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Rx: Thudc nay chi ding theo don thude

INFLAGIC

Betamethason 0,25 mg/s ml, dexchlorpheniramin maleat 2 mg/s ml
D€ xa tdm tay tré em
Doc ky hudmg dén sir dung trude khi ding

Thanh phin

Mdi mi chua;

Thanh phén hoat chat:

Betamathason.........cooiveennns o W na e m ok A 0,05 mg

Dexchlorpheniramin maleat...........ovveein a4 mg
Thanhphdn fd duec: Natn benzoat, acid citric monohydrat, natei citeat dibydral
glycerin, saccharose, sorbitol, huong cam, nuide tinh khidt

Dang bao ché: Dung dich udng

Ma ta: Dung dich trong sudt dung trong dng nhua

pH:20-60

Chi dinh

Biéu trj hé tro trong trudng hap cic bénh di ing duding hd hap, nhd: hon phé
quidn nang va viém mai di dng; tinh trang di dng da, cChdng han nhu may day
(khéng bao gém cac trudng hgp man tinh], vieérm da di Ung, viem da tiép xic:
phan Ung thudc va bénh huyét thanh; trong cac tinh trang &l Ung & mdt nhu:
viém gide mac; viém mang mdt khdng hat, viém mang mach-ving mac, viim
méng mét-thé mi, viém mach mac, viém két mac, viém mang bé dae. Tre1g
céc bénh vé mét ndy, Inflagic dc ché cac giai doan nét dich va viém, gop phin
bdo tén tinh toan ven chife nng cbia nhin cdu, trong khi diéu tri nhidm tring
hoac diéu tri khac duoc tién hanh.

Liéu dung va cach ding

Thudc dung theo dudng uéng.

- Ngudi lan va tré em trdn 12 tudn 5 dén 10 mil (1-2 dng)/lan, 2 1n mdingay.
-Tré em tir 2 dén 12 tud: 5 mi (1 Gngl/ldn, 1-2 1dn mbi ngay

Liéu lugng cho tré em cdn dua theo dd nghigm trong cGa bénh va mic dd dap
ung cla bénh nhan, Khéng duoc dlng tiy tién

Chéng chidinh

- Chéng chi dinh trong cdc truting hap min cdm vai bat ki thanh phdn nao
ciia thudc

- Do thuéc chiia betamethason, chng chi dinh trong céc truding hop sau:

+ Nhiém virut dang tién trién (bao gém viém gan, mun rdp, viy nén, Herpes
zoster)

+ Trang thdi tdm than chua kidém sodt duoce biing cich didu trj

+ Brang diing vic xin sdng

- Do thuéc chira dexchlorpheniramin, chéng chi dinh trong cac truéng hop
sau:

+ Nguy €2 tdng nhan ap gdc hep

+ Nguy co gitf nudc tidu lién quan dén réi loan tuyén niéu dao

Canh bédo va thin trong khi ding thude

Cdnh bdo

- Trong bénh may day cap tinh, thuGc nay chi nén ding trong diéu tri ngén, ti
da 10 ngay,

- Hidu qua digu tn chua duge ching minh trong cdc truding hop ndi may day
mam L.

- Do sdn pham chifa betamethason:

+ Sif dung corticosteroid cé thé gy nguy ca bj phin Ung ting lén. Khéng sir
dung thudc trong trudng hop bénh may day man tinh,

+ Trong truding hop loét da day. didu trj corticosteroid khéng chdng chi dinh
néu co didu tri chdng loét kém theo,

+ Trong truting hap <o tién su leét, diéu tri bdng corticoid c6 thé duac ké don,
v vige theo déi lam sang vi néu cdn thiét ¢ the ndi soi da day.

+ Lidu phap corticosteroid €6 thé thic ddy su xuat hién cia nhidu bign ching
nhiém tring dovi khudn, ndm men va ky sinh tring.

+ Tat cd cdc ddi tuong thudc wing luu hanh (nhiét ddi, can nhiét déi, nam Chau
Au) cén phai kigém tra ky sinh tring vi didt trir cé hé théng trudc khi diu tri
bing corticosteroid.

+ Bang chung clda mét nhidgm tring cd thé duoe che diu do lidu phip cortico-
steroid,

+ Diéu quan trong la trudc khi bat ddu diéu tri, cin loai trir bénh lao v theo dbi

trong qua trinh diéu tn su xudl hién cda cac bénh truyén nhidm

+Trong trudng hop co tién sl bénh lao, du phang bénh lao 13 cin thidt néu cd
di chitng déng ké va néu khong thé dim bdo dibu tri t6t bing cach dung
rifampicin trong 6 thang

+ Vide sir dung corticosteroid doi héi phai theo déi dac biét thich hap. dic bist
@ nhiing bénh nhan cao twdi v trong truting hop viém loét dai trang, thuc

q’::in {loét thing), loét rudt gdn day, suy than, suy gan, lodng xuong. suy nhugc
thin kinh,

Thén trong khi si dung
Do sdn phdm ¢é chira betamethason:
*+ Khi diéu tri nay 1a cdn thidt, bénh tiéu duiing va huyét 3p cao khang phai I3

théng chi dinh, nhung viéc diéu tri ¢é thé din dén mat can bing. Cin phai
fuge dinh gia lal.

i bé phéng ngifa, bénh nhin nén tranh tép wac vai ngué mdc thay ddu hodc
wnh i do nguy co g ché mién dich,

+ Betamethasen cd the tao ra phin dng dugng tinh cds cie =ét nghidm duoc
thic hién trong céc bai kiém tra chéng Doping.

- Do thudc cd chia dexchlorpheniramin maleat: Can thédn trong trong cdc
truting hop sau:

+ Ngudi cao tudi: Dexchlorpheniramin maleat | thudc khing histamin do dé
<& thé gdy chdng mat, budn ngd, va ha huyét 4p & bénh nhan trén 60 tudi.

+ Trong trudng hap suy gan ndng va/hodc than, do nguy ca tich Idy.

- Ding @6 udng b cbn hodc thubc cb chida cén trang khi diéu tri khéng duoc
khuyén cdo.

- Cac r8i loan thi gidc co thé xdy ra khi ding lidu phap corticosteroid toan than
hodc tal chd. Trong truting hep nhin ma hodc bt ky triéu ching thi gidc nao
kivdc xudt hién trong qua trinh didu tri bing corticoid, cin phai kham mit dé cd
bién phap xd tri,

-Hiém gép, ching han nhu bénh xo vira d4ng mach trung tim, d3 duoe bio céo
khi ding corticosteroid toan thin hodc tai ché

- Do trong ché phdm <6 sir dung natri benzoat do d6 khang diing cho tré sa
sinh vi c6 thé gdy nén mdt 56 tic dung khdng mong mudn trén tim mach, hé
hip va thn kinh cOa tré em do c6 hién tugng canh tranh tai vi tri gén trén
protein cda natrl benzoat vai bilirubin,

- 54n phim c6 chia sorbitol. Than trong khi sif dung trong truang hop mic
chung khéng dung nap fructose hode cic duaing khac.

5if dung thuéc cho phu ni ¢é thai va cho con ba

S0 dung thude cho phy nix cd thai

Cac nghidn cdu thuc hién trén ddng vat khang cha thiy dexchiorpheniramin o6
tac dong gay quéi thai. Trén 1am sang, cac nghién edu dich té hoc da dudng nhu
loai ra khd ndng gy di dang cla dexchiorpheniramin.

Khdo sat vé ddc tinh trén phoi thai (trong 3 thang tha hai va 3 thang cudi). & tré
5 sinh ¢ me dudc didu tri déi han voi liéu cao cac thudc <o dac tinh khang
cholinergic, cic ddu hiéu vé tidu héa co lién quan dén tac dung gidng atropin
{cang bung, thc rudt phan su, cham di tigu phan su, nhip tim nhanh, 16 loan
thin kinh._} hiém khi duge ghi nhan.

B ghi nhan su gidm cin cda tré so sinh khi nguéi me diéu tri bing corticoid
kéo dal. Co nguy co Uc ché vd thuong thin & tré mdi dé do me da dung
corticoid kéo dai.

Cén can nhac gitra loi ich va nguy co d€ quyét dinh viée s dung thuc & phu ni
£ thai,

Tré s¢ sinh ma me da ding thudc trong thii ky mang thai ¢in dudc theo déi
cdn than vé cde diu hidu gidm chiic nang tuyén thuong than,

Sir dyng thude cho phu ni cho con bu

Thudc qua duoc séa me. Do dexchlorpheniramin ¢6 déc tinh gay an thin va
betamethason cé thé gy c ché sy phat trién cla tré va gay ra cic tic dung
khong mong muén khic, vi du gidm chic ndng tuyén thuong thin, khéng
dung thudc cho phu nd dang cho con bu.

Anh huémg cia thudc 1én kha nang Ii xe, van hanh may méc

50 dung thudc co thé cé cic tac dung phu nhu budn ngd, suy giam tam thin,
van dang nén co thé dnh hudng dén khi ndng lai xe va vin hanh may mac.
Khong lai xe hodc vin hanh may mac khi gap phdi cac tridu chimg nay.

Tuong tde, tuong ky cla thude

- Paracetamol: cac corticoid néi chung, bagc gém ci betamethason, gay cam
ung cdc enzym gan, c6 thé lam ting tao thanh mét chit chuyén hoa cda
paracetamol ddc vl gan, Do @6 ding corticoid, bao gdm cd betamethason
cung voi paracetamol lidu cao hodc kéo dai sé lam tang nguy co gay doc voi
gan.
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- Thudc chéng trdm cam ba vong: Nhiing thudc nay khing lam bét va cd thé
lam tang cac rdi loan tdm thin do corticoid gay ra, khang duoc diing c4c thude
chdng trim cim nay dé didu tri cic tde dung khdng moang mudn ndl trén,

- Thudic chéng d4i thdo dubmg dung dubng udng va insulin: Betamethason ¢4
thé lam tdng néng d¢ glucose huyét nén cin thiét phii didu chinh lidu s
mdt hodc cd hal loai thude khi ding ddng thal, cé thé cing cin phii didy
chinh lai liéu clda thudc ha duling huyét sau khi ngiing liéu phip corticoid.
- Glycosid digitalis: Dung d6ng thai vél betamethason c6 thé 1am ting khi
nang loan nhip tim hodc ting dbe tinh cba digitalis kém vai ha kali huyét,

Phenabarkiton, phenytoin, rifampicin hodc ephedrin ¢6 thé lam ting chuyén
i cua corticoid va lam gidm tdc dung didu trj cda ching,
- Ngui bénh dung cd corticoid va estrogen phai dugc theo doi vé tac dung
qua muc cla corticoid vi estrogen lam thay d8i chuyén héa va kha ning lién
két vdi protein huyét tuong cla corticoid, din dén 1am gidm dd thanh thi,
tang rifa dini thai tril, tang tac dung didu tri va ting ddc tinh cba corticoid.

- Dung déng thsi corticoid vdi cac thude chding ddng loal coumarin cé thé 1am
tang hodc gidm tac dung chéng déng nén c6 thé cdn thiét phai didu chinh lai
lidu ding.

- Téc dung phdi hop cla thude chdng viém khang steroid hodc rugu vai
corticoid oo thé din dén tang xusdt hién hodc ting mic 44 trém trong cii+ ioét
duorg tieu hba. Corticoid ¢6 thé lam ting ndng dd salicylat trang mau. Phai
than trong khi dung phdi hop aspirin véi corticoid trong truéing hop glam
prothrombin huyét.

- Dung betamethason c6 thé 1am tang néng a5 hodc tic dung cia cic thubc
Uc ché cholinesterase, amphotericin B, cyclosporin, thudc lgi nitu qual,
natalizumab, thudc Igi niéu thiazid. Nguoc lai mat s8 thudc khi ding cing sé
tang ndng 46 hodc tac dyng cla betamethason nhu cie thudc chdng ndm
thudc dan xudt azol, cic thudc chen kénh calei, khang sinh nhém quinclon,
macrolid, trastuzumab.

- Rugu: lam ting tic dung an thin cla thudc khang histamin H1. Vidc gldm tap
trung va tinh tao ¢é thé gay nguy hi€m khi 4| xe hay van hanh may méc. Tranh
udng ruou va cac thiic udng cé chifa rugu trong thei gian diing thubc.

- Cae thude U ché thin kinh trung vong khac (thube gidm dau va chéng ho ho
morphin, thubc chéng trdm cdm cd tic dung an thin, thudc ngl nhém
bapzrdiazapin nhsm barbiturat, clonidin v céc thube cung ho, thusc ngd,
methadon, thudc an than kinh, thudc gidi lo): Ding déng thoi Inflagic vdi céc
thudc nay lam ting e ché thin kinh trung uong. Vie gidm tip trung va tinh
tio cd thé gdy nguy hiém khi 13i xe hay vin hanh may méc,

- Atropin va céc thubc ¢ tac ddng gidng atropin (thude chéng trdm cdm
nhom imipramin, thude chéng liét rung o6 tdc déng khidng cholinergic, thude
chéng co thit c¢é tic dong gidng atropin, disopyramid, thudc an thdn kinh
nhom phenothiazin): Ding déng thail Inflagic vai cac thubc nay lam tang cic
tac dung ngoai ¥ clia nhom atropin nhu gay bi tiéuy, tdo bén, khd miéng.

Téc dung khéng mong mudn cda thude

Phdn umg bdt Igi gdy ra do ding betamethason:

Céc téc dung khéng mong mudn cia betamethason lién quan dén ci liéu
lugng va thdi gian didu ta,

- Thudng gap: ADR > 1/100

Chuyén héa: Mat kali, gilr natri, gil nude.

Nai tiét: Kinh nguyét khéng déu, phat trién hai ching dang Cushing, Ue ché sy
tang trudng cda thai nhi trong tl cung va cla tré nhd, gidam dung nap glucose,
béc 16 déi thio dudng tiém dn, tng nhu cdu insulin hodc thudc ha glucose
huyét & bénh nhidn tiéu dutng,

Co xuong: Yéu co, mét khdi lugng ca, loang xudng, teo da va dudi da, ip xe vd
khudn.

- It g8p: 1/1000 < ADR < 1/100

Tam thin: Sdng khodi, thay déi tim trang. trdm cdm ndng. mit ngd

Mat: Gidedm, duc thay tink thé.

Tiéu hda: Loét da day va o6 thé sau do bi thing va chdy mau, viém tuy, trugng
bung, viém loél thut gudn

- Hiém gap: ADR < 1/1000

Da. Viem da di dng, may day, phl mach.

Thin kinh: Tang dp lue ndi s lanh tinh,

Khac: cac phdn dng phin vé hoac qud man, ha huyét ap hodic tuong ty séc.
Phdn tng bat lgi gdy ra do ding dexchlorpheniramin maleat:

- Buén ngi hodc ngu ga, ngd gat, nhit 13 vao thai gian diéu tr ddu.

- Tac dong khang cholinergic lam khé niém mac, rdi loan didu tiét, gidn déng
tu, timn ddp nhanh, nguy co bi tiéu. Ha huyét 4p tu thé,

Réi loan can bang, chéng mat, gidm tri nhd hodc khi ndng tip trung.
- Mt diéu hda van ddng, run rdy, thudng xdy ra hon & nguéi Idn tudi. Lin, do
gidc. Hiém han, chi yéu & nhi nhi, c6 thé gay kich ddng, ciu git, mat ngi.
- Phin (ng qua man cdm: NG&i ban, eczema; ngua, ban xult huyét, mé day.
Phis, hiém hon cd thé giy phi Quincke. 56¢ phin vé.
- Tic dung trén mau: gidm bach cdu, gidm bach cdu trung tinh, gidm tidu ciu,
thiéu mau tan huyét.
Théng bdo cho bdc sinhing tdc dung khéng mong mudn

gdp phal khi sir dung thuée
Qué liéu va cich xir tri
[ridu ching
517 dung thudc kéo dai cd thé gdy ra mét s& tridu ching: phi né ban char
‘1an hode mat ca chin, kich ddng, budn ngd, trdm cdm, réi loan chu ky kinh
nguyét, lam trdm trong thém cac bénh nhu loét, tiéu dudng, ngda da, bdng da,
xhd da, ting huydt dp, co gidt, yéu co, bénh tim thén.
Xir el
Qua trinh chéng ngd déc bao gém ria da day. udng than hoat, theo dbi cic
diu hidu sdng va diéu tri thy theo tridgu ching.
Bictivh duoe lue hoc
Ma Al " ROGABS2
Nidm duge ly: Thude khang histamin phéi hop véi corticoid ding toan than
Betamsthason |3 mébt corticasteraid tdng hop, cd tic dung glucocorticoid rit
manh, kém theo tic dung chuyén héa mudi nudc khdng déng ké. 0,75 mg
betamethason 6 téc dung chéng viém tuong dudng véi khodng 5 mg
prednisclon. Betamethason cé tac dung chdng viém, chdng thip khdp. chdng
di ing va liéu cao ¢ tic dung dc ché mién dich. Thudc diing duéng uéng,
tiém, tiém tai chd, hit hodc boi d€ trj nhidu bénh cdn chi dinh dung corticoste-
roid. Do it 6 tic dung trén chuyén hda mudi nudc, nén betamethason et phi
hop trong nhiing truéng hop bénh ly ma gid nude [ bat lai.
Dexchlorpheniramin  maleat |3 thufc khing histamin ddn xudt cla
propylamin. Dexchlorpheniramin dc ché ¢6 canh tranh vai cdc tac dung duoc
Iy c0a histamin {d&i khang histamin tai thu thé H1)
Bac tinh dugc dong hoc
Betamethason dé duoge hip thu qua dudng tiéu hda, Betamethason phin bd
nhanh chéng vao 13t ¢ cdc md trong cathé. Thude qua nhau thai va ¢é thé baj
xudt vao siia me voi luong nhé. Trong tudn hoan, betamethason lién két rong
rdi wdi céc protein huyét tuong, chd yéu la vai globulin ¢én véi albumin thi it
hon. Ty 1& betamethason lién két vdi protein huyét khodng 60%. thip hon so
wii hydrocortison. Betamethason la mét glucocorticoid tic dung kéo dai voi
thoi gian ban thii khodng 36 - 54 gid. Thude dugc chuyén héa chi yéu gua
gan va thai tri chi yéu qua than vai ty & chuyén hoa dugi 5%. Do betametha-
son 6 toc d¢ chuyén héa cham, ty 18 lign két protein huyét tuong thip va thai
gian ban thdi dai nén hidu lue manh hon v tic dung kéo dai hon so véi cic
corticosteroid tu nhién.
Dexchlorpheniramin maleat hip thu 16t khi udng, ¢4 mat trong huyét tuong
trong vong 30-60 phit va ndng d dinh trong huyét tuong dat duoc sau 2-6
gig, Sinh kha dung ciia dexchlorpheniramin dat khodng 25-509%. Ty 18 thudc
lign két vai protein huyét tuong 1 72%. Dexchlorpheniramin chuyén hoda
nhanh va manh, ¢6 chuyén héa mdt phdn & niém mac rudt trong khi hip thu
va c6 chuyén héa lin du qua gan sau khi ubng. tao chit chuyén héa khdng co
hoat tinh. Dexchlorpheniramin va cae chat chuyén hoa gén nhu thai trr hoan
toan theo dudng nudc tiéu. Thoi gian ban thai cha thudc 1a tis 14 gis dén 25
gid.
Quy cach déng gdi:
Hép 10 ng x ng nhita 5 mi, Hop 20 dng x éng nhuia 5 mi, Hop 40 8ng x 8ng
nhua 5ml.
Bio quan: Bao quin trong bao bi kin, tranh dnh sdng, & nhiét da dudi 30°C,
Han ding: 24 thang ké ti ngay sin xudt,
Tiéu chudn chdt lvong: Tiéu chudn co s&

Nha sdn xudt

crCinn
Céng ty ¢é phdn Dugc phim CPC1 Ha Nbi
Cum cdng nghiép Ha Binh Phugng, xa Van Binh, huyén Thuding Tin, Tp.Ha N
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