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22y Vién nén bao phim

: / RAVENELL-62,5

Vién nén bao phim

RAVENELL-125

Thube bin theo don
Dé xa thm tay iré em
D¢ ki hardmg din st dyng trde khi dan
T!lﬁng bio ngay cho bac s§ nhirmg tic dyng khing mong muﬂan Kkhi sir dyng thude

Tir thng tin sin phdm ndy baw gim futdng diw sit dung cho thude e nhigu him lifrng khde mie.
PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUO1 BENH

4

3

4.

Thinh phén, him legag cda thube:

MGi vién nén bao phim RAVENELL-62,5 chira:

Bosentan... 62,5 mg

(dudt dang B-UM..HIRII munﬂhydmt]

Ta duge: Cellulose vi tink thé M101, L-HPC, nai starch glycolar, poloxamer 407,
silicon dioxyd, magnesi stearat, HPMC E6, ritan dioxyd. tale. PEG 4000, ddu thiu
din, méu oxyd sdt do, méu oxyd sir véng

Mai vién nén bao phim RAVENELL-125 chua:

Bosentan.....iiiinin 125 mg

(dudi dang Bosentan monohydrat)

Ti duge: Cellulose vi tinh thé M10], L-HPC, natri starch glycolat, poloxamer 407,
silicon dioxyd, magnesi stearat, HPMC E6, titan dioxyd, wle, PEG 000, déiu thin
adeiee, it oncyed st 4o, mée oxyed sdt vang.

M ti sin phiim;

RAVENELL-62,5: Vién nén dai bao phim mau vang, mi mit dip logo , mjt kia
dap vach ngang, .

RAVENELL-125: Vién nén dai bao phim mau hong, mit mit dip loge , mét kia dip
vach ngang.

Quy cich déng gdi:
RAVENELL-62,5: Hop4 vi x 14 vién.
RAVENELL-125: Hop 4 vi x 14 vién.

Thuie diing cho bénh gi?

San phiim RAVENELL-62.5/ RAVENELL-125 chira thinh phin chinh cd tie dyng
duge 1¥ 12 bosentan, dudi dang bosetan monohydrat, ¢d e dyng tre che hormon Wy
nhién tén 14 endothelin-1 (ET-1), enzym ndy gay co mach méw. Do do, bosetan cb tic
dung gidin mach, -

RAVENELL-62,5/ RAVENELL-125 duge sir dung dé diéu tri:

- Tang 4p lye dong mach phiii (PAH): Tfmg ap lue dijng mach phoi li bénh mad mach
iy phéi bi hep ngluém trong din dén "”"b dp lye & dong mach phoi (djng mach
ph-.’il l4 déng mach din mdu wr tim dén phoi), hlu o, lwgng oxy miu ldy durge tir
phéi giam, y,sw khd khian cho cde hogt dong thé chit. Bosetan 1am gidin dng mim}l
phol miu din wr tim vé dong mach phdi d& ding hon. Lam ha huyét dp va giam cac
triéu chimg.

Bosetan durge sir dyng @& diéu 1rj ¢& bénh nhan ting dap lye phéi dd 111 dé cii Ihl\.n kha
néng ghng sire (kha nang thie hidn cde hogt dong thé chit) va 1ricy chimg cta bénh,
I'hude eiing b hiéo gud & bénh nhin tng 4p lye dong mach phéu do 11,
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“D" thé hign mirc d) nghiém trong ciu bénh:

-“D§ 11" Tang dp lyc ddng mach phdi co han ché ding ké hoat djng ging sirc,
=B I1™: Tang ap lye ding mach phdi o6 hgn ché nhg hogt ding glng siec.

Bosetan ¢b thé duge chi dinh cho ciic binh tang 4p lre ddng mach phgi:

« Tién phit (khiing rd nguyén nhin hoje b tinh gia dinh),

- Gy ra bi xo cling bi (con goi 14 xo cimg bi hé thing, cdc mé lién két ho tro cho da
vl chie co quan khac phit trién bt thuong),

- Gy ra boi khuyét tdt tim bim sinh véi cde nhanh r& (181 di bit thudmg) gdy ra dong
chiy bét thudmg clia méu qua tim va phéi.

Loét ngdn tay/ chiin & bénh nhin bi xo cimg bi. Bosctan ldm gidm sd lugng vét loét
mai el che ngon tay/ chiin.

5. Nén ding thude niy nhi thé nio vi lidu lrgng?

Didu trj vi bosentan nén duge chi dinh vi theo doi bdi ede bic 5§ cd Kinh nghiém
diéu trj ting dp lyc ddng mach phdi hodic xo cimy bi,

Ludn diing thude chinh xde nhu hirdng diin cia béc s§ hogie duge 59, Néu bgn chua 13,
hﬁ,:r hoi lai cho ¢hiic chitn.

Licu ding;

Nl lom

Li¢u trong 4 win diu lh ubng vién 62,5 mg, 2 lin mdi ngdy (sing vd 1i), sau do bic
5§ thudmg chi dinh ban udng vién 125 mg, 2 tin mdi ngay dya vio khi ning dap (mg
ciia ban vai bosentan.

Tre em

Li¢u cho tré em chi 4p dyung cho bénh ting dp lye dong mgch phoi. DA voi tré em tir
1 tudi trér [én, Khoi diu diéu trj voi lidu 2 mg/ kg x 2 lin/ ngdy (sing va 1i). Béc s§
s& quy&t djnh lidu chinh xdc cho ban.

Trong qud trinh sir dyng thude, néu ban gdp bit ki vin d& gi, hiiy lién hé véi bic s9.

Uding viio budi sang va 16, ubng nguyén vién vai mrde. C6 thé udng thude ciing hoje
khdng elng voi thite dn,

6. Khi nio khong nén ding thude niy?

Khong nén ding thube nay néu ban thuje cie truimg hop sau:

- Ban mdn cim voi bosentan hodc bdt ky thinh phiin ndo cia thude.

- Bgn bj bénh gan,

- Ban mang thai hofic ¢6 thé mang thai (khi ban st dung bign phip mang thai khong
ding tin cly).

- Ban dang sir dung cyclosporin A,

7. Tic dung khing mong mudn

Nhu cdc thubc khde, RAVENELL-62,5/ RAVENELL-125 6 thé ghy tdc dung khong
mong mudn, nhung khong phéi ai ciing gip phi.

Cic tdc dung khing mong mudn nghiém trong nhit ki sic dgng RAVENELL-
62,5/ RAVENELL-125 hi:

- Chire niing gan bét thutmg.

- Thiu méu, déi khi cdn phai truyén mau. )

Cic trigu chimg cho thiy gan ban hogt déng khong 1o Budn ndn, ndn, sbt, dau bung.
vang da. vitng mil nede titu sim mbo, ngim ngdy, m¢t moi, triéu chimg gia cam.
Neéu ban nhdn thiy cae tri¢u chimg niy, thing bio cho bdc .

Cic tic dung khéng mong muin khdc: b/

Rt thieimg gap, ¢d thé tée dong dén hem 1 trong 10 nguedi

Bau diu, phi (stmg chin, mit ci vi céc tri¢u chimg khdc cin giit dich).

Thiedng pap, cd thé kic didng din | trong 10 ngudi

B TGN
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9. Cin lam gi ki m{t Ein quén khing dﬁnmuﬁc?

10.

l]‘

Do bimg mdt, phan img qua min, trio nguge dg day, thye quin, tiéu chiy, ngat, hoi
hdp, dinh trong ngye, h,;_huyéi dp, nghet mii.

It gap. ¢ thé vic dong dén 1 rong 100 ngudi

Giam tiéu iy, gidm bach ciw/ bach ciu trung tinh, tang chi sb chirc nang gan bao
gdm kha nang viém gan sin c6 ndng hon hojic ving da, vang mév

Hiém gdip, ¢6 thé wiae ding dén | trong 1,000 nguoi

Sbe phin vé, phi mych (chi yéu & xung quanh mat, mdi, ludi va ¢6), hogi ur gan, suy
gan,

Thude e thé gdy ra ede tde dung khong mong mudn khde, thong bdo ngay cho bde s9
néu gdp phai nhimg tdc dung khong mong mudn sau khi sie dung thudc.

Nén trinh dimg nhirng thube hodic thye phim gi khi dang sir dyng thube niy?
Mt 56 thude 6 thé twomg tic vii bosentan nén phii thing bia cho bic s§ hode duge
sy cum ban vé tlt cd cde logi thude ma ban dang sir dung, bao gom ci cie thude ké
dom hodc khong ké don, cde vitamin hojic thude tir duge ligu.

Ban phii thong bdo vii bie sp néu ban sik dung ede thube san diy, vige nay rit
quan trong ; ‘ )

= Cyelosporin A (thude s dung sau khi ghép co quan vi diéu trj viy nén), thude niy
khéng duge ding chung vai bosentan,

- Sirolimus hofic tacrolimus, thude sir dung sau khi ghép co quan, khang khuyén céo
ding chung voi bosentan,

- Glibenelamid (thude didu ti ddi thio dwimg), rifsmpicin (thude didu uj lao) hode
fluconazol (thude khing ndm), nevirapin (thude didu i HIV), khong kbuyén cdo
diing chung véi bosentan, )

- Che thude didu trj HIV, ¢0 thé cdn theo dbi chiit ch@ khi ding chung véi bosentan,

- Thude trinh thai hormon, néu 1 phuong phip teanh thai duy nhit thi higu qua teinh
thai s& mét khi dimg chung véi bosentan. Lién hé véi bic s§ dit duge 1 viin phwong
phip tranh thai 18t nhit trong trimg hop nity.

Néu bgn quén khong dimg 1 litu, nén udng lidu 36 ngay khi ¢6 thé, San o, udng
thude theo lich trinh ¢ii. Khong duge glp d6i lidw.

Néu byn mubn ugﬁ:{;thuﬁc

DOt nght ngumg thude ¢d the lim tigu chimg njng hon. Khong duge ty ¥ ngumg
thude trir khi duoc bic s chi dinh, Bic s§ s& khuyén bgn gism lidu v v mt vili
ngdy tnede khi ngung hiin.

Chn bito quin thube niy nhr thé nio?

Gitr thude trong bao bi gbe ciia nhi san xuft, ddy kin. Letrozol 1 hoa chiit doe do do
cin thin trong trong bdo quan, vin chuyén va tiéu hiy.

D& thube noi kho rio, tranh dnh sing, nhift 4§ khong qua 30°C, vA ngodi tim véi cha
tre em,

Khéng sir dyng thude sau ngdy hét han in 1rén bao bi (hip vavi thube).

. Nhirng diu hi¢u v trigu chimg khi ding thude qui licu

Ding thude chinh xde nhi hudmg din cia bac 9. Néu ding thude nhiéu hon chi din,
ngung ding thube va lién lyge ngay voi bic s§ hode trung 1m v 1€ gin nhit.

Chn phii laim gi khi diing thude qua litu khuyén cdo
Ngung dimg thude vé lidn lac ngay vél bic s holic trung tim y té gdn nhit, Mang
theo vién thube cing voi bao bl dé bic s§ biét ban d& ubng thude gi va co bign phap
it 1y kip thii,

Y/
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14, Nhimg di¢u cin thin trong khi ding thude niy
Tructre khi dimg thuic ndy, bide 59 58 cho ban lim cde xét nghi¢m sau:
- Xét nghiém miu kiém tra chire ning gan.
- Xét nghiém mau kiém tre thidu miu (hemoglobin thip).
« Thir thai néu ban 14 phy nit dang trong 80 wbi sinh sin.
M0t sb bénh nhin sau khi si dyng bosentan ¢6 két qua xét nghiém chire ning gan bit
thudng va thiu miu.
Trong khi disng thubc, bde 53 ¢ cho ban lam cde xét nghiém saw !
Trong khi difu 1rj véi bosentan, béc 9 <2 cho ban xé nghiém miu dinh k§ d& theo
ddi chirc ning gan va ndng dO hacmoglobin.
Xét nghi¢m chirc ning gan duge thye hign hing thing trong subt thid gian didu tr
vi bosentan. Sau khi ting lidu, xét nghi¢m mdu s& duge thye hi¢n sau 2 tuln.
Xét nghiém ndng d haemoglobin duge thye hign hing thing trong 4 thing diu didu
trj, sau 36 mdi 3 thing do bnh nhiin sir dyng bosentan c6 thé bj thiéu miw.
Néu két quh xét nghiém bit thuimg, bic s s quydt dinh gidm lidu hojic ngung didu
trj bing bosentan va lim thém nhidu xét nghi¢m khic dé tim nguyén nhin.
Cidnh bdo vé i diege
RAVENELL-62,5/ RAVENELL-125 ¢6 chira ddu thii ddu c6 thé giy dau byng, tidu
chdy, budn ndn, non.
Ding thude cho tré em vi thanh thiéu nién
mmmuacmnm tré em bi xo cimg bi b théng va loét ngdn tay/ chin dang
tién tri
Phy nix mang thai hoge che con it v cde thing tin khide lién quan
Plie née mceng Hial .
Néu ban dang mung thai, hode nghl ring minh dang mang thai, hojic dy dinh ¢0 thai,
khong duge sir dung boseman,
Bosentan c6 thé anh hudmg dén thai nhi. Néu ban 1h phy nit dang trong 49 tudi sinh
sin, bic s s& cho ban thir thai ruoe khi diéu tri vi trong khi diéu 1rj véi bosentan.
Phy nix cho con bi
‘IngiochubﬁcsyTﬂynéubandnugchnmnbﬁ. Bgn phii ngimg cho con bi
néu ban duge chi dinh didu 1 véi bosentan vi khing rd bosentan b qua duge sita mg
hay Khong.
Thude trinh thai
Néu ban ¢6 Kha ning mang thai, sit dung phuwong phép trinh thai ding tin ¢y wong
khi sir dyng bosentan, Béc s§ didu t hofic bic 5§ phu sin s tr vin cho byn.
Bosentan ¢6 thé 1am cho chc phuong phip tranh thai sir dung hormon (ubng, tiém,
cdy hofic ddn trén da) mar tic dung.
Do d6, néu ban sit dyng thude trinh thai hormon, ban phai sit dung thém cie phuong
phip nhu bao cuso su, mang ngin... Thir thai hing thing wong thoi gian st dung
bosentan.
Sinh san
Néu ban 14 nam dang didu trj véi bosentan, ¢6 thé lugng tinh tring cia bgn 52 gidm.
Khong thé logi trir khi ndng &nh hudmg dén vige ¢b con cta byn, Tham vin ¥ kién
béc s§ vé viin dé nity,
Lai xe va vin hianh mdy mée
Khong cé nghién ciru chuyén bi¢t ndio vé tic ddng cia bosentan dén khi niing ldi xc
vil viin hinh miy mde. nhién, bosentan ¢6 the lam hy huyé ap, vai trigu chimg
chéng mit hodic nght, c6 thé dnh hudmg dén khi nang 14 xe vi viin hinh may moc.

15. Khi nio chn tham vin bic s§, dinge s§.
Néu clin thém thong tin xin hoi ¥ kién bic s¥ hoje duge s3.

16, Hyn dimg cin thube: 36 ting ké tir nghy sin xukt, W
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