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HOp 20 vi x 6 vién nén bao phim

Glotadol coto

Thanh phdn: M&i vien nén bao phim chifa Paracetamol 500 mg, Loratadin 5 mg,

Dextromethorphan hydrobromid 15 mg.
Th ORIC VIR G0 .......or cocniomierimmiistl

Chi gjnh, liéu ltgng, c4ch ding, chiing chi djnh vA cdc thong tin khic vé sin phdm:

Xin doc t huong din sif dung.

08 xa tim tay cia tré em - Doc ki hudng din sir dyng trude khi ding.

Béo quan: DE nol kho réo, tranh dnh séng, nhigt d) khdng qud 30°C
$DK/ Reg. No.:

San xudt bdi: CONG TY TNHH DUGC PHAM GLOMED.
35 Dai Lo Ty Do, KCN Viét Nam - Singapore, Thugn An, Binh Duong

RX THUGC BAN THEO DON Box of 20 blisters of 6 film coated tablets

NHAN HOP GLOTADOL COLD (Hop 20 vi x 6 vién) ¥
Kich thudc: o a @
Dai :140 mm

Rong : 88 mm

G <% mm PAIN RELIEVER, FEVER REDUCER, c 0 lD
COUGH SUPPRESSANT, ANTIALLERGIC

Headache, cough, allergic rhinitis, runny nose, sneezing

A

Rx PRESCRIPTION ONLY Box of 20 blisters of 6 film coated tablets Box of 20 blisters of 6 film coated tablets Rx THUOC BAN THEO BON HOp 20 vi x 6 vién nén bao phim

Glotadol  Glotadolcow Glotadol

Dextromethorphan hydrobromide 15 mg.

Excipients q.s. reensueensee] fDIGE.
Indications, dosage, administration, contraindications and other information: 2 X
EVER Rfﬁ(ﬁff& Please v‘:i‘:r to the package insert. GIAM DAU/ HA SOTI
NTIALLERGIC Keep out of reach of children - Read carefully the leaflet before use. ‘rR I H 0, K H A’ N G D l (]‘NG

Storage: Store at the temperature not more than 30°C, in a dry place, protect from light.

Headache, cough, allergic rhinitis, runny nose, sneezing Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd Nhife da“u, ho, viém miii dj ing, sﬁ’ miii, hé'i hai

7 35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong. e

S6 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date




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 5mg
Dextromethorphan hydrobromid 15 mg

Td dugc: 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. Dugec luc hoc va duge dong hoc
Duwgc lyec hoc
Nhom dugc ly: Thubc giam dau va ha nhiét khéac — céc anilid.
Mi ATC: N02B E51
GLOTADOL COLD la mdt thudc chira nhidu thanh phén c6 tic dung lam giam nhanh chéng cam lanh va cam cim. Paracetamol lam giam
dau bing cach 1am ting ngudng dau va ha nh1¢t thong qua téc dong trén trung tam diéu nhiét & ving dudi ddi. Loratadin 12 1 khang histamin
3 vong c6 tac dong kéo dai vdi hoat tinh dbi khang chon lgc trén thy thé H, & ngoai bién. Dextromethorphan 1a thuéc giam ho trong trudng
hop ho khong c6 dom, tic dung 1€n trung tdm ho & hanh néo.
Duwgc dpng hoc
Paracetamol:
Hép thu: Paracetamol duqc hép thu nhanh va hu nhu hoan toan qua dudng tiéu héa. Thic &n cb thé 1am vién nén giai phong kéo dai
paracetamol chdm dugc hdp thu mot phén Thirc &n gléu carbohydrat 1am giam ty 18 hip thu cia paracetamol. Ndng do dinh trong huyét
tuong dat trong vong 30-60 phut sau khi uong v6i lidu diéu tr.
Phén bd: Paracetamol phan bd nhanh va dong déu trong phin 16n cic mé cua co thé. Khoang 25% paracetamol trong mau két hop voi
protein huyét trong.
Thai trir: Nira doi huyét tuong ciia paracetamol la 1,25-3 gid, c6 thé kéo dai véi heu gdy doc hoac & ngudi bénh c6 thuong tén gan. Sau liéu
didu trj, c6 thé tim thiy 90-100% thudc trong nudc tiéu trong ngay thir nhét, chi yéu sau khi lién hop trong gan véi acid glucuronic (khoang

60%), acid sulfuric (khoang 35%) hodc cystein (khoang 3%) ciing phat hién thdy mot lugng nhé nhimng chat chuyén héa hydroxyl — héa va
khir acetyl. Tré nhé it kha nang glucuro lién hop véi thude hon so véi ngudi 16n.
Paracetamol bj N-hydroxyl héa bdi cytochrom Pyso dé tao nén N-acetyl-benzoquinonimin (NAPQ), mjt chét trung gian c6 tinh phan mg
cao. Chét chuyén hoa nay binh thudng phan g v6i cac nhém sulfhydryl trong glutathion cua gan; trong tinh trang do, chit NAPQ khong
dugc lién hop véi glutathion gdy doc cho té bao gan, din dén viém va c6 thé din dén hoai tir gan.
Loratadin:
Loratadin hap thu nhanh sau khi uéng, tac dung khang histamin cua thuéc xuét hién trong vong 1 -4 glb dat t6i da sau 8 — 12 glb va kéo da;

hon 24 gid. Nong 46 cua loratadin va descarboethoxyloratadin (desloratadin) dat trang théi on dinh & phén 16n ngudi bénh vao khoang ngayi

thir nam dung thudc.
Néng do dinh trong huyét tuong trung binh cﬁa loratadin va chét chuyén héa c6 hoat tinh ctia n6 (desloratadin) twong tng 1a 1,5 va 3,7 gid.
Sinh kha dyng cua thudc tang va thoi glan dat ndng d¢ dinh bj kéo dai bai thirc an.

98% loratadin lién két véi protein huyét twong. Nira doi thai trir cua loratadin 1 8,4 glé va cua desloratadin 1a 28 gid. Nira doi cua thudc
bién déi nhiéu giira cac c4 thé, khong bj anh huéng boi uré méu, ting 1én & ngudi cao tudi va ngudi xo gan.

Do thanh thai cta thudc 12 57 — 142 ml/phit/kg va khong bj anh huéng béi uré méu nhung giam & ngudi bénh xo gan. Thé tich phan bd cia
thudc 1a 80 — 120 lit/kg.

Loratadin chuyén héa nhiéu khi qua gan lan d4u béi hé¢ enzym microsom cytochrom Pyso chii yéu thanh desloratadin, 1a chdt chuyén héa c6
L, téc dung dugc ly.

Khoéng 80% tdng liéu ciia loratadin bai tiét ngang nhau ra nuéc tiéu va phan du’é‘l dang chét chuyén héa trong vong 10 ngay.
Loratadin va desloratadin vao sira me va dat ndng do dinh twong dwong vi ndng do thuée trong huyét trong. Khong qua hang rao
& lidu thong thuong.
Dextromethorphan:

Dextromethorphan hap thu nhanh qua dudng tiéu hoa va c6 tac dung trong vong 15 — 30 phut sau khi uong, kéo dai Khoang 6-8 gitr (12 gid

voi dang giai phéng cham). Thudc dugc chuyén hoa & gan va bai tiét qua nude tiéu dudi dang khong déi va cac chét huy&n héa demethyl,
trong s d6 ¢6 dextrorphan ciing c6 tac dung giam ho nhe.

4. Quy cdch déng géi: Hop 10 vi x 10 vién nén bao phim.
Hop 20 vi x 6 vién nén bao phim.

5. Chi dinh
Lam giam nhanh chéng céc trigu chimg do cam lanh va cam cim thong thudng nhu hit hoi, sé miii, viém mii dj img, may day, ngtra mii
hay hong, ho, st, nhirc diu va dau nhirc minh, nhtrc dau két hop véi viém xoang.
6. Liéu dung va cich ding
Ngudi 16n va tré em trén 12 tudi: Ubng 1 vién/lan, 2 14n/ ngay.
Tré em tir 6 - 12 tudi: Theo chi dn cua béc si.
Nén udng thudc trong bira in hoic sau bira in.
7. Chéng chi djnh
Qu4 mén v6i cac thanh phan cua thudc.
Suy gan hay suy thén ning, thiéu glucose - 6 - phosphat dehydrogenase.
Bénh nhan nhiéu lan thiéu mau.
Pang dung céc thubc (rc ché monoamin oxydase.
Tré em dudi 6 tudi.
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8 Luu y va than trong

Paracetamol nén duoc dung thén trong trén ngudi nghién ruou, bénh nhéan cé chirc ning gan hodc than bi suy yeu Khong uong ruQu trong |

thoi gian dung thudc.
Thén trong khi dung loratadin cho ngudi bj suy gan hay thiéu ning than, xuét hién nhimg ndt phét ban c6 mau bt thuong, tham tim hay
gi0p da ma khong ngira, ngubl gia.
Tranh ubng ruou trong sudt thoi gian diéu trj v&i dextromethorphan. Lam dung dextromethorphan c6 thé xay ra khi ding thubc véi lidu cao
va kéo dai.
Béc i cAn canh b4o bénh nhan v& cac d4u higu cla phan tng trén da nghiém trong nhu hoi chimg Steven- Jonhson (SJS), hoi ching hoai tir
da nhiém doc (TEN) hay hdi chimg Lyell, hi chimg ngoai ban myn mu toan than chp tinh (AGEP).
Sir dung trén phu nir ¢6 thai: Chua xéc dinh dugc tinh an toan cua thubc dung khi thai nghén lién quan dén tac dung khong mong mudn c¢6
thé c6 ddi vai thai nhi. Do vay, chi nén dung thubc nay cho phy nir mang thai khi thét can thiét.
Sir dung trén phy nir cho con bi: Khong thdy c6 tac dung khong mong mudn & tré nho b me khi ngudi me dung paracetamol. Loratadin
c6 thé qua dugc sita m¢ va anh hudng dén tré bu me. do véy, nén quyét dinh ngung cho tré bt hodc ngung thudc tity vao tdm quan trong cuia
thudc déi voi ngudi me.
Anh huéng ciia thudc 1én kha niing 14i xe va vin hanh may méc: Vi dextromethorphan c6 thé gay chéng mit va budn ngi nhe, do d6 nén
thén trong khi dang 14i xe va van hanh may méc.

. Twong tic cia thudc véi cac thude khic va cdc dang twong tdc khic
Paracetamol:

Thubc chéng dong mau: ubng dai ngay paracetamol lam tang nhe tac dung chéng dong ctia coumarin va dén chat indandion. Dir liéu nghién
clru con mau thuin nhau va con nghl ngd ve tuong téc nay, nén paracetamol dugc wa dung hon salicylat khi cdn giam dau nhe hoic ha sbt
cho ngudi bénh dang diing coumarin hogc dan chét indandion.

Cén phai chu y dén kha ning gy ha than nhiét nghiém trong & ngudi bénh dung ddng thoi phenothiazin va liéu phap ha nhiét (nhu
paracetamol).

Uong ruQu qua liéu va dai ngay c6 thé 1am tang nguy co gdy doc cho gan clia paracetamol.

Thudc chéng co giat (gdm phenytoin, barbiturate, carbamachm) gdy cam (g enzyme & microsom gan, c¢6 thé 1am tang tinh doc hai gan
cua paracetamol do tang chuyén héa thuéc thanh nhig chét doc hai gan. Ngoai ra, dung ddng thoi isoniazid véi paracetamol ciling c6 thé
dan dén ting nguy co doc tinh véi gan, nhung chua xac dinh dugc co ché chinh x4c ciia tuong tac nay. Nguy co paracetamol gdy doc tinh
gan gia téng dang ké o ngudi bénh udng lidu paracetamol 16n hon lidu khuyén ding trong khi dang dung thude chdng co giét hodc isoniazid.
Thudng khong can giam liéu & ngudi bénh dung ddng thoi lidu didu tri paracetamol va thube chong co gidt; tuy vay, ngudi bénh phai han
ché sir dung paracetamol khi dang dung thudc chéng co gidt hoic isoniazid. Probenecid c6 thé 1am giam dao thai paracetamol va lam giam
thoi gian nira doi trong huyét twong cua paracetamol.

Isoniazid va cac thubc chdng lao lam tang doc tinh cta paracetamol déi véi gan.

Loratadin:

Loratadin dugc chuyén héa boi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi viy sir dung ddng thoi véi nhitng thudc wre ché hoic bi
chuyén héa bing nhimg enzym ndy c6 thé tao ra thay doi vé ndng do thudc trong huyét tuong va c6 thé c6 téc dung khong mong mudn. Céc
thudc da bi€t c6 e ché enzyme trén bao gom: Cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

Diéu tr ddng thoi loratadin va cimetidin din dén ting ndng do loratadin trong huyét trong 60%, do cimetidin irc ché chuyén héa cia
loratadin. Piéu nay khong c6 biéu hién 14m sang.

bidu tri dbdng thoi loratadin va ketoconazol dAn t6i tang ndng d¢ loratadin trong huyét twong gip 3 14n, do e ché CYP3A4. Didu d6 khong
¢6 bidu hi¢n 14m sang vi loratadin c6 chi sb didu tr; rong.

Diéu trj ddng thoi loratadin va erythromycin dn dén ting ndng do loratadin trong huyét trong. AUC (dién tich dui dudng cong cua ndng
d¢ theo thoi gian) cua loratadin, tang trung binh 40% va AUC cua desloratadin ting trung binh 46% so véi diéu trj loratadin don doc. Trén
dién tm b khodng c6 thay dbi v& khoang QTec. Ve mét 14m sang, khong c6 biéu hién sy thay ddi tinh an toan ciia loratadin va khong ¢6
thong béo vé tac dung an than hoc hién tugng ngét khi diéu trj ddng thoi 2 thubc nay.

Chong chi dinh dung dang két hop loratadin va pseudoephedrine khi dang va da ding cac thuéc e ché MAO trong vong 10 ngay, vi cac
thudc nay c6 anh huong dén tac dung trén huyét ap cua pseudoephedrine.
Dextromethorphan:

Dextromethorphan dugc chuyén héa chinh nhds cytochrom Py, isoenzym CYP2D6, boi vy tuong tac véi céc thude relché me nay nhu
amiodarone, haloperidol, propafenon, thioridazin, quinidin lam giam chuyén hoa cua dextromethorphan & gan, 1am tang mong do céc chit
ndy trong huyét thanh va ting cdc ADR cua dextromethorphan.

Tranh ding dong thdi voi cac thude e ché MAO vi ¢6 thé gay phan tmg trrong téc c6 hai.

Dung déng thdi véi céc thude e ché than kinh trung wong (TKTW) ¢6 thé ting cudng tac dung trc ché TKTW cua nhimg thube nay hogc
cua dextromethorphan.

Valdecobid lam tang ndng do cia dextromethorphan trong huyet thanh khi dung cing nhau. Dextromethorphan dung cung linezolid gay hoi

chimg gidng hoi chimg serotonin. Memantin ¢ thé lam tang ca tAn xudt va tic dung khéng mong mudn ctia memantin va dextromethorphan
boi vay tranh dung két hop. Khong ding két hop voi moclobemid.

10.T4c dung khéng mong mudn

Paracetamol: Téc dung phu do paracetamol thudng nhe va c6 thé h01 phuc sau khi ngung dung thudc. {t gip ndi mén, ban do hay may day,
budn ndn, ndn, loan tao mau, thiéu mau, bénh than, phan g qua man.

Loratadin: Loratadin thufmg gy dau dau, kho miéng, mét moi, budn ngu. it khi géy chong mét, khd mui va hét hoi, viém két mac. Trim
cam, tim ddp nhanh, budn nén, chirc ning gan bét thudng, kinh nguyét khong déu, ngoai ban, ndi may day, va choang phan vé hiém khi xay
ra.

Dextromethorphan: Dextromethorphan thuong gay mét moi, chéng mat, nhip tim nhanh, budn ndn, do bung. Thinh thoang ndi may day va
budn ngi nhe. Ut ché than kinh trung uo'ng va suy hd hép c6 thé xay ra trong truong hop qué liéu

Ngung sir dung va héi y kién bac s néu: Xuét hién ddu hi¢u méi bét thudng, sung phi hay phét ban, cam thdy hdi hop, chong mat va mét
ngu, céc trigu chimg khong cai thién sau 7 ngay hoic c6 sbt kém theo.
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15. Ngiy xem xét sira ddi cip nhat lai ngi dung hwong din sir dung thubc: 24/10/2016
-

Théng bdo cho béc si nhitng tic dung khéng mong mudn gip phii khi sir dung thubc.
11. Qué lidu va xir tri
Do paracetamol
- Tri¢u chung: Budn nén, nén, dau bung va xanh xao thudng xuéit hién trong glb du. Qua lidu tir 10 g try 1én (150 mg/kg cén ndng & tré
em) c6 thé gy hiy hoai té bao gan, dan dén hoai tir gan hoan toan va khong hdi phuc toan chuyén hoa va bénh ndo c6 thé din dén hon
mé va chét. Ngoai ra, ndng do aminotransferase va bilirubin huyét twong tang, thoi gian prothrombm kéo dai, c6 thé xuét hién sau 12-48
gio.
- Xir tri: Rira da day hodc cho udng than hoat dé loai trir ngay thudc da uéng. Tiém tinh mach hoic cho ubng N-acetylcystein, thubc giai
ddc dic hidu cua paracetamol, hiéu qua nhét 13 trudce gi thir 10 sau khi ding qua liéu.
Do loratadin
- Trig¢u chitng: Budn ngu, tim dap nhanh va nhirc dau.
- Xir tri: Diéu trj triéu ching va didu trj hd trg. Trong truong hop ngd doc cip, nén 1am rdng da day bing cach gay ndn hoic rira da day.
Do dextromethorphan
- Trigu chimg: Budn ndn, ndn, budn ngu, nhin mo, ao giac, mét diéu hoa, suy ho hfip, co giat.
- X tri: Chuyen ngay bénh nhan dén bénh vién gan nhét. Didu trj hd trg. Tiém tinh mach nhanh naloxon dé gidi doc dextromethorphan.
12. Piéu kién bao quin: D& noi khd réo, tranh énh sang, nhi¢t do khong qua 30°C.
13. Han ding: 36 thang ké tir ngdy san xuét.
14. Tén, dja chi ciia co's¢ sin xudt:
CONG TY TNHH DUQC PHAM GLOMED
Dija chi: S6 35 Pai Lo T Do, KCN Viét Nam — Singapore, thi xa Thuén An, tinh wong.
PT: 0650.3768823 Fax: 0650.3769095

Ngay 4§ thang /1 nam 2016

https://nhathuocngocanh.com/
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TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén sén phim
Tén generic hoic tén chung quc té: Paracetamol, Loratadin, Dextromethorphan hydrobromid
Tén biét duge: GLOTADOL® COLD
Thudc bén theo don
Dé xa tAm tay cuia tré em
Poc ki huéng din sir dung trudc khi ding
Thong bao ngay cho bac sy nhitng tac dung khong mong mudn giip phai khi sir dung thude.

2- Thanh phén cia thubc
M&i vién nén bao phim chia:

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

Td dugc: Cellulose vi tinh thé 101, pregelatinized starch, natristarchglycolat, silic dioxyd thé

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

3- M6 ti san phim
GLOTADOL® COLD c¢6 dang vién nén bao phim, ding d& udng.
Mo ta: Vién nén bao phim dai, mau xanh, mgt mét cé khic gach ngang, m{t mit cod khic chir
GLM.

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

Hop 20 vi x 6 vién nén bao phim.

5- Thudc diung cho bénh gi?

Lam giam nhanh chéng céc triéu chimg do cam lanh va cam cim thong thudng nhu hét hoi, sb

miii, viém miii di tng, may day, ngira miii hay hong, ho, sot, nhirc dau va dau nhirc minh, nhuc

dau két hop voi viém xoang.

6- Nén dung thudc nay nhw thé nio va liéu lwong?
Nén udng thubc trong bira an hoic sau bita n.
Ngudi 16n va tré em trén 12 tudi: Udng 1 vién/lan, 2 1an/ ngay.
Tré em tir 6 - 12 tudi: Theo chi dén cua bac si.

7- Khi nao khong nén dung thudc nay?
Qué min véi cac thanh phén ca thudc.
Suy gan hay suy than ndng, thiéu glucose - 6 - phosphat dehydrogenase.
Bénh nhén nhiéu 1an thiéu mau.
Pang dung cac thudc e ché monoamin oxydase.
Tré em dudi 6 tudi.

8- T4c dung khong mong mudn
Paracetamol: T4ac dung phu do paracetamol thudng nhe va c6 thé hodi phuc sau khi ngung dung
thudce. ft gdp ndi min, ban dé hay may day, budn nodn, ndn, loan tao mau, thiéu mau, bé¢nh thén,
phan tmg qua man. \ ’
Loratadin: Loratadin thuong gdy dau dAu, kho miéng, mét moi, buon ngu. It khi gdy chong
mat, kho miii va hit hoi, viém két mac. TrAm cam, tim d4p nhanh, buon ndn, chl’xg ning gan
bét :chuimg, kinh nguyét khong déu, ngoai ban, ndi may day, va choang phan v¢ hiem khi xay
ra. :
Dextromethorphan: Dextromethorphan thudng gy mét moi, chong mat, r}hip tim nhanh, b‘uén
ndn, dé bimg. Thinh thoang nbi may day va budn ngi nhe. Uc ché than kinh trung uong va suy
ho hip c6 thé xdy ra trong trudng hop qua licu




.

Ngung sit dung va héi y kién béc si néu: Xuit hién d4u hidu méi bat thudong, sung phu hay
phét ban, cam thiy hdi hdp, chéng mit va mit ngd, cac tridu chimg khong cai thién sau 7 ngay
hodc c6 sbt kém theo.
Thong bao cho bac si nhitng tiac dung khong mong muén gap phai khi sir dung thude.

9- Nén tranh ding nhirng thudc hoic thwe phim gi khi dang ding thudc nay?
Paracetamol:
Thubc chong dong mau: ubng dai ngay paracetamol lam tang nhe; tac dung chéng dong cua
coumarin va dan chit indandion. Dit liéu nghién ciru con méu thuan nhau va con nghi ngd ve
tuong tac nay, nén paracetamol dugc ua dung hon salicylat khi cin giam dau nhe hogc ha st
cho ngudi bénh dang ding coumarin hodc din chit indandion.
Cén phai chii y dén kha ning gy ha than nhiét nghiém trong & ngudi bénh ding ddng thoi
phenothiazin va li€u phép ha nhiét (nhu paracetamol).
Uong rugu qué lidu va dai ngay c6 thé 1am ting nguy co giy doc cho gan ciia paracetamol.
Thudc chéng co giat (gom phenytoin, barbiturate, carbamazepin) gdy cam {ng enzyme &
microsom gan, c6 thé 1am ting tinh dgc hai gan cua paracetamol do tang chuyén hoa thubc

~

thanh nhung chét doc hal gan. Ngoa1 ra, ding dong thm isoniazid v6i paracetamol ciifig c6 thé

tac nay. Nguy co paracetamol gy doc tinh gan gia tang dang ké & ng ong licu
paracetamol 16n hon lidu khuyén dung trong khi dang dung thubc chdn 1at hodc isoniazid
Thuong khong can giam liéu & ngudi bénh dung ddng thoi lidu diéu tri paracetamol va thude

chong co gidt; tuy vay, ngudi bénh phai han che sur dung paracetamol khi dang dung thudc
chong co gidt hoic isoniazid. Probenecid c6 thé lam giam dao thai paracetamol va lam giam
thoi gian nira doi trong huyet tuong cua paracetamol.

Isoniazid va cac thudc chdng lao lam ting doc tinh cua paracetamol d6i véi gan.

Loratadin:

Loratadin dugc chuyén héa bai cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi vdy st
dung dong thoi v6i nhiing thubc e ché hoic bj chuyén héa bing nhitng enzym nay co thé tao
ra thay d6i vé ndng do. thudc trong huyét tuong va c6 thé c6 tac dung khong mong mubn. Céc
thubc da biét c6 e ché enzyme trén bao gom: Cimetidin, erythromycin, ketoconazol, quinidin,
fluconazol va fluoxetin.

Diéu trj ddng thoi loratadin va cimetidin dn dén tdng nong do loratadin trong huyét twrong
60%, do cimetidin e ché chuyén hoa cia loratadin. Didu nay khong c6 biéu hién 1am sang.
Dleu tri ddng thoi loratadin va ketoconazol dan t6i ting ndng d¢ loratadin trong huyét tuong
gép 3 1an, do tc ché CYP3A4. Didu d6 khong c6 biéu hién 1dm sang vi loratadin ¢6 chi s diéu
tri rng.

Piéu trj ddng thoi loratadin va erythromycin dan dén tang ndng d9 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 desloratadin tang trung binh 46% so v6i diéu trj loratadin don ddc. Trén dién
tam d6 khong c6 thay dbi vé khoang QTc. V& mit 1am sang, khdng c6 biéu hién sy thay d01
tinh an toan cua loratadin va khong c6 thong bao vé tac dung an than hodc hién tuong ngét khi
diéu tri ddng thoi 2 thube nay.

Chong chi dinh dung dang két hop loratadin va pseudoephedrine khi dang va da dung céc
thudc trc ché MAO trong vong 10 ngay, vi cac thudc nay c6 anh hudng dén tac dung trén huyét
ap cua pseudoephedrine.

Dextromethorphan:

Dextromethorphan dugc chuyén héa chinh nhd cytochrom Pyso isoenzym CYP2D6, boi vay
tuong tic véi cac thubc e ché enzyme nay nhu amiodarone, haloperidol, propafenon
thioridazin, quinidin lam gidm chuyén héa cua dextromethorphan & gan, 1am ting nong d6 cac
chit nay trong huyét thanh va tang cac ADR cua dextromethorphan

Trénh dung dong thoi véi cac thude tre ché MAO vi ¢6 thé gdy phan ung tuong tac c6 hai.

Dung dong thoi véi cac thude e ché than kinh trung wong (TKTW) c6 thé ting cudng tic
dung trc ché TKTW cua nhitng thudc nay hoic cua dextromethorphan.




Valdecobid 1am ting ndng do cia dextromethorphan trong huyét thanh khi ding cing nhau.
Dextromethorphan dung cung linezolid gdy hoi chung glong hdi chimng serotonin. Memantin
¢6 thé 1am ting ca tan xult va tic dung khong mong mudn cia memantin va dextromethorphan
boi vdy tranh dung két hop. Khong ding két hop v6i moclobemid.

10- Cin 1am gi khi mjt lin quén dung thudc?
Bo qua lidu d4 quén va udng lidu ké tiép vao gior thuong 1¢. Khong ubng lidu gp doi dé bu cho
liéu bo s6t.

11- Cin bio quan thudc niy nhwr thé nao?
Dé noi khd réo, tranh anh séng, nhiét do khong qua 30°C.

12- Nhitng d4u hi¢u va tri¢u ching khi ding thudc qud lieu
Do paracetamol
Budn ndn, ndn, dau bung va xanh xao thudong xuét hlq:n trong gio dau. Qua lidu tir 10 g trd 1én
(150 mg/kg can ndng & tré em) co thé gay hiy hoai té bao gan, din dén hoai tir gan hoan toan
va khong hdi phuc; toan chuyén héa va bénh ndo c6 thé ddn dén hon mé va chét. Ngoai ra,
ndng d6 aminotransferase va bilirubin huyét twong ting, thdi gian prothrombin kéo dai, ¢6 thé
xudt hién sau 12-48 gio.
Do loratadin
Budn ngu, tim dap nhanh va nhirc dau.

Do dextromethorphan
Budn non, ndn, budn ngu, nhin ma, ao giac, mét diéu hoa, suy ho hép, co giay

13- Cén phai 1am gi khi dung thudc qu4 lidu khuyén cdo?
Do paracetamol
Rura da day hodc cho uéng than hoat dé loai trir ngay thudc da uéng. i€m tinh mach hoéc cho
udng N-acetylcystein, thudc giai doc dic hiéu ciia paracetamol, hiéu qua nhét 1 trude gid thir
10 sau khi ding qua liéu.
Do loratadin
Diéu trj tri¢u ching va diéu trj hd trg. Trong trudng hop ngd doc cip, nén 1am rdng da day
bing cach gdy ndn hoic rira da day.
Do dextromethorphan
Chuyén ngay bénh nhan dén bénh vién gin nhat. Diéu trj hd trg. Tiém tinh mach nhanh
naloxon dé giai dgc dextromethorphan.

14- Nhirng diéu cin thén trong khi dung thudc nay?
Paracetamol nén duoc dung than trong trén nguoi nghxen rugu, bénh nhéan c6 chirc ning gan
hoic than bi suy yéu. Khong udng ruou trong thoi gian ding thude.
Than trong khi dung loratadin cho ngudi bi suy gan hay thiéu nang than, xuét hién nhimg nt
phat ban c6 mau bt thuong, thdm tim hay gidp da ma khong ngira, nguoi gia.
Tranh udng ruou trong sudt thoi gian diéu tri véi dextromethorphan. Lam dung
dextromethorphan c6 thé xay ra khi dung thudc véi liu cao va kéo dai.
Béc sT cdn canh bdo bénh nhan vé cac ddu hidu cta phan (ng trén da nghiém trong nhu héi

chung Steven-Jonhson (SJS), hoi chu'ng hoai tir da nhiém ddc (TEN) hay hoi ching Lyell, hoi
chiing ngoai ban myun mu toan than cap tinh (AGEP).

St dung trén phy nit ¢6 thai: Chwa xdc dinh duoc tinh an toan cua thudc dung khi thai nghén
lién quan dén tac dung khong mong mudn €0 thé c6 dbi véi thai nhi. Do vdy, chi nén ding
thubc nay cho phu nit mang thai khi that can thiét.

Sir dung trén phu nit cho con bii: Khong thiy c6 tac dung khéng mong mudn & tré nho bu
me khi nguoi me dung paracetamol. Loratadin c6 thé qua duoc sita me va anh hudng dén tré
bu me. do vay, nén quyét dinh ngung cho tré bu hoic ngung thudc tly vao tim quan trong cua
thube dbi véi ngudi me.

Anh huéng cia thudc 1én kha niing l4i xe va vin hanh may méc: Vi dextromethorphan c6




thé gdy chéng mit va budn ngu nhe, do d6 nén than trong khi dang 14i xe va vin hanh may
moc.
15- Khi nio cin tham vén béc s§y?
Nén tham van béc si trong nhimg truong hop sau: Xuét hién ddu hiéu méi bit thuong, sung
phu hay phét ban, cam thiy hdi hdp, chéng mat va mit ngu, céc tridu chimg khong cai thién
sau 7 ngay hodc c6 st kém theo.
Néu cin thém théng tin xin héi y kién bdc sy hodic dwgc si.
16- Han dung ciia thudc
36 thang ké tir ngdy san xuit.
17- Nha san xuét/chi sé hitu gidy phép ding ky sin phim
CONG TY TNHH DUQC PHAM GLOMED
Dia chi: S6 35 Pai L Tu Do, KCN Viét Nam — Singapore, thi x&
Thudn 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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