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TO HUONG DAN SU DUNG THUGC
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hay khang. C6 thé clin dinh gis lim sing khi ngimg thubc. Néu binh khéng ti phit
khi gidm Biu corticosterold todn than nhing khéng chic chin v sy Uc ché tryc dudi
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khi diing dukdl 3 tusn thasbng khéing diin dn Ui chi dnh huding lam shng truc dudd d6i
. thugng thin, & d & : h nhan sau, nén cin
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= Bénh nhan diu tr] p lgi vol thiin, diic bit I néu di ding hon 3
tuln,

- Khi diung d8u tri ngén han trong cing 1 ndm ngimg diéu trf dbi han,

- Bénh nhin 6 nguy ©o suy v thugng thin khic ngoai didu trj voi corticostercid
ngoqi sinh,

- Binh nhan ding Biéu corticosteroid todn thin hon deflazacort 48 mgy ngdy hodc
tuong duang.

- Bénh nhan ding thudc via budl 61 lign tue.

5 ohk

2, DANG BAO CHE: Vign nén tron mau tring, mét mdt cd dip logo ##, mit kia co ddp
gach ngang.

3. CHI DINH:
Dmmwmmmmmu.wwammmmm
glucocarticoid, bao gém:
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M3 cim vol hodic batky

Bénh nhiin dang 5i dyng vaccin virus séng.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC:
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€6 hidu qud wéi thét glan @iy trf ngd diang mat iy duy
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~Viéém khap dang thip, viém khop thidu nidn man tinh, dau @ hij
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mmmnhum mnumgmmmmm ked cfip,

-~ Thip tim.

~Vidm loét dal trang, binh Crohn,

- Vidm ming bé do, viém diy thin kinh thi gldc.

- Thidu midus tam Ml tg e, ban xudt buy@t gibm téu e by phit.
- B4nh bach cu clip thé lympho, u lympho 4¢ tinh, da u tiy.

Ufe ché mign dich trang cly ghép.
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gl din ot clia prednisol
dung khing viém tudng dudng b hod Smg.
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v migury hiém tink mang, I cso defazacort ¢d thi duge s dyng. Khi deflazacort sdf
dyng trang théi gian dii trén nhing bénh man tinh tuang 481 inh tinh, nén duy tl
liéu thaip nhit o6 thé, Lidu dlng cé thé thng khi by stress hosc bénh thng ndng.
Liéu diing nén duge didu chinh tiry thea ¢ nhin, chin dodn, mic &) ning <a binh,
d4p ing v dung nap cla bénh nhin, Nén ding lifu thip nhit cd tic dyng mong
mudn,

mg ch e

Ngui ldn

Trong o6 loan cip, c6 thi ding kiéu deflazacort 1&n G&n 120 mg/ ngay € khéi au.
Litw duy tri trong hiu hit truéing hop treng khodng 3- 18 mg/ ngdy. Nhiing phic 48
sau |3 hudng din gol y:

Viem khap dang thdp: Lidu duy trl thuding treng khodng 3 - 18 mg/ ngay. Nén s dyng
Jid nhah gt 6 te dyng vA ting liéu néu cdin thidy.

Hen phé qudn: Trong didu trj con clp tinh, cé thé cin phal ding liéu cao 48 - 72 mg/
ngay dya trén muc a0 ning vi gibm Iiéu t tir khi 84 kiém sodt duge con cip. Trong
i trf duy tri, nibn gidm 6w xudng B thip nhat 8 th kiém sodt tridu chilng.
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gl diin thudc trong vii tuln hode val thing tiy thudc Iy lugng va thil glan didu
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binh khic, chin thusng hoje tiéin hinh phé g t .
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V*ll:ch‘lﬁﬂlhgﬂm b chie néng mid g sy nhary chm vii
cic nhibm khugin va miic b nghiém trong cda ching. Biéu hin 14m sing thuting
khéng dién hinh, Thuse €6 thé che 1ip tiu chiing nhikm khusn nghiém treng nhu
hidm khudn huyét, bénh kao, vb c6 thé budc vao gial dogn tién trién trudc khi dugc
nhdn ra.

Bénh thity bu cén & A dc it vi o6 thi gy b nhan
mmmmmdwﬂﬂndﬂmmmwﬁwmﬂm«mn
thity g v cb thé efn phii ting
iy,

Bnh nhdn cdn dugc tuvn 48 trinh HEp xc vii bitah $61 vh lién hé ngey ca quan y 1
néu iy ra phai nhidm. Néu cén, o6 thé dy phisng bing immunoglobulin tiém bip,
WVacein séing khang nén sif dyng & nhimg bénh nhin cé dép dng kém. Cic phin tng
khing thé véi vaccin khac o thé bi gidm,
mwwymdmwmwwmmmumwmmbu
khd ndng tén thucng thn kinh thi gidic va c6 th ting nguy biénh nhidm khusn
thit phit & mdt do ndm va virus.

Vibe 50 dung deflazacort & binh nhin lao hogt déng nén duac gidi han cho nhing
mmmmm@nmmmﬁmmmmuwm
i céc phic 06 thutc NéL id d
thnboﬁﬁnhwoamwnmmdnmmmmwwﬂ
hogt 8bng cila bénh cb thé xdy ra. Khi st dyng glucocorticoid kio dii, bénh nhin nén
duge diéu trf dy phing.
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thif digie wdic tinh diga trén 1 i a
deflazacort.

Bénh nhin suy gan

Néng &b trong méu cla deflazacort oo thé ting #n. Do 0 s duy i ndn dugc didu
chinh cin thin, sirdyng lidu nhé nhit co hidu qua.
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A3c bidt nda khide naodl " hy

khi difu trf bing glucocorticold,

Nguitd cao tul
ammmmmmmmw:mwwmmmm
khi difu 1 bing glucocoeticold. Nhimg tée dung khéng mong mufin cda
corticostensid todn thiin thuting gdy hiu qui nghidm trong han trén ngu cao tudl,
T em

€& It At igu 13m sang trén tr em. Chi dinh nhu ngue ldn, nhung déc bidt chd § phal
ding iéu nhé nhit cé thc dyng. Nén st dyng cich ngly.

Lidu thustmg trong khodng 0,25 - 1.5 mg/ ka/ ngly. MOt 56 hutng din v éu:

Vi khp thid nién man tinh= Lidu duy trl thuing khodng 0,25 - 1,0 ma/ kg/ ngdy.
Hei chiing thitn b Liu khef 850 thutimg 13 1,5 ma/ ka/ ngay sal 86 13 chinh liu gidm
xubing theo dip tng l4m sang.
mmmmwmmmmmmmmmmm - 1,0 mal kg
deflazacort ding céch ngay.

Ngimg deflazacort

& binh nhin it dyng ding d todn thin nhid &y sinh Iy (khodng 9
ma/ nghy hoje tuong duong) trang hon 3 tuln, khing nén ngiing thusc adt ngdt.
Vie gihem liéu phus thispe nhidu vao vide bénh cé 14 phit khi gidm libu corticasterold

d. Cic nguy ¢ ciia phiin (ng nby c& th ting ln khi diing chung véi

qullhubn.

Dic biét thin trong khi sif dyng

Céc tinh trang 1bm sing sau ddy yéu cdu thin trgng dic bigt v cin phil thea doi

thubng suyén:

- Bénh tim hoge suy tim sung huyét (i thép tim), ting huyét 3p, uyét khdi the mach,
cée glucocorticoid oo thé giy git mudi, nudce vi ting bii tiét kall. Nén han chi mudi
vh bé sung kali néu cin thist.

= Viém da diry hodc vidm thyc quin, vidm rudt thir, viém loét dai tring ndu cd khd

- Bdt 6n vl cAm xic hay c6 khuynh hudng tam thén, d8ng kinh.
- Corticosteroid gdy ra binh co trudc 86,

- Suiy gan.

- Suy gldp v xo gan co thé [m ting the dyng glucocorticald.

- Herpes don dang mit vi ¢4 thé [am thing gisc mac.
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thiin & nhing bénh bi hoje cé
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15l loan tim thin do sterold trude 46,

Glucocorticodd duge bist of thé giy kinh nguybt khdng déu vi
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ting bach clu.

Trkem

Corticosterold gy chim phit trién & tré 0 sinh, tré nhé, thanh
nién vA €4 thé khong hoi phyc,

Mg cao tudi

c6 thé gay hau qud nghiém trong hon & nguti gid djc bigt Iy
lodng xuong, tang huyét 4p, ha kall msu, tiéu dudng, nhay cim.
véi nhifm khuSn va méng da. Cin tién hanh theo doi lim sang
chit chié d€ trdnh phin dng nguy hiém dén tinh mang.

D4 xa thm tay tré em.

7. 50 DUNG CHO PHY NU COTHAI VA CHO CON BU

inh hubng 8 s thng trisdng vh phit trién nbo, Chua cé bing chim

Nhidm khudn va nhiém ki sinh tring: Nhidm candida.

Co xsong v md lién kit Hopl 1 v khudn chdm xuang dii, viem gdn vb dit gén khi
ding ddng thési vai che quingion, bénh co (bénh co do gidn ca khéng khi cyc), cin
bang nita Am tinh,

HE sinhs d va tuydn vi: Kinh nguyt bt thuting,

Thmy; Suy tim.

Thiln kinh: Bdn chén, ting 3p Ivc ndl 5o cing voi phis gai & tré em (gid u nic), thusng
12 sau khi ngimg diéu trl, lim ndng thim bénh ddng kinh.

Tam thin: Chu kinh, phin khich,  nghi ty t, hung cm, hoang tung, 4o gide, lam
niang thim bénh e3m thin phan it lo Su, 81 loan gific i, rél loan chise nang vi
nhan thic bac gm 10 W vi mét i nho.

MAE Ting dp sult ndi nhin, thng nhin dp, phs gai thi, dyc thiry tinh thé bao seu dic
bi¢t 13 & trét em, méng gldc mac hodc long tring, nhidm winus hode ném mit cip.
Thtus hisa: Thiing lowét da diy 1 tring, vibm tyy cdp tinh (@§c bilt 1 & tré em), nhim
candida.

Da vh cie mb il da: Teo da, gidn mao mach.
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dyng trong thal gian dil hade i lal khi mang thal, corticosteroid e thé thng nguy co
cham phat trién trong g Ching suy thugng thin cé thi, trén i thuyst, dy ra &

Corticosteroid o& phdn b vao sia me, mac di chua ob dif liéu cho deflazacort. Lidu
Jen dn 50 mg/ ngdy dubng nhi khong gdy tc dong todn than kn tré. Tré co me sif
dung liéu cao han ¢ thé bj Gc ché thugng thin & mét mic 84 ndo dé nhung igi ich
ciia vige cho wng siia me duting nhu vugh qua nguy ¢o Iy thuyét

8. ANH HUAONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Dwa trén dac tinh duge I v tic dung khong mong mudin, deflazacort dutng nhu
khéing gy tie déng ken kha nang sl x¢ va vin hanh my méc.
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Deflazacort duge chuyén hoa & gan. Khuyén cio tang iéu d ]
chung vél thubc gly cim dng men gan, Wi du: Rifam pici rH'tban.w

gl thisbie i chié man
gan, vi sk & thé gidm BEU duy t defl
on_: v i di q g w“:‘nﬂn»-
Cortic i khing téc {1a cac thugc € (hé cd insulin), thude

tr}ting huyét 8p vA thudc il iéu. Ting thc dung gidm kall huyét ca acetazolamid,

Toan than: Kha ndng chia 1anh bj suy yéu,

Mébu vb hé bach huydt: Ting bach ciu

Mach mau: Huyét khai thuyén the, dac biét & nhing bénh nhin cé binh Iy lidn quan
el tang xu hudng huyét khéi, hiém a3p ting dp lucndl so 1anh tinh,

Diius hiéu va tridu chiing cal thube: Gldm qud nhanh lidu corticosteroid sau khi digu trl
kéo dii o6 thé dlin dén suy thugng thin cSp tinh, ha huyét &p v tiFfvong. "Hl chimg
cal thudc” cling cb thé xdy ra bao gém sdt, dau co, dau khdp, viém mdi, viém két mac,
nét da ingdia - dau v gidm cin. Biéu niy cé thé xdy ra & nhimg binh nhin thim chi
khang €5 bing chiing clia suy thugng thin,

Téing thn sudt chc phin ing thm thin 13 thuting gap & cb ngudl kin vh tré em. & ngudl
|6, thn sullt cdc phin dng nghiém trong khodng § - 6%. Cic tic dung tréa tm thin
84 duoe bio ebo ki ngiing corticostersid, chua rd tn sult xdy ra,

Thudic cd thé gdy ra ede tde dung khéng mong musn khde. Con theo ddi chdt ché va
khuyén coa bénh nhdn thiing bdo cho bdc 57 ning tdc dung khdng mong mudn gdp
phd khi sir dung thudc,

11. QUA LIEU VA CACH XU TRE
i thé khéng cén didu trf trong truing hop qud 1iéu cip. LDy, liéu wéng dn han 4000
Mgy kg & dhng vat thi nghigm.

12. DACTINH DUGC LUC HOC:

M ATC: HOZAB13,

Nhém duge Ij: Nhém glucocorticoid.

Deflazacort a mét glucocorticaid. Téc dung khéng viém vi Ut ché mign dich cia né
e diing trong diku trf nhidu Bénh vh 6 thé so sinh durc vl thusic khing viém
sterold khic. Nghign ciu ldm sing cho thiy 1 18 hoat lye cda defiazacort wdi

thudc gl tiéu qual, thude lgl tiéu thiazid, chen beta 2, cac xanthin

Hibu qui cia thude chiing dang coumarin cd thé dugc ting cuiing khi ding chung
corticosteraid, glam sit chit ché INR hoac thisi glan prothrombin d€ trinh chiy miu
tur phit.

& nhding binh nhin duge iy trl bing corticasterald tobn thin, vide st dung thuc
gln co khang kit cuc c6 thé din 88n gidn ca kéo dii v bénh ca cdp tinh. Yéu t8 nguy
<obao gim didu tr ko dai v i cag id, 18t ca kéo dii. g tC Ny &
by khé ndng iy ra sau théng khi kéo dil (nhu trang phing cham séc dic bigt ICU),

£4 thanh thii qua thin cia salicylat dugc 1ng Mn béi corticoid va nging sterokd ¢6

thé din dén ngo déc slcyiat

Viede gl ché nhing dp iing théing thuting ca cothé khi b tin
g b ccvisinh vit, phi 3 bl s ching b e it qub b theo
461 ngudt bbnh chit che.

Si dung déng thé glucocorticold vA thudc tranh thal duing udng cin duge theo dél
«chit chié do néing 88 glucocorticald ¢b thé dupe ting ken, Hidw dng ndy cb thi 1 do syt
mmmmmnmwwwmmmnnmm
Thute khd Ga defl Sird
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10, TAC DYNG KHONG MONG MUGN CUA THUSC:

Thubing dp, 1/100 s ADR < 1/10

Chuyén héa vé dinh dudmg: Ting can.

frgip, 1/1.000 < ADR < 1/100

Wil thét: U ché trye dud &1 - tuydin yén - thugng thin, vé kinh, phi mét Cushing.
T Chupén héa va dinh duBng: Glim dung nap carbohydrat cing véi ting yu ehu tho

iy trj biénh 841 thio dubng, gid natrl vé nubc cing vl tEng huyt dp, mat kali va ha

i syt nhidm kiém khi diing déng ths wéi chit chen beta 2 v cac xanthin,

Nhikm khudn vis nhigm ki sinh tring: Ting nhay cdm vi mic 9 nghitm trong cia

nhitm khudn cling véi Oc ché cc tridu ching m shng, nhigm khusin co b, sy thi

phit cda bénh lao khéng hogt déng.

Coxuong va mé lién két: Lodng xuong, gy et sfing vi xsong dal.

Thin kinh: Nhie diu, chong mat.

Tam thin: Chiin ndn va tdm trang khéng &n dinh, (8l loan hanh vi.

Théu héa: RAH loan tiku hoa, viem lodt da diy 8 tring, xust huydt, budn nén.

D vt cc mid dundi da: R3m kong. ran da, mun trung ci.

‘Miién dich: Qus mn bac gém s8¢ phan v;

Higim gdp, 1/10.000 5 ADR < 1/1,000

Coxuiong vh mé lidn kit Teo co.

Dava cic md dudt da: B4m tim,

Chusa 1 tdn sudt

N thét: U ché tiing truding thai nhi, iné em vh thidu nién,

Chuyén haa v dinh duding: Cin bing protein va cald &m tinh, ting sy thiem sn,

prednisolon 13 0,69 - 0,89.

13. BAC TINH DUGC BONG HOC:
Sais khi ubing, deflazacort dugc hip thu tt va dugc chuyfn héa ngay 18p tic bt
mmmmmgmmmmﬁwmlnnm
huyén haa ndy dat né 4 sau 1,5 déin 2 giin. 40% chit
mmmwwmmmnmnmmmnmmwm
gdn corticosteroid), Théi glan ban thai trung binh trong huyét tuong cda D 21-0H 12
1,1 - 1,9 gid Thuse dutse thil trir chis yéu qua than, 70% liu uting dusic thii trir gua
duding théu, 30% cdn lal duge thii trir qua phin, D 21-0H dusic chuyén héa manih; Chi
et 5% chit thi tril qua duting tiéu duti dang D 21:0H; Chit chuyén héa ca D 21-0H,
deflazacort 6-beta-OH, chiém 173 lugng bl tiét qua dutmg tiéu.

14. QUY CACH BONG GOL: Hip 3 v [Nhém - Nham) x 10 vién.
+ Mip 10 vl (Nham - Nhém x 10 vidn

15. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC:
Diéu kidn bio quin: Net khé rio, trinh dnh sing, nhigt 80 khng qui 30°C.

Han diung cla thude: 36 thing k tif ngay sin xudt

Tibu chuin chit ugng cila thugic: Tiu chusin Nha sin sult

16. NGAY XEM XET SUA 661, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: 19/07/2019

17, TEN, BIA CHI VA BIEU TUONG CUA COSOSAN XUAT:

SI02.T1

DAVIPHARM

Sdn xudt tai: CONG TY €6 PHAN DUGC PHAM BAT VI PHU
(DAVIPHARM)

L& M7A, Buiing D17, Khu Céng nghiép M§ Phistie 1, Phuding
Thdi Hba, Thi x3 Bén Cat, Tinh Binh Dudng, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567,688
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