" Glotadel F

Dé xa tém tay tré em
Boc ki huéng ddn sir dung trude khi ding
Thudc nay chi ding theo don thude

EO-IOLECDTO

1-Tén thuéic: GLOTADOL” F
2- Thanh phin céng thirc thudc: Mbi vién nén bao phim chira:

Thénh phiin hogt chat:
Paracetamol 500mg
Phenylephrin hydroclorid T.5mg
Loratadin Smg
Dextromethorphan hydrobromid 15mg

Thinh phiin td duee: Cellulose vi tinh thé 102, pregelatinized starch, povidon K30, natri starch glycolat, silic dioxyd thé keo,
tale, magnesi stearat, opadry green.

3-Dang bao ché: Vién nén bac phim

4- M6 ta san phidm

Vién nén bao phim, dai, mau xanh, mét mit cé khic gach ngang, mét mat oo khac chirGLM,

5-Chidinh

Lam giam nhanh chéng céc triéu chimg da cam lanh va cim cim théng thurdng nhu sung huyét mili (nghet mii), hdt hoi, 58
mii, viem mii dj tng, may day, ngdra mii hay hong, ho, s6t, nhire du va dau nhire minh, nhire dau két hgp véiviém koang.

6- Ligu diing va cich dang

Mewéri lém va tré em trén 12 tudi: USng Lvign/[an, 2[En/ ngay.

Tréemtir6- 12 tudi: Nira ligu ngudni 1én.

Tré em dudi 6 tudi: Theo chi dan cia bécsi.

N&n ung thufic trong bira dn hodc sau bira &n.

7-Chéng chidijnh

Qua man véicdc thanh phin cda thude,

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

Bénhnhan nhigu [En thidu méu,

Cuéng gidp nang, bénh tim mach hay ddng mach vanh ndng, ting huyét Ap ndng, nhanh tdm that, ding chung hay trong vong
14 ngay sau khi ngung ding cic thudc e ché monoamin oxydase.

Pangding cic thubc (rc ch& monaamin oxydase.

Tré em durdi 2 tudi.

8-Canh bdo va thin trong khi diing thudc

Paracetamol nén durge ding thin trong trén nguéi nghién regu, bénh nhan cé chire ndng gan hoic than bj suy yEu. Khang
ufing rugu trong thivi gian ding thudc.

Nén than trong khi ding phenylephrin trén ngudi ¢ bénh tim mach, ting huyét ép, glaucom goc hep, bénh tuyén gidp, tidu
duwérng, phinh ddng mach chi, xo'vika déng mach, nguréi gia trén 60 tudi.

Thén trong khi dung loratadin cho ngui bj suy gan hay thigu ndng thin, xudt hign nhirng ndt phat ban cd mau bat thurimg,
tham tim hay gidp da ma khéng ngira, ngui gia.

Tranh uéng rgu trong sudt tha gian didu tr] véi dextremethorphan. Lam dyng dextromethorphan cé thé xdy ra khi ding
thude wdiliBu caova kéo dai.

Bdc =7cin canh bdo bénh nhin v cic ddu hidu cha phin gng trén da nghiém trong nhuw héi chirng Steven-lohnson (5J5), hii
chirng hoai tlr da nhiém déc (TEM) hay héi chirng Lyell, héi chirng ngoai ban myn mi toan than cép tinh (AGEP).

9-Sir dyng thudc cho phu niF co thaiva cho con b

Sir dung thudc cho phy ni ¢é thai: Chura xdc dinh durgce tinh an toan clia thudc diing khi thai nghén lign guan dén tac dung
khang mong mudn cd thé cd ddi véi thai nhi. Dovdy, chinén ding thuc nay cho phy nirmang thai khi that can thiét.

Sir dyng thufic cho phy ni¥ cho con bi: Khing thiy cd téc dung khdng mong mudn & tré nhd bi me khi nguéi me ding
paracetamol. Phenylephrin va loratadin co the qua durge sira me v dnh huéng dén tré bd me. Do vay, nén guygt dinh ngung
chotré bi hodcngung thudc tiy vio tm quan trong cla thudc d6i véi ngudi me.

10- Anhhuémgclathube lénkhd nangléixe, vinhanhmdymoe : ——
Vidextromethorphan cé thé giy chang mét va budn nglinhe, do dénénthintrong khi dang ldi xeva van hanh mdy mac.

11- Tuong tic, turong ky cla thudc

Paracetamol:

= Udng rigw trong thiri gian ding thudc lam tang nguy oo g8y dic tinh clia paracetamol trén gan.

= Nguy o gdy ddc tinh ciia paracetamol trén gan tang khi diing paracetamol ligu cao va kéo dai trong khi dang ding thudc
chéing co gidt nhu phenytoin, barbiturat, corbamazepin, cde thude gy cdm ing men gan hodc isoniazid,

= Thudcnay co thé lam ting tac dung ciia thudc chdng d8ng méau nhu coumarin hay dén xudt indondion.

» Metoclopramid hodc domperidon c6 thé lam ting t8c d§ hdp thu paracetamol vi colestyramin lam gidm hap thu
paracetamol.

Phenylephrin:

= Phenylephrin cé thé lam ting kich thich tim va cd thé géy loan nhiptim nhu rung tim that néu duge diing trong qua trinh gay
mé bing cdc thudc piy mé dudng ha hip nhurepelopropan va halathan.

= Chuyén héa phenylephrin bi dnh huding bdi céc thude tre ché moneamin oxydase (MACQIs).

= Phan (ng qua man duge bio céo khi diing phenylephrin duiing ubng cho bénh nhan dang diing debrisequin.

Loratadin:

= Laratadin chuyén hoa qua gan bdi he enzym cytochrom P,,.. Do viy, ding @8ng thi loratadin vdi cac thudic dc ché hé enzym
nay nhur cimetidin, erythromycin, ketoconazol, quinidin, fluconazal, va fluoxetin lam tdng nong d§ loratadin trong huyé&t
tuomng.

Dextromethorphan:

= Cac phan Gng nghidm trong va dal khinguy hai dén tinkh mang d3 duge béo cdo khi ding dextromethorphan & bénh nhan
dang ding cdc thude dc ché monoomin oxydase.

= Dextromethorphan durge chuyén hda qua gan 15n dau bai hé enzym cytochrom P, 206. Vi vay, kha néing tuong tdc gilka
dextromethorphan véi cic thude trc ch enzym nay nhu amiodaran, fluaxetin, haloperidol, paroxetin, propafenon, quinidin,
v thioridazin cling nén duacchiy.

» Ding dBng thiri dextramethorphan véi cac thudc e ché'thin kinh trung weng nhur regu, cac thudc khéng histamin va mit
vii thude hurdng tdm thin co thé ting cutng tée dung (e ché thin kinh trung rong.

12- Tic dung khdng mong mudn ciia thudc

Paracetomol:

{tgiip, 1/1.000 < ADR <1/100 ¥

= [Da: Ban.

# Da day—rudt: Buln ndn, ndn,

» Huyét hoc: Logn tao mau (gidm bach ciutrung tinh, gidm toan thé huy&t ciu, gidm bach cau), thigu mau.

= Than: Bénh thdn, ddc tinhthdn khilam dyng dai ngay.

Hiémgdp, ADR < 1/1.000 '

* Da: Héi chirng Stevens-Johnson, hogi tir bigu bl nhidm déc, hii chimg Lyell, mun mi ngoai ban todn than edp tinh.
# Khéc: Phan dng qud man.

Phemdephrin:

Thudmg gép, ADR >1/100

= Than kinh trung uomg: Kich d8ng than kinh, béin chén, lo du, kho ng, ngudi yéu mét, chodng ving, dau trude ngire, run ady,
dicam d&u chi.

= Timmach: Tang huy&t ap.

= Da: Mhot nhat, trdng béch, cim giaclanh da, dyng l6ng toc.

® Tai ché: Kich tfng tai chd.

ftgip, 1/1.000<ADR < 1/100

= Tim mach: Téng huy&t 4p kém phi phéi, loan nhip tim, nhip tim chim, co mach ngogi vi va nditang lam giam twdi méu cho
CAc cor guan nay.

= H& hip: Suy ho hap.

= Thin kinh: Com hurng phin, do gidc, hoang tudng.

® Da: Hoal tir hodic trdc vdy, néu tiém d& thudc thodt ra ngoai mach.

= Tai mit: Gidi phdng céc hat sic td & mdng mat, |am mér gidc mac.
Hiém gdp, ADR < 1/1.000 :

= Tim mach: Viém co tim thanh &, xudt huyét dudi mang ngoai tim.

Loratadin:

R ey e I R AT TS

ftgéip, 1/1.000 < ADR < 1/100
= Thidn kinh: Chong mat.
= Hf hiip: Khd miliva hat hoi,
= Khac: Vigm kEtmac.
Hiém g, ADR < 1/1.000
= Thin kinh: Tram cam.
= Tirn mach: Tim d4p nhanh, loan nhip nhanh trén thit, ddnh trng ngye.
= Tidu héa: Bubn nbn. -
» Chuydn hda: Chire nfding gan bt binh thudmg, kinh nguyét khong déu,
= Khic: Mgoai ban, ndl may day vi chodng phédn v,
Dextromethorphan:
Thuding géip, ADR > 1/100
= Todn thidn: MEtmaoi, chdng mat.
= Tuin hodn: Nhip tim nhanh,
= Tiéw hda: Bubn nén.
= Da: B birng.
{tgp. 1/1.000<ADR <1/100
= Dra: MO may day.
Higm gip, ADR < 1/1.000
= Thinh thodng thiy bun ngil nhe, réifoan tigu hda,
Hendng déin cach xirtri tdc dymg khdng mong mudn.
Phenylephrin: Nhip tim chim do phin xa cé thé khiic phye duge bing atropine. Ting huyEt 4p do tai bién cla phenylephrin cd
thé khic phyc bing cach ding thudc chen alpha nhir phetalamin.
Dextromethorphan: Trong trudng hop suy ho hipva dre ché hé thin kinh trung wong, diing naloxen [y 2 — 10 mg, tiém tinh
mach b thé hii phye duge.
Théng bdo cho ngurisi bénh: Thudc od the gy bubn ngd, trinh diing cling céc thudc drcché thiin kinh trung wong v rugu.
Ngwng sir dung vl hdif kifn bac sTndu: Xuit hidn ddu higu méi bit thudmg, sung phi hay phat ban, cdm thay hdi hip, chéng
mitva mit ngl, cctridu chirng khing cai thiln sau 7 ngay hodc cd sit kém theo.
Théng béo cho bic s nhimg tic dung khang mong mudn gip phéi khi sir dyng thudc.
13- Qud 18y va cdeh xirtri
Do paracetamol
® Tridu chimg: Budn ndn, ndn, dav bung v xanh xao thuing xudt én trong gid div. Qua by tir 10 g tro1én (150 mg/ke cin
ndng & tré em| cd thé gdy hily hoai té bao gan, ddn d&n hogi tir gan hoan todn va khdng hdi phuc; toan chuyén héa va bénh
ndoct the din d&n hén mé va chét. Ngodi ra, nong d6 aminotransferase va bilirubin huydt tueng ting, thii gian prothrombin
kéo dii, cothé xudt hién sau 12-48 gity,
= Xi¥trf: Rira da day hodc cho uSng than hoat dé loai trir ngay thubc di ubng. Tiém tnh mach hojic cho uding N-acetylcystein,
thudic gidi dbc dic higu cha paracetamol, hiéu qud nhat |3 trude gidrthir 10 sau khiding qud 1By,
Do phenylephrin
= Tridu chirng: Cac trigu chitng qué lidu do phenylephrin bao gdm mét mai qua mirc, 48 mb hdi, chéng mdt, nhip tim chim,
tAng huyét dp nghiém trong va hdn mé.
« Xi¥ tri: Trurdre hiét ding céc bién phdp didu trj hd try. €6 thé ding cac chit gy gidn mach téc ddng nhanh nhu ghyceryl
trinitrat trong truérng hop ting huylt dp nghigm trong-
Do loratadin
» Trigy chirng: Budn ngl, tim dip nhanh va nivtre dau.
» Xe¥ trf-: Diku tri tribu chimg va didu trj hd trg. Trong trubmg hop ngd déc cp, nén lam rdng da day béing céch gy ndn hojc
rira daday.
Do dextromethorphan
» Triguchirng: Budn nén, ndn, budn ngl, nhin mé, 3o gidc, mat diku hba, suy ho hap, co gidt.
» Xi¥ tri: Chuy@n ngay bénh nhin dén bénh vidn gin nhit. Bidu trj hd trg. Tiém tinh mach nhanh naloxon d# gidi dic
dextromethorphan.
14- Dic tinh duwgre lyrc hpe
Nhém dugey: Cac phdi hgp cha paracetamol, ngeai trirvéi thule nhurge thin.
WS ATC: NOZBESL
GLOTADOL F 12 mat thube chira nhigu thanh phin cd tic dyng lam gidm nhanh chéng cim lanh va cdm cdm. Paracetamol lim
gidm dau bing cich lam ting ngudng dau va ha nhilt thing qua tic dong trén trung tam digu nhidt & viing dudi dai.
Fhenylephrin Bim gidm nhanh tinh trang sung huyBt mii véi hidu qué kéo di. Loratadin 13 1 khing histamin 3 vong ¢ tic
déng kéo dai viri hogt tinh d6i khang chon lge trén thy thé H, & ngoai bién. Dextromethorphan 1a thude gidm hotrong trirng
hop ho khing cé dém, téc dyng lén trung tam ho & hanh nio.
15-Bictinh dwgre dong hpe
Durgic ding hoc
Paracetamal:
H3p thu: Paracetamol duge hip thu nhanh v hiu nhy hodn toan qua duwang tiéu hda. Thire &n ¢d thé lam vién nén gidi phong
kito dai paracetamol chim durge h3p thu mdt phiin. Thirc &n gidu carbohydrat lam gidm ty 1§ hap thu clia paracetamol. NBng
A6 dinh trong huyt tuong dat trong vong 30-60 phit sau khi uBng véi lidu didu tri.
Phén b&: Paracetamol phin b& nhanh va 68ng dBu trong phan 1ém cde mé clia co thé, Khodng 25% paracetamol trong médu kit
hop v protein huydt turong.
T trix: Mira o buyEt wong clia paracetamol 12 1,253 gity, cothé keo dai vé lidu giy ddc holc & ngudi bitnh c6 thuong ton
gan. Sau ligu digu trj, c6 the tim thiy 90-100% thubc trong nurdrc tiéu trong ngay thir nhdt, chi yéu sau khi lién hop trong gan
viri acid glucuronic (khodng 60%), acid sulfuric (khodng 35%) hodc cystein (khodng 3%); cing phat hign thily mét lugng nhd
nhifng chat chuyén héa hydroxyl - héa va khiracetyl, Tré nho it kha ndng glueura lién hop vdi thube hon so val ngudilén,
Paracetamal bj M-hydroxyl hda béi oytochrom P, 38 tao nén N-acetyl-benzoquinonimin (NAPQ), mgt chit trung giancé tink
phén tmg cao. Chit chuyén héa nay binh thudng phin tng vdi cic nhém sulfhydryl trong glutathion cla gan; trong tinh trang
46, chit NAPQ khéng durgre lién hepvii glutathion giy dfc choté bao gan, din dénvigm v cd thé dan dén hoal tir gan.
Phenylephrin hydroclorid:
Phenylephrin hip thu rit thit thudng qua duimg tidu hda do b chuyén héa ngay trén dudng tidu hda thing qua enzyme
MAOD, nén sinh khi dyng cda thufic chi dat 5 38%. Sau khi ufing, tic dyng ching xung huy8t mii xudt hién trong wéng 15 -20
phit, va kéo dai 2 =4 gidr,
Phemylephrin trong tulin hoan cf thé phin bS vao céc md vii Vd glai doan diu: 26— 61 litva Vd & trang thai 8n dinh: 340 it
Con chura biét thude ed phén bo dugevao sira me khéng.
Phenylephrin bj chuyén héa & gan vé ruét nhiy enzym monoaminoxidase (MAD) nhér phan img oxy héa khir aminva phan dmg
lién hop véi acid glucuronic. Thude duec thi trir qua thn chil yéu & dang chura bj chuyén hoa. Nira dii thai trirt/2 a khoang
5 phitvat/2 B khodng 2 -3 gid,
Loratadin:
Loratadin h3p thu nhanh sau khi udng, tic dung khang histamin cia thuSe xuft hién trong véng 1- 4 gits, dat tdidasau 83—
12 giérva kéko dii hon 24 gite. NBng d& cha leratadin va descarboethoxyloratadin [desloratadin) dat trang thai on djnh & phiin
lérn nEurdT bEnh vio khodng ngay thir ndim diing thudic. '
Nang d& dinh treng huy&t tuong trung binh cia loratadin va chit chuyéin hda oé hoat tinh cda nd (desloratadin) tuong ing 12
1,5y 3,7 gitr. Sinh kha dyng cda thubc thng va thii gian dat ning 46 dinh bi kéo dai béi thic &n.
58% loratadin lién k&t véd protein huyft twong. Nies do théi trir cla loratadin 13 8,4 gitr va cla desloratadin 15 28 gitr. Nira doi
chia thuéic bién d8i nhidu giiva clc cé thé, khéng bj dnh hudng béi uré mau, ting 18n & nguti cao tullva ngudi xe gan,
D8 thanh thai cha thudc 14 57 — 142 mi/phutfkg vi khéng bj dnh hirdmg béi uré mau nhung giam & ngudi bénhxo gan. Thé
tich phéin b8 cha thudc 12 80 - 1201it/kg.
Loratadin chuy€n héa nhidu khi qua gan [3n diu béi hé enzym microsom cytochrom P, ¢hd yéu thanh desloratadin, 1a chit
chuyén hia cd téc dyng durgic Iy,
Khodng 80% t8ng litu chaloratadin bai ti€t ngang nhau ra nurdic tidu va phin duwdi dang chilt chuyén hda trong vong 10 ngy.
Loratadin va desloratadin vio sifa me va &2t ndng dd dinh tuong duong v nbing 96 thudc treng huyét trong. Khing qua
hiang rao maundo & 1@y thdng thudng.
Dextromethorphan:
Dextromethorphan hip thu nhanh qua durdmg tiéu hda v o6 téc dung trong vong 15— 30 phiit sau khi utng, kéo dai khodng &
-8 glir {12 gitr wéi dang gidi phéng chim). Thudc durge chuyln hida & gan v bai tiék qua nurde tifu dudi dang khéng dai va cic
chat chuyin Fida demethyd, trong sé 46 od dextrarphan cling ob tic dung gidm ho nhe.
16- Quy clich déng goi
H&p 20w x 10 vifn nén bao phim.
Hp 20 vix 6vidn nén bag phim.
17- B kién bio quan: P& noi khd rdo, tranh dnh sdng, nhidt df khéng qua 30°C.
18- Han diing: 36 thang ke tirngay san xut.
19- Tiigu chufin chit lrgrng: TCCS
20-Tén, dja chi clia cor sér sdn xudt:
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