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Rx Thubc ndy chi ding theo don thube T& huéng din sit dyng thude
GMP-WHO

Siro
BETADEX

Dé xa tam tay tré em

Doc &y huong dén sir dung trude khi dimg

THANH PHAN CONG THUC THUOC

M&i lo 75 ml chita:

Thénh phan hoat cht:

BEtAINETHASON +.vvvveeesessseeessseresessssesesesssesesssssesssesmassssssssssrsssssesssssmmassssstosssmsnsssarasssissis 0,005% (kl/tt)
Dexclorphenitamin MAlEat ........wuerussiceisssmmmrsississssssssessissss st st sssenes 0,04% (kl/tt)
Thanh phdn td duoc: Dudng kinh tréng, dung dich Sorbitol 70%, Propylen glycol, Natri benzoat,
Acid citric khan, Huong dau, Nu6c tinh Khi€t ......ccooveniinimmimnne Vira da 75 ml.
DANG BAO CHE

Siro

Mé ta dang bao ché: Siro trong, mau vang nhat, vi ngot, huong dau.

CHI PINH
Diu trj tridu chimg trong cc trudng hop: mé day (trir trudng hop mén tinh), cham hoic viém da
cép tinh, phat ban do thube, viém miii di tmg.

CACH DUNG, LIEU DUNG

Liéu ding

Ngudi I6m vé tré em trén 12 tudi: 5 ml/lén, ubng céch 4 — 6 gid/lan, nhung khong vugt qué 30 ml
mdi ngdy.

Tvé em tie 6-12 tudi: 2,5 ml/lAn, ubng cach 4 — 6 gidvlan, nhung khong vuot qué 15 ml mdi ngay.
Tvé em tir 2-6 tudi: 1,25 ml/1An, ubng céch 4 —6 gidv/lan, nhung khong vuot qud 7,5 ml mdi ngay.
Lidu ding cho tré em va tré nho can dya trén mire d¢ ning cla bénh va ddp ung ciia bénh nhan
hon 12 chi bam hoan toan vao lidu luong theo chi dinh tubi tac, thé trong hogic vao dién tich co
thé.

Lidu lugng cin dyra vao sy dép tmg va sy dung nap ctia timg ca thé bénh nhan. Sau khi dat dap
{mg mong mudn, cin gidm liéu lugng theo timg nc nhé cho té1 khi dat mire thdp nhit ma c6 thé
duy tri duge dap (rng 1dm sang diy du. Chn ngimg thudc cang som cang tbt.

Khi diéu tri kéo dai, can ngirng betamethason dan din timg budc mot.

Ciach ding
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Dung dudng ubng.

' . P 'a : ", A _ta A A A \ e - ~
Cac triéu ching tiéu hoa c6 thé giam nhe, neu udng thude cing thirc an hodc sira.

CHONG CHi PINH

Qué man voi c4c hoat chét hojic véi bét k¥ t4 duoc nio chia thude.

Bénh nhan mic bénh ting nhin ap gbc dong.

Bénh nhan méc cAc bénh téc nghén dudng tiét niu dusi nhw phi dai tuyén tién liét.

Bénh nhén diing desmopressin acetat hydrat

Bénh nhan dang ding thube tic ché MAO (IMAO).

Chi ding thudc khi c4c bién phép diéu tri khéc khong phi hgp.

V& nguyén tic, khong dung thudc Betadex cho nhirng trudng hop sau, nhung néu cin thiét

phai sir dyng thi than trong khi ding thube):

Nhiém tring hodc nhiém nAm toan than (trir khi dugc sir dung cuing phac dd khang khuén dic
hi¢u)

Bénh nhan bi glaucom géc md, viém gidc mac do virus herpes simplex, duc thuy tinh thé bao
sau

Bénh nhan méc bénh lao, loét da day, bi ri loan tAm thin, ting huyét ap, r6i loan dién giai,
bi huyét khbi

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thube Betadex ¢6 chira hormone vo thugng than tuong dwong voi 0,5mg prednisolone mdi
ml dung dich, vi vay cAn luu ¥ khi sir dung sau khi céc triéu chiig dé dugc cai thién.

Chn theo d8i cAn than khi diing thudc Betadex cho nhing trudng hop sau:

Bénh nhén méc cac bénh truyén nhidm do thube c6 tac dung e ché mién dich.

Bénh nhan bi d4i thio dudng do téc dung thic ddy qua trinh tan tao glucose.

Bénh nhan bi logng xuong do thube (e ché hinh thanh xuong va téng bai tiét canxi tir xuong.
Bénh nhén suy than d& giip céc tac dung phu do kha néng thai trir cham, tich tu thudc trong
co thé.

Bénh nhén suy gidp

Bénh nhan xo gan

Bénh nhéan bi gan nhiém m& do téc dung phén huy va phan b& lai chit béo ¢6 thé din dén
lam téng tich tu chét béo trong gan.

Bénh nhén bi bénh nhugc co

Ngudi cao tudi khi ding thudc trong thoi gian dai co thé gip phai cac tdc dyng phu nhu
nhiém tring, dai thdo dudng, lodng xuong, taing huyét ap, duc thuy tinh thé bao sau va tang
nhén 4p, do dé cAn than trong khi sir dung.

Bénh nhéan u tity thugng thin hogic u cén hach hodc nghi ngo u tuy thuong théan.

Khéng duoge van hanh may mée va 14i xe do thube c6 thé gy budn ngi
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Str dung thube Betadex c6 thé géy ra céc tac dung phu nhu nhiém tring, suy vo thuong thén
thir phét, loét da day, déi thao dudng, ri loan tAm than.

Bénh nhén thily ddu hodic soi c6 nguy co tir vong khi ding thubc do dé cin thuc hién céc
bién phap phong ngira sau:

Truée khi ding thudc ndy, hiy kiém tra tién sir bénh thiy ddu ho#ic soi va tinh trang tiém
ching.

Bénh nhén khong c6 tién sir thity diu hodic soi phai ludn duge theo ddi cdn than dé ngin
ngira nhiém tring do thiy ddu hoiic s¢i. Néu nghi ngd hogic bi nhiém tring, hdy huéng dan
bénh nhén dén co s& y té ngay 14p tirc va thyce hién cic bién phép thich hop.

Xin luu ¥ ring ngay ca nhimg bénh nhén c6 tién sir thiy d4u hodc séi hodc da dugc tiém
ching cfing ¢6 nguy co thity dau hogic sdi khi ding thude.

Trong qué trinh ding thude, ludn chu y va quan sét sy xuit hién cta cic tac dung khong
mong mudn, tranh gay cing thing cho bénh nhén va ¢6 bién phap thich hgp nhw téng liéu
trong trrong hop xay ra tai nan, phiu thuit,...

Ngimg ding thubc ddt ngdt sau khi sir dung lién tuc c6 the xay ra céc triu ching cai thube
nhu sét, nhire dAu, chan 3n, cam gide yéu dubi, dau co, dau khop, sbc,... vi vay cn giam liéu
dAn dan dén khi ngimg han. Néu xay ra tri¢u chimg cai thudc, ngay 14p tirc dung lai hodc ting
liéu néu cin thiét.

Viém gan do sy ting sinh ciia virus viém gan B ¢6 thé x4y ra & nhitng bénh nhan nhiém virus
viém gan B va dang dung corticosteroid. Trong va sau khi dung thudc nay, hay tiép tuc theo
di céc chi sb xét nghiém chirc ning gan va céc déu hidu ciia virus viém gan, dong thai cha y
dén cAc ddu hiéu va tridu chiing ctia sy phat trién cia virus viém gan B. Néu quan sét thdy
bét Ly su bét thudng ndo, hity cén nhc viée giam lidu thudc va thye hién cac bién phap thich
hop nhu ding thubc khang virus.

Dii ¢6 trudng hop duge chan doan u tuy thwong than sau khi dung betamethason (dudng
tiém). Néu thiy huyét ap tang rd rét, nhic dAu, danh tréng ngue, ... sau khi ding thudc nay,
cAn thue hién cac bién phap thich hop c6 can nhic dén sy xuat hién cua u tiy thugng thén.
Canh béo lién quan dén ta duoc:

Thube nay c6 chita 250 mg sorbitol 70% trong mdi 5 ml: Bénh nhén bi rdi loan fructose di
truyén khong nén sir dung thudc nay.

Pudng kinh tring: Nhitng bénh nhan ¢6 vén dé di truyén hiém gap vé khong dung nap
fructose, kém hép thu glucose-galactose hodc thiéu hyt sucrase-isomaltase khong nén ding
thudc nay.

Thube co chira 200 mg propylen glycol trong mdi 5 ml: Néu tré dudi 4 tuan tudi, hdy héi y
kin bac st hotic dugc st trude khi cho tré ubng thude nay, déc biét néu tré diing cing céc loai
thube khdc ¢ chira propylene glycol hoic alcol. Viée dung chung vdi cac chét 12 co chét cia
alcol dehydrogenase nhu ethanol ¢o thé gay ra tic dung phy nghiém trong & tré so sinh.
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e Thubc niy c6 chira 5 mg natri benzoat m8i 5 ml: Cé thé lam tdng bénh vang da (vang da,
vang mét ) & ré dudi 4 tudn tubi.

SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Sit dung thudc cho phu nif ¢6 thai:

Mt nghién ctru trén chudt dé dugc bao cdo c6 tac dung gy quéi thai. Thube ciing c6 nguy co
gdy suy thuong thén & tré so sinh. Vi vay chi nén ding thudc Betadex cho phu nit ¢6 thai khi loi
ich dwoc danh gié vugt tréi so véi nguy co trén thai nhi.

St dung thude cho phu nit cho con bu:

Phu nif cho con bt khong nén ding thubc nay do thube c6 kha ning bai tiét vao sira me.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khi dung thudc Betadex, khong lai xe va van hanh may méc do thube c6 thé gay budn ngu.

TUONG TAC, TUONG KY CUA THUOC

Betamethason dugc chuyén héa chii yéu bai enzyme CYP3A4.

Cdc thubc cam ung CYP3A4 (barbiturat, phenytoin, vifampicin, ephedrin, carbamazepin): Lam

ting chuyén hoa céc corticosteroid, c6 thé din dén lam giam hiéu qua didu tri ctia betamethason,

do d6 c6 thé cin tang lidu betamethason khi ding ddng thoi véi céc thude nay. e
Cdc thudc itc ché CYP3A44 (ritonavir, ketoconazole, khang sinh macrolid): 1am giam thanh thai

céc thube corticosteroid dén dén lam ting tic dyng hodc ddc tinh cta thude, do vay co thé cin
giam liéu betamethason dé tranh céc thc dung khéng mong mudn. o
Desmopressin acetat hydrat: St dyng ddng thoi desmopressin acetat hydrat cing véi
betamethasone c6 thé 1am ting nguy co ha natri huyét, trong trudng hop ning, ha natri mau c6 =
thé din dén co gidt, hon mé va thém chi tir vong.

Thudc tic ché h¢ théan kinh trung wong, ruegu: Cé thé 1am ting cudng tic dung tre ché thin kinh

trung wong ctia dexclorpheniramin maleat, do d6 ¢ thé cin giam lidu khi ding ddng thoi.

Cdc thude tre ché MAO: 1am kéo dai va tang tac dung ctia dexclorpheniramin maleat.

Droxidopa, norepinephrine: sit dyng ddng thdi v6i dexclorpheniramin maleat c6 thé gdy ting

huyét &p bat thudng do dexclorpheniramin maleat rc ché gisin mao mach.

Aspirin va dan xudt acid salicylic: DA ¢ bo cio rang néu gidm liéu corticosteroid trong qua

trinh st dyng ddng thoi, ndng d6 acid salicylic trong huyét thanh s& tang 1&n (do corticosteroid

c6 tac dung thic diy qua trinh bai tiét qua thin va chuyén héa & gan din dén 1am giam ndng dd

ddn xudt acid salicylic trong huyét thanh nén khi giam liéu, ndng dd trong mau tang 1én) va co

thé x4y ra ngd doc acid salicylic, vi vy cin than trong vé lidu lugng khi sir dung ddng thoi.

Thubc chéng dong mdu dwong uong (warfarin): Corticosteroid ¢é thé lam tdng hodc giam tac

dung chéng dong ctia cac din xudt coumarin; can gidgm st thoi gian prothrombin/INR khi sir

dung ddng thoi cac thude ndy.
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Céhc thube diéu tri ddi thdo dudng (thuoc diéu tri ddi thdo duong dang udng, insulin):
Betamethason c6 thé gy tang ndng db glucose huyét bang cach thic dy qua trinh tén tao
glucose ¢ gan va Gc ché st dung glucose & cac md ngoai bién, dan dén gla.m hiéu qué cia thude
didu tri dai thao duong. Vi véy khi sir dung clng nhau, cAn than trong vé lidu lwgng ddng thoi
theo d&i cAn than tinh trang ctia bénh nhén va cac yéu t6 khéc.

Thubc loi tiéu ha kali mdu (furosemid, acetazolamid): Khi ding két hop véi corticosteroid ¢6 thé
giy ha kali méu do corticosteroid ¢6 tac dung thiic ddy dao thai kali & dng than, do do cén theo
dai ndng d6 kali huyét thanh va chirc ning tim khi ding thubc ddng thoi.

Thuéc phong bé thén kinh- co khong khit cyc: Corticosteroid co thé 1am tang hodc giam téc dyng
ciia cac thubc gidn co nhu pancuronium bromid, vecuronium bromid,... nén cin gidm sét hiu
qua ciia thubc phong bé than kinh- co va higu chinh lidu néu can.

Somatropin: Corticosteroid ¢ thé lam giam tic dung cia somatropin.

Cyclosporm Khi ding dong thdi voi corticosteroid, cyclosporin bi Gc ché chuyén hoa dan dén
ndng do trong mau tang,

Ritodrin hydroclorid: d& c6 bao cao v& phu phdi khi ding két hop véi betamethason dudng tiém.

Tuong ky cua thude
Do khong c6 céc nghién ctru vé tinh tuong ky, cia thube, khdng trén lan thude ndy voi céc thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Cic tdc dung khong mong mubn nghiém trong:

- Nhidm tring hogc lam tridm trong thém tinh trang nhidm tring (> 0,1% dén < 5%), ngoai ra
c6 thé gay viém gan do sy ting sinh clia virus viém gan B.

- Suy vo thugng thin thir phat, dai thao dudmg (khong 13 tAn suét), suy thuong than cAp tmh
(0,1% dén < 5%).

- Loét da day (=0,1% dén < 5%), viém tuy (khong 13 tAn suft).

- Réilogn tAm than (>0 1% dén < 5%), trAm cam, co gift, 1t lan (khong 1 tAn suét).

- Lodng xuong, bénh vé co (20,1% dén < 5%), hoai tir vd khuAn chom xuong dui va xuong
canh tay (khong 1o tin sudt).

- Bénh ting nhan 4p, duc thiy tinh thé bao sau (khong 13 tAn sudt).

- Huyét khéi (< 0,1%)

- Thiéu méu bit san, mAt bach cau hat (< 0,1%)

- Ucché ting truéng & tré so sinh va tré nhd (khong rd tAn sudt).

Cdc tic dung khong mong mubn khic:

Thn suét R . . >0,1% dén
_— > 5% hodc khong 1d tin suat <0,1%
H¢ thong <5%
QuA man Phat ban, nhay cam véi 4nh sang, ..

5/8

v\



https://trungtamthuoc.com/

An than, khé chju, hung phin, nhin
d6i, nhirc du, chéng mit, v tai, i i .
TN s - g o y Mat ngi, budn
HE than kinh loan tién dinh, mét 6n djnh cdm xc, ) 3
g 3 o ngu, dau dau
run, di cam, cudng loan, viém day
than kinh, réi loan phdi hop
Dau bung, budn
- Khé migng, ¢ néng, chuéng bung, non/ nén, ting
HE tiéu hoéa S o
chén an, tdo bén cam giac thém
an, tiéu chdyi,...
i s Di tiéu thudng xuyén, kho tiéu, b
HEé tiét niéu e n e :
ti€u, bénh than do steroid,...
o Ha huyét 4p, danh tréng ngwe, nhip
Hé¢ tuan hoan ) 2 .
tim nhanh, co that soém.
Khd milii, déc dich tiét khi quan, the
Hé hd hép GaEE o foe s .
kho khe, nghet miii
. J 2 y " Giam tiéu ciu
Hé tao mau Thiéu méu tin huyét, ting bach céu
trong mau
R6i loan chirc ning gan (AST (GOT)
Gan tang, ALT (GPT) ting, ALP ting,
es)
Heé ndi tiét Réi loan kinh nguyét, tidu duomg, ...
Heé co xuong Dau co, dau khép, ...
Hg chuyén héa Hdi chirng Cushing, cén b‘fing nito
lipid/protein 4m, gan nhiém mga, ...
Dich co thé/ dién = 5 Tang huyét ap,
> " | Phund, nhidm kidm ha kali méu R
giai
Hé mét R&i loan véng mac, 16i mit, ...
Rém long, rung téc, mun trimg c4,
nam, xuét huyét duéi da, ban xuit
Da huyét, ndi mén, ngiia, 46 md hoi bit
thuéng, ban do ¢ mit, i loan lanh
vét thirong, da mong, viém mé md
S6t, mét moi, ting hojic giam sb
, MEDOL UL RO S0 | ek sl e
Khac luong va kha néng van dong ctia tinh |
cln
trung, dau ngyuc

Théng bdo cho bdc st hodc duwgc st cdc tdc dung khdng mong mudn gdp phdi khi sir dung thuée,
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QUA LIEU VA CACH XU TRi
Qué4 lidu betamethason hiém khi gy ngd doc cp hoic tir vong. Trong trudng hop ngd doc man,

chn giam thidu nguy co suy thuong than bing c4ch giam dan liéu. Khong cb thube gidi doc ddc
hiéu, bién phap can thi¢p chu yéu 14 didu tri h8 trg va diéu tri trigu ching,

PAC TINH DUGC LUC HQC

Nhém duge ly: Thube két hop gitta glucocorticoid tac dung todn than va thudc khang histamin
tAc dung toan thén.

Mz ATC: RO6AB52

Co ché tac dung:

Betamethason 13 mdt corticosteroid tdng hop, cb téc dung glucocorticoid rat manh, kém theo tic
dung chuyén héa mubi nuoc khong dang ké. 0,75 mg betamethason ¢6 tac dung chéng viém
tuong duong voi khoang 5 mg prednisolon. Betamethason c6 tac dung chdng viém, chéng di (mg,
lidu cao c6 téc dung @rc ché mién dich. Do it 6 tac dyung chuyén héa mudi nuée, betamethason
rét phit hgp cho nhimg trudng hop bénh 1y ma giit nudc la tic dyng bét lgi.

Dexclorpheniramin maleat 1a dang mudi ciia dexclorpheniramin, mét alkylamin, va 1a thube
khang histamin thé hé 1 c6 hoat tinh chéng di tmg. Dexclorpheniramin maleat canh tranh véi
histamin trén thu thé Hy, do d6 ngan chan hoat dong cua histamin 1én co tron phé quéan, mao
mach v co tron duong ti€u hoa. Diéu nay gitp ngin co that phé quan, giin mach, tang tinh thim
mao mach va co thit co tron tiéu hoa do histamin gy ra. Dexclorpheniramin 13 d@dng phén c6
hoat tinh chii yéu ciia clorpheniramin va co hoat tinh gép khoang 2 14n hén hop racemic.

Viéc két hop giita betamethason va dexclorpheramin malcat gitip didu tri hidu qua céc trigu
chimg dj Gmg dong thdi giam liéu corticosteroid.

PAC TINH DUQC PONG HQC

Betamethason

Betamethason d& duge hip thu khi diing qua dudng tiéu hoa.

Betamethason phéin bd nhanh chéng vao tht ca cac md trong co thé. Thube qua nhau thai va c6
tha bai xuét va sita me v6i lugng nhd. Betamethason lién két chit yéu véi globulin, it lign két véi
albumin. Ty 1§ betamethason lién két voi protein huyét twong khoang 64%, thé tich phan bb dao
dong tir 75 dén 90 lit.

Thube duge chuyén héa chit yéu & gan va théi trir chu yéu qua nuc tiéu, phan 16n dudi dang cac
chéit chuyén hoa. Chi 4,8% liéu duge bai 1iét dudi dang nguyén ven trong nudc tiéu. Nia doi
sinh hoc cita betamethason khoang 36-54 gid, do d6 dac biét thich hop v6i cc bénh can duy tri
lién tuc tac dung cua glucocorticoid.

Dexclorpheniramin maleat

Dexclorpheniramin maleat dugc hép thu twong d6i cham qua dudng tiéu hoa va ndng do dinh
trong huyét twong dat duge khoang 2,5 dén 6 gio sau khi ubng. Thoi gian tic dung 1a 4-6 gidn.
Sinh kha dung thp 25-50% do bi chuyén héa lan dAu déng ké qua gan.
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Ty 18 gén v6i protein huyét twong khoang 70%. Dexclorpheramin phén b réng trong co thé va
di vao hé thin kinh trung wong.

Dexclorpheniramin maleat dugc chuyén hoa thanh chit chuyén héa desmethyl va didesmethyl.
Thubc thai trir chi yéu qua nude tidu dubdi dang chuyén héa va dang nguyén ven, qué trinh thai
trir phu thuc vao pH nuéce tiéu va tbe db loc. Chi c6 mot luong nhé duoc tim thdy trong
phan.Thoi gian ban thai tir 2-43 gid.

Thube duge hép thu nhanh va manh hon, tdc d thanh thai nhanh hon va thoi gian ban thai ngén
hon khi ding cho tré em.

QUY CACH PONG GOI
Hop 1 1o x 75 ml, kém cée dong phéan lidu va td huéng din sir dung.

DIRU KIEN BAO QUAN: Trong bao bi kin, noi khé, trinh 4nh sang, & nhiét d9 duéi 30°C.
HAN DUNG CUA THUOC: 24 thang k& tir ngay san xuét. 3 thang sau khi m& nép lo 1in dau.
TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

TEN, PIA CHi CUA CO SO SAN XUAT THUOC

Co so san xuat: CONG TY CO PHAN NGHIEN CUU VA SAN XUAT DUGC PHAM
MERACINE

Dia chi: Duong YP6, Khu Cong nghiép Yén Phong, x4 Dong Phong, huyén Yén Phong, tinh
Biic Ninh, Vi¢t Nam
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