gap ndi man, ban dé hay may day, budn ndn, ndn, loan tao mau, thieu mau, b¢nh than,
phan Umg qua man.

Loratadin: Loratadin thuong gy dau déau, kho miéng, mét moi, budn xngt’l. ft khi gdy chong

mit, kho mii va hét hoi, viém két mac. Trim cam, tim ddp nhanh, buon ndn, chl’_rg nang ga.m

bét thuong, kinh nguyét khong déu, ngoai ban, ndi may day, va choéng phan vé hiém khi xay

ra. g

Dextromethorphan: Dextromethorphan thuong gay mét mdi, chong ﬂic’.it, r.xhip tim nhanh, bu6n

ndn, dé bung. Thinh thoang ndi may day va budn ngu nhe. Uc ché than kinh trung uong va suy

ho hip c6 thé xdy ra trong truong hop qud licu
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Ngung sir dung va héi y kién béc si néu: Xuit hién ddu hiéu méi bat thuong, sung phu hay
phét ban, cam thiy hdi hdp, chéng mit va méit ngu, cac triéu chimg khong cai thién sau 7 ngay
hoic ¢6 sdt kém theo.
Théng bio cho bic si nhirng tic dung khong mong mudn gip phai khi sir dung thube.

9- Nén trdnh ding nhirg thudc hodc thye phim gi khi dang ding thudc nay?
Paracetamol.
Thubc chong dong mau: ubng dai ngay paracetamol lam ting nhe tac dung chéng dong cua
coumarin va din chit indandion. Di liéu nghién ciru con mau thuan nhau va con nghi ngd ve
tuong tac nay, nén paracetamol dugc uva dung hon salicylat khi cin giam dau nhe hoic ha st
cho nguoi bénh dang dung coumarin hoic din chét indandion.
Cén phai chu y dén kha ning giy ha thin nhiét nghiém trong & ngudi bénh ding dong thoi
phenothiazin va li¢u phap ha nhi¢t (nhu paracetamol).
Uéng ruQu qua liéu va dai ngay c6 thé lam ting nguy co gdy ddc cho gan clia paracetamol.
Thudc chong co giat (gom phenytoin, barbiturate, carbamazepin) gay cam ung enzyme &
microsom gan, c6 thé 1am ting tinh doc hai gan ¢ cuia paracetamol do ting chuyén héa thube

~

thanh nhng chét dgc ha1 gan. Ngoéu ra, dung ddng thoi 1son1a21d vai paracetamol ciifig c6 thé

paracetamol 16n hon lidu khuyén dung trong khi dang dung thuoc chén 1at hodc isoniazid.
Thudng khong cin giam liéu & ngudi bénh ding ddng thoi lidu diéu trj paracetamol va thude
chong co gidt; tuy vay, ngudi bénh phai han che sir dung paracetamol khi dang ding thudc
chong co giat hogc isoniazid. Probenecid c6 thé 1am giam do thai paracetamol va lam giam
thoi gian nira doi trong huyet tuong cua paracetamol.

Isoniazid va céc thude chéng lao 1am ting dgc tinh cua paracetamol déi véi gan.

Loratadin:

Loratadin dugc chuyen hoa boi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi véy sir
dung dong thm vorl nhimg thudc trc ché hoic bj chuyén héa bing nhitng enzym nay cé the tao
ra thay dbi vé ndng do thudc trong huyét tu'omg va c6 thé c6 tac dung khong mong mubn. Céc
thude da biét c6 e ché enzyme trén bao gom: Cimetidin, erythromycin, ketoconazol, quinidin,
fluconazol va fluoxetin.

Diéu trj dong thoi loratadin va cimetidin din dén tdng nong d¢ loratadin trong huyét tuong
60%, do cimetidin e ché chuyén héa cua loratadin. Piéu nay khdng c6 biéu hién 1am sang.
Dxeu tri ddng thoi loratadm va ketoconazol dan téi ting ndng do loratadin trong huyét tuong
gip 3 lan, do tc ché CYP3A4. Didu d6 khong c6 biéu hién 1dm sang vi loratadin ¢6 chi sé diéu
tri rong

Diéu trj ddng thoi loratadin va erythromycin dan dén tiang ndng do loratadin trong huyét tuong.
AUC (dién tich dudi duong cong ctia nong do theo thoi glan) cua loratadin, ting trung binh
40% va AUC cua desloratadm tang trung binh 46% so véi diéu trj loratadin don doc. Trén dién
tam d6 khong c6 thay ddi vé khoang QTec. V& mit 1am sang, khong c6 biéu hién sy thay dm
tinh an toan cua loratadin va khong c6 thong béo vé tac dung an than hogc hién twong ngét khi
diéu trj ddng thoi 2 thube nay

Chong chi d;nh dung dang két hop loratadin va pseudoephedrine khi dang va di dung céc
thude rc ché MAO trong vong 10 ngay, vi cac thudc nay c6 anh huéng dén tac dung trén huyét
ap cua pseudoephedrine.

Dextromethorphan:

Dextromethorphan duoc chuyén héa chinh nh& cytochrom Pyso isoenzym CYP2D6, boi viy
tuong tic v6i céc thudc e ché enzyme nay nhu amiodarone, haloperidol, propafenon
thioridazin, qumldm lam giam chuyén héa cua dextromethorphan & gan, lam ting ndng d9 cac
chit nay trong huyét thanh va tang cac ADR cua dextromethorphan

Tranh dung ddng thoi véi cac thude e ché MAO vi c6 thé gdy phan ung tuorng tac c6 hai.

Dung dong thoi véi céc thude e ché thin kinh trung wong (TKTW) c6 thé ting cudng téc
dung trc ché TKTW cua nhimg thudc nay hodc cia dextromethorphan.
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Valdecobid lam ting ndng d9 cua dextromethorphan trong huyét thanh khi dung cing nhau.
Dextromethorphan dung cung linezolid gdy hdi ching glong hdi ching serotonin. Memantin
¢6 thé lam ting ca tan xudt va tac dung khong mong mudn ciia memantin va dextromethorphan
bai vay tranh dung két hop. Khong ding két hop v6i moclobemid.

10- Cin 1am gi khi m{t ldn quén ding thube?

Bo qua lidu da quén va ung liéu ké tiép vao gid thuong 1¢. Khong udng liéu gap doi dé bu cho
lidu bo sot.

11- Cin bio quén thudc niy nhur thé nao?

Dé noi khd rdo, tranh 4nh sang, nhiét d6 khong quéa 30°C.

12- Nhirng du hi¢u va triéu chirng khi ding thuc qus li¢u

Do paracetamol

Budn ndn, ndn, dau bung va xanh xao thudng xuat hle;n trong gio dau. Qua lidu tir 10 g trd 1én
(150 mg/kg cén nidng & tré em) cé thé gay huy hoai té bao gan, dan dén hoai tir gan hoan toan
va khong hdi phuc; toan chuyén héa va bénh nio c6 thé din dén hon mé va chét. Ngoai ra,
ndng d aminotransferase va bilirubin huyét twong ting, thoi gian prothrombin kéo dai, c6 thé
xuit hién sau 12-48 gio.

Do loratadin

Budn ngu, tim dap nhanh va nhirc dau.

Do‘dextromethor;‘)han gy )
Buon nén, nén, budn ngu, nhin md, do gidc, mat diéu hoa, suy hd hap, co giay
13- Cin phai lam gi khi ding thudc qui liéu khuyén cdo0?

Do paracetamol \

Rira da day hoZc cho udng than hoat dé loai trir ngay thudc da udng. liém tinh mach hogc cho
udng N-acetylcystein, thudc giai doc dic hiéu ciia paracetamol, hiéu qua nhét 1a trudce gid thir
10 sau khi ding qua liéu.

Do loratadin

Piéu trj triéu chimg va diéu trj hd trg. Trong trudng hop ngd doc cip, nén lam rdng da day
bing cach gy ndn hoc rira da day.

Do dextromethorphan

Chuyén ngay bénh nhan dén bénh vién gin nhét. Diéu trj hd trg. Tiém tinh mach nhanh
naloxon dé giai dgc dextromethorphan.

14- Nhirng diéu can thin trong khi dung thudc nay?

Paracetamol nén dugc dung thén trong trén ngudi nghlen rugu, bénh nhan c6 chirc ning gan
hodc than bj suy yéu. Khong uéng rugu trong thoi gian ding thude.

Than trong khi dung loratadin cho ngudi bi suy gan hay thiéu nang than, xuit hién nhig ndt
phat ban c6 mau bit thuorng, thdm tim hay gidp da ma khong ngira, nguoi gia.

Tranh uong rugu trong sudt thoi gian diéu trj v6i dextromethorphan Lam dung
dextromethorphan c6 thé xay ra kh1 dung thudc véi liéu cao va kéo dai.

Biéc si can canh béo bénh nhan vé cac ddu hiéu cua phén ung trén da nghiém trong nhu hdi
ching Steven-Jonhson (SJS), hi ching hoai tir da nhiém doc (TEN) hay hoi chimg Lyell, hoi
ching ngoai ban myn mu toan than cap tinh (AGEP).

Sir dung trén phu nir ¢6 thai: Chua xac dinh dugc tinh an toan cua thude dung khi thai nghén
lién quan dén tac dung khong mong mudn cé the ¢6 dbi vé6i thai nhi. Do véy, chi nén ding
thude nay cho phu nir mang thai khi thét can thiét.

Sir dyng trén phu nir cho con bi: Khong thiy c6 tac dung khéng mong mubn & tré nho b
me khi ngudi me dung paracetamol Loratadin c6 thé qua duoc sira me va anh huéng dén tré
bu me. do vdy, nén quyét dinh ngung cho tré b hoic ngung thudc tily vao tim quan trong cua
thube ddi véi ngudi me

Anh huéng cia thude 1én kha niing ldi xe va vin hanh miy méc: Vi dextromethorphan c6




nttps://vnras.com/drug/

thé gdy chong mit va buon ngt nhe, do d6 nén than trong khi dang l4i xe va van hanh méy
moc.
15- Khi nio cin tham vin béc s§?
Nén tham vén béc sT trong nhimg trudng hop sau: Xuit hién diu hiéu méi bit thudong, sung
phi hay phat ban, cam thdy hdi hop, chéng mit va mit ngu, cac triéu chimg khong cai thién
sau 7 ngay hoic c6 st kém theo.
Néu cin thém théng tin xin héi y kién bdc sy hodc duwgc si.
16- Han dang cia thube
36 thang ké tir ngay san xuét.
17- Nha san xuét/chi s¢ hiru gidy phép ding ky sin phim
CONG TY TNHH DUQC PHAM GLOMED
Dia chi: S 35 Dai Ly Tu Do, KCN Viét Nam — Singapore, thj xa
""" Thuén An, tinh Binh Duong.
18-Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thu
24/10/2016
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