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1-Tén thudc: GLOTADOL” F 
2-Thanh phn céng thie thudc: Moi vién nén bao phim chira: 
Thanh phan hoat chat: 

Paracetamol 500mg 

Phenylephrin hydroclorid 75mg 

Loratadin 5mg 

Dextromethorphan hydrobromid 15mg 

Thanh phan té direc: Cellulose vi tinh thé 102, pregelatinized starch, povidon K30, natri starch glycolat, silic dioxyd thé keo, 
talc, magnesistearat, opadry green. 

3-Dang bao ché: Viénnén bao phim 

4-Métasanpham 
Vién nén bao phim, dai, mau xanh, mét mated khac gach ngang, mét mat cd khac chirGLM. 

§-Chidinh 
Lam giam nhanh chéng cdc triéu chirng do cdm lanh va cam ctim thang thing nhu'sung huyét mai (nghet mail), hat hoi, s6 
mi, viém mii di ung, may day, netra mii hay hong, ho, sdt, nhife dau va dau nhire minh, nhite dau két hyp vai vim xoang. 

6-Liéu ding va cach ding 

Neudildnva tre emtrén 12 tudi: Udng 1 vidn/lan, 21ain/ ngay. 

Tré em tir 6-12 tudi: Niva liu ngudi én. 
Tré em dudi 6 tudi: Theo chi dan cla bac si. 
Nén uéng thude trong bita an hodc sau bifa an. 

7-Chéng chi djnh 

Qua man wei cdc thanh phanclla thude. 
Suy gan hay suy than nang, thiéu glucose - 6 - phosphat dehydrogenase. 

Bénhnhan nhiéu [gn thiéu mau. 
Cuéng gidp nang, bénh tim mach hay déng mach vanh nang, tang huyét ap nang, nhanh tam that, ding chung hay trong vong 
14 ngay sau khingung ding cdc thudc irc ché monoamin oxydase. 
Pang ding cdc thudc tre ché monoamin oxydase. 

Trem dudi 2 tudi. 
8- Canh bdo va than trong khidiing thudc 
Paracetamol nén dug ding than trong trén nguéi nghién rugu, benh nhan co chire nang gan hoc than bj suy yeu. Khang 

udng rudu trong thiigian ding thudc. 
Nén than trong khi ding phenyiephrin trén ngudi cd bénh tim mach, tang huyét 4p, glaucom géc hep, bénh tuyén gidp, tiéu 

duéng, phinh d6ng mach chu, xo'vira déng mach, ngudi gia trén 60 tudi. 
Than trong khi ding loratadin cho ngu‘di bj suy gan hay thiéu nang than, xudt hién nhirng nét phat ban cd mau bat thurong, 
thamtim hay giép da ma khéng neta, nguroi gia. 
Tranh uéng ru'gu trong suét thei gian diéu tr| voi dextromethorphan. Lam dung dextromethorphan cé thé xay ra khi ding 

thuée vai ligucao va kéo dai. 
Bac sican canh bao bénh nhan vé cac dau hiéu cia phan tng trén da nghiém trang nhw héi ching Steven-Johnson (55), hai 

chirng hoaitirda nhiém déc (TEN) hay héi cherng Lyell, hdi ching ngoai ban mun mu toan than cap tinh (AGEP). 

9- Sir dung thuéec cho phy nif cé thai va cho con bu 

$i dung thuéc cho phy ni cé thai: Chura xac dinh dugc tinh an toan cla thude ding khi thai nghén lién quan dén tac dung 
khéng mong mudén.cé thé cé dai vei thai nhi, Do vay, chinén ding thudcnay cho phy nit mang thai khi that cn thiét. 
Sir dung thudc cho phy nif cho con bd: Khdng thay cé tac dung khéng mong mu6n @ tré nho bu me khi ngudi me ding 
paracetamol. Phenylephrin va loratadin co thé qua direc sita me va anh hudng dén tré bd me. Do vay, nén quyét dinh ngung 

chotré bd hoacngung thudc tity vao tam quan trong cla thudc doi voinguéime. 

1¢-Anhhuéngeliathuéclénkha nanglaixe,vanhanhmayméc vito 
Vidextromethorphan co thé gay chdng mt va budn ng nhe, do dé nén than trang khi dang lai xe va van hanh may mac, 
11-Turorng tac, tu’o'ng ky cua thud 

Paracetamol: 
= Udng nvev trong thai gian ding thudc lam tang nguy co gay déc tinh cua paracetamol trén gan. 

*Nguy co gay déc tinh cla paracetamol trén gan tang khi ding paracetamol liéu cao va kéo dai trong khi dang dung thudc 

chéng co giat nhu phenytoin, barbiturat, carbamazepin, cdc thuéc gay cam ing men gan hoac isoniazid. 

= Thudenay co thé lam tang tac dung cla thude chéng dang mau nh coumarin hay dan xuét indandian. 

*Metoclopramid ho§e damperidan cé thé lam tang téc 46 hSp thu paracetamol va colestyramin lam giam hap thu 

paracetamol. 
Phenylephrin: 
= Phenylephrin.cothé lam tang kich thich tim va cé thé gay loan nhiptim nhur rung tam that néu duoc ding trong qua trinh gay 

mé bang cdc thudéc gay mé dung hé hap nhurcyclopropan va halothan. 
= Chuyénhéa phenylephrin bi anh hudng bai cac thudc tre ché monoamin oxydase (MAOIs). 

= Phan ing qua man dug bdo cdo khi dling phenylephrin durang uéng cho bénh nhan dang ding debrisoquin. 

Loratad/n: 

* Loratadin chuyén haa qua gan boi hé enzym cytochram P.,.. Do vay, ding déng thd loratadin wai cac thudc ic ché hé enzym 
nay nhur cimetidin, erythromycin, ketoconazol, quinidin, fluconazol, va fluoxetin lam tang néng d6 loratadin trong huyét 
turong. 

Dextromethorphan: 
= Cac phan tng nghiém trong va d6i khi nguy hai dén tinh mang 48 dug bdo cdo khi ding dextromethorphan & bénh nhan 
dang dung cac thude de ché monoamin oxydase. 
= Dextramethorphan duc chuyén héa qua gan lan dau béi hé enzym cytochrom P,,, 2D6. Vi vay, kha nang tuong tac gitra 
dextromethorphan véii cdc thudéc re ché enzym nay nhv amiodaran, fluoxetin, halaperidel, paroxetin, propafenen, quinidin, 

va thioridozin cling nén due chi y. 

# Dung déng thai dextromethorphan vai cdc thuée uc ché than kinh trung weng nhur regu, cac thudc khang histamin va mot 

vai thudc hurdng tam than od thé tang curéng tac dyng tre ché than kinh trung wong. 
12- Tac dung khang mong muén cia thudéc 
Paracetamol: 

itgap, 1/1.000 <ADR<1/100 “ 

"Da: Ban. 

* Da day—ruét: Budn ndn, nn. 
* Huyét hoc: Loan tao mau (giam bach cau trung tinh, giam toan thé huyét cay, giam bach cau), thigu mau. 
«Than: Bénh than, déc tinh than khi lam dung dai ngay. 

Hiémgdp, ADR <1/1.000 ' 
* Da: Héi chtrng Stevens-Johnson, hoai tty biéu bi nhiém déc, héi chung Lyell, mun mu ngoai ban toan than cap tinh. 

* Khac: Phan ding qué man. 

Phenylepherin: 

Thuéng gap, ADR > 1/100 

«Than kinh trung wong: Kich d6ng than kinh, ban chdn, lo du, kha ngu, ngudi yeu mét, chodng vang, dau truéc ngye, run ey, 
djcam dau chi. 
"Tim mach: Tang huyét ap. 

* Da: Nhgt nhat, trang béch, cam giac lanh da, ding long toc. 
® Tai ché: Kich ting tai cha. 

itgdp, 1/1.000<ADR < 1/100 
* Tim mach; Tang huyét 4p kém phi phéi, loan nhip tim, nhip tim cham, co mach ngogi vi va ngi tang lam giam tdi mau cho 
cdc co quan nay. 

= Hé hdp:Suyhé hap. 

= Than kinh: Con hung phan, ao gidc, hoang turéing. 
* Da: Hoai tir hodc tréc vay, néu tiém dé thuéc thoatra ngoal mach: 
® Tai mat: Gidi phdng cdc hat sac té & mong mat, lam mod gidc mac. 
Hiém gdp, ADR < 1/1.000 , 

= Tim mach: Viém co'timthanh 6, xuat huyét dudi mang ngoai tim. 

Loratadin: 
wt ek eee eer 

itgdp, 1/1.000< ADR < 1/100 
= Than kinh: Chong mat. 
= Ho hap: khé miliva hat hoi. 

"= Khac: Vid két mac, 

Hiém gdp, ADR <1/'1.000 

= Than kinh: Tram cam. 
* Tim mach: Tim dp nhanh, loan nhip nhanh trén thit, danh trang ngye. 
= Tidu hda: Budn non, ae 
« Chuyén hoa: Chife nding gan bat binh thurdng, kinh nguyét khong déu, 

= Khac: Ngoai ban, néi may day va choang phan vé. 

Dextromethorphan: 

Thuréing gdp, ADR > 1/100 
* Toan than: Métmdi, chang mat. 
® Tuan haan: Nhip tim nhanh, 

«Tiéu hda: Bubn nén. 

* Da: Bd birng. 

ftggp, 1/1.000< ADR <1/100 

* Da: NGI may day. 
Hiém gdp, ADR < 1/ 1.000 
® Thinh thaang thay budnnglinhe, réiloan tiéu hda. 
Huréing ddn cdch mur trl tic dung khdng mong mudn. 
Phenylephrin; Nhip tim cham do phan xa cd thé khdc phyc durgc bing atropine. Tang huyét dp do tal blén cua phenylephrincd 

thé khdc phyc bang cach ding thuéc chenalphanhw phetolamin. 
Dextromethorphan: Trong trudng hyp suy hd hap va dre ché hé thin kinh trung wong, ding naloxon liéu 2-10 mg, tiém tinh 

mach cd thé hi phyc duge. 
Théng bdo cho ngudi bénh: Thude cd thé gay buén ngd, tranh ding cling cac thudc irc ché thin kinh tung wong va rugu. 
Ngung sir dung va hdi y kién bac sinéu: Xuat hién diu hiéu mdi bat thirémg, sung phi hay phat ban, cam thay hoi hp, chang 
matva métingd, cae triéu cheng khang cai thién sau 7 ngay hogccd sat kem thea. 
Théng bao cho bac sf nhitng tac dung khGng mong mu6n gap phai khi sir dying thudc. 
13- Qué li@uva cach wir tri 
Do paracetamol 

» Triéu ching: Budn nén, ndn, dau byng va xanh xao thurdng xudt hidn trang gig dau. Qué libu ti 10g tro'lén (150 mg/kg cin 

nang &tré em) cd thé gay hy hoai té bao gan, dan dén hoai tir gan hoan tean va khéng hoi phyc; toan chuyén héa va bénh 

ndocé thé din dén han mé va chét. Ngoai ra, mong dd aminotransferase va bilirubin huyét twang tang, thai gian prothrombin 

kéo dai, cé thé xudt hién sau 12-48 gid. 

« Nutri: Rira da day hoac cho uéng than hogt dé loai trir ngay thuGc da udng. Tiém tinh mach hoge cho udng N-acetylcystein, 

thudc gidi décdachiéucha paracetamol, higu qua nhat ld true gid ther 10 sau khidiing qua liéu. 

Do phenylephrin 

= Triéu chirng: Cac triéu ching qué liéu do phenylephrin bao gom mét mdi qua muc, dd mo hoi, chang mat, nhip tim chim, 

ting huyét dp nghiém trong va hon mé. 

«er tri: Trude hGt dung cdc bién phap digu tr] hd tre. Cé thé ding cac chat gay gidn mach tac dng nhanh nhv glyceryl 

trinitrat trong trurémng hyp tang huyét dp nghitm trong: 
Do loratadin 
® Triéu chirng: Budn ngu, tim dap nhanhva nhc dau. 

«GF tri: BiBu tr] trigu chime va diéu trj hd tro. Trong truémg hgp ngd déc cap, nén lam rong da day bang cach gay non hodc 

rita da day, 

Dodextromethorphan 
« Triéu chung: Budn nén, nén, budn gd, nhin me, do gidc, mat ditu hda, suy hé hap, co gist. 

* Xi tr: Chuyén ngay bénh nhan dén bénh vién gan nhat. Diu tr hé tre. Tiém tinh mach nhanh naloxon dé giai doc 

dextromethorphan. 

14- DSc tinh dugclyrchoc 
Nhém duoc ly: Cac phéi hop cia paracetamol, ngoai trir véi thude nhugethan. 

Ma ATC: NOZB E51 

GLOTADOL F la mat thude chira nhiéu thanh ph3n cé tac dyng lam gidm nhanh chang cam lanh va cam cum. Paracetamol lam 

gidm dau bang cach lam ting nguéng dau va ha nhiét théng qua tac déng trén trung tam diéu nhiét & ving dui dai. 

Phenylephrin [4m gidm nhanh tinh trang sung huyét mdi vei higu qua kéo dai. Loratadin l& 1 khang histamin 3 vong co tic 

dang kéo dai voi hogttinh adi khang chon Ipc trén thy thé H, ongaai bién. Dextromethorphan la thudc giam ho trong trang 

hop ho khOng ed dom, tac dyng lén trung tam ho dhanh no. 

15- Hac tinh durge dong hoc 

Ourgc dong hoc 
Paracetamol: 

Hp thu: Paracetamol durge hap thu nhanh va hau nhy hean tean qua duréng tidy hda. There Jn ed thé lam vin nén gidi phong 

kéo dai paracetamol cham dug hap thu mot phan. Thire dn giau carbohydrat lam giam ty lé hap thu cla paracetamol. Mang 

46 dinh trong huyét twemg dat trong vong 30-60 phiit sau khi udng voi lieu diéu tri, 

Phan bé: Paracetamol phan bé nhanh va dang déu trong phan lén cdc méclia co thé, Khoang 25% paracetamol trong mau ket 

hop véi protein huyét tuong. 
Thai trirs Mira doi huySt wong cla paracetamol la 1,25-3 pits, cb thé keo dal vel lidu gay doc hode & ngudi benh ed thong tin 
gan. Sau liéu diéu tej, ed thé tim thay 90-100% thudc trong nude tiéu trong ngay thir nhat, chi yéu sau khi lién hop trong gan 

vari acid glucuronic (khodng 60%), acid sulfuric (khodng 35%) hode cystein (khoang 3%); cling phat hién thiy mét ugg nhd 

nhting chat chuyén héa hydroxyl—hda va khiracetyl, Tré nhd it kha nang glucura lién hyp vai thuéc hon so vei ngudilén, 

Paracetamal bj N-hydrexyl hdéa bei cytochrom P,,, dé tao.nén N-acety!-benzoquinonimin (NAPQ), mot chat trung gian co tinh 

phan dmg cao, Chat chuyén hda nay binh thurémg phan ing véi cdc nhém sulfhydryl trong glutathion cia gan; trong tinh trang 

dé, chat NAPO khéng duoclién hep viii glutathion gy déc cho té bao gan, din dén viém va cd thé din dén hoai tirgan. 

Phenylephrin hydroclorid: 

Phenylephrin hap thu rat that thudng qua duéng tiéu hda do bi chuyén hda ngay trén duréng tiéu hda thong qua enzyme 
MAQ, nén sinh kha dyng cua thude chi dat s 38%. Sau khiudng, tac dung chéng xung huyét mOi xuat hién trong vong 15-20 

phuit, va kéo dai2—4 gic, 

Phenylephrin trong tun hoan cé thé phan bé vao cdc md vii Vd giai doan dau: 26 — 61 lit va Vd & trang thai 6n dinh: 340 lit. 

Con chia biét thudiced phan bé duge vae sira me khong. 
Phenylephrin bi chuyén hda &gan va ruét nha enzym monoaminoxidase (MAQ) nhé phan ung oxy hda khir amin va phan eng 

lién hop véi acid glucuronic. Thude dugic thai trir qua than chil yéu o dang chva bj chuyén héa. Nira doi thai trirt/2 a khoang 

5 phiit va t/2 Pkhodng 2-3 gic. 
Loratadin: 

Loratadin hap thu nhanh sau khi uéng, tac dung khang histamin cla thude xudt hién trong vang 1-4 gid, dat téidasaus— 

12 gid’ va kéo dai hon 24 gids. N6ng d6 etia loratadin va descarboethoxyloratadin (desloratadin) dat trang thai Gn dinh & phan 

Ién nguéi bénh vac khoang ngay thirnam ding thudc. ; 

Nang dé dinh trong huyét tong trung binh cua loratadin va chat chuyén hda cd hoat tinh cla no (desloratadin) tuong tng la 

1,5 va 3,7 gid, Sinh kha dung cla thudc ting va thai gian dat ndng d6 dinh bj kao dai boi thitc dn. 

98% loratadin lién két voi protein huyét tong. Nira doi thai trir cua loratadin 14 8,4 gid va ca desloratadin la 28 gid. Nira doi 
cia thude bién déi nhiau gira cdc cd thé, khdng bj anh hudng bei uré mau, tang lend ngudi cao tudi va ngudi xe gan. 
6 thanh thal eda thudc ld 57 — 142 ml/phut/kg va khdng bj anh huréng boi uré mau nhung giam & neudi bénh xo gan, The 

tich phan bé cha thudcla 80-120 lit/kg. 

Loratadin chuyén héa nhiéu khi qua gan [in dau béi hé enzym microsom cytochrom P,,, chd yéu thanh desloratadin, la chat 

chuyén hda cétac dung dugely, 
Khodng 80% téng liBu cila loratadin bai tiét ngang nhau ra nurde tiéu va phan dudi dang chat chuyén héa trong vong LOngay. 

Loratadin v4 desloratadin yao sita me va dat néng 46 dinh tuong duong vai ning dé thude trong huyét tuong. Khdng qua 

hang rao mau nado dliéu thang thuong. 
Dextromethorphan: 
Dextromethorphan hap thu nhanh qua duréme tiéu hda va cé tac dung trang vong 15—30 phit sau khiudng, kéo dai khoang 6 

-8 git (12 gir voi dang gidi phong ch3m). Thudc duoc chuyén hda & gan va bai tiét qua nude tidu dud dang khing dai va cae 
chat chuyén Hida demethyi, trong 36 dd.cé dextrorphan cling cd tac dung glam honhe. 
16- Quy cdch dénggdi 
Hop 20vix 10 vién nén bao phim. 

H6p 20 vix6vidn nén bad phim. 
17-Bidu kién bao quan: Dé noi khé réo, tranh anh sang, nhiét d6 khong qua 30°C. 
18- Han ding: 36 thang ké tir ngay san xuat. 
19- Thu chudn chat lung: TCCS 

20-Tén, dja chi cha cor st san xudt: 
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