Rx Thudc ndy chi ding theo don thude

HUONG DAN SU DUNG

BRIDOTYL

Dé xa tim tay tré em
Ppe k hucimg din sie dyng thudc triede khi ding

L. THANH PHAN CONG THUC THUOC,
Hoat char Hydroxy cloroguin sulfat 200 mg
T diere: Lactose monohydrat, marze starch, PVP K30, magnesi stearate, HPMC 15 ¢ps,
PEG 6000, tale, utan dioxyd vd
2. DANG BAO CHE.
Vién nén bao phim
V6 ta Vién nén bao phim mau tring, hinh tron, canh va thinh vién Linh Iin
3. CHI DINH.
Nguiri lom
Dicu tr viem Lhur dang thip, lupus ban do h¢ thing va dang dia, cac bénh da hidu do dnh
ning giy ra hodc lam tram trong hon
Tr_r‘ em
Diéu tr) viém khap vo cdn & tré vi thanh nién (két hgp vén cac phuomg phap diéu tn khac),
bénh lupus ban do h¢ thong va dang dia
4. CACH DUNG, LIEU DUNG.
Liéu ding
N 20m ¢ ngurdn €20 udi)
Leéu to thiéu co higu qua nén duge su dung Licu nay khong duge vugt
ngay (tinh trén trong luegng co thé 1y nromg khong phan trong h:ung ¢o the
200 mg hojc 400 mg mor ngay
Bénh nhin suy gan, suy than chira €6 hiéu ey thé, tay thude vio tinh trang 1dm sang caa
bénh nhin.
O nhimg bénh nhin ¢ the ding 400 mg m ngay:
Khén diu 400 mg mdi ngay chia lam nhiéu lin. €6 the glii.l'l‘l’llél.l tn 200 mg khi khong thay
cai thién gi thém. Licu duy tri nén duge ting lén 400 mg moi ngay neu gram dap ung.
Nén dung heu tor thicu co higu qua va khong duge vugt qua 6,5 mg/ kg/ ngay dyra trén
trong lugng co the 1y tuimg. Do do, vién 200 mg khong phu hop de su dyung cho tré em ¢o
trong lugng co the Iy womg dudn 31 ke
Mdi liéu nén duge dung chung vén bira dn hodc | ly sTa _ _
Hydroxy cloroquin duge tich Iy dudn dang ¢6 hogt tinh va s& can vai tuan d¢ phat huy tac
dung co legn, trong khi cac tac dyng phu nh¢ co the xady ra tuong dor som. Dor vin dicu tny
b¢nh Ihip khép nén ngung dung thuoc néu khong co cai thign trong 6 thang. O cac bgnh
nhay cam vén anh sang, chi nén dicu tr) trong khoang thn gian tiep xie o1 da van dnh sang
Cdch diing
Dung duémg uong.
5. CHONG CHI D|NH.
- Qua min von hgp chit 4 - aminoguinoling;
- Bénh vay nén tir trde;
- Mang thai (xem phin Sir dung thuoc cho phu nix 6 thai va cho con bu)
6. CANH BAO VA THAN TRONG KHI DUNG THUOC,
Thang tin chung :
« Hiém gap xuit hién bénh vong mac ncu khong dung vt qua liéu khuyen cdo hang ngady
Dung licu vugt qua mire licu to1 da duge khuyen ngﬁu co kha ning lam ting nguy co mic
bénh vong mac va day nhanh qua trinh kha phat. .
- Tit ca bénh nhin nén dugc kicm tra nhin khoa trude khi bit dau didu trj bing
BRIDOTYL*. Sau do nén kiém tra djnh ky mor 12 thing _
Vige kiém tra nén bao gom ki¢m tra thy lyre, soi day mit can thin, ki¢m tra th truong trung
tim von dnh sang do va thy lyc ve mau sic.
Vige kiém tra nén thuémg xuyén hon va phu hgp cho cac tinh trang b¢nh nhan sau:
i i i - &

- Liéu hang ngdy vugt qua 6,5 mg/ kg trong lirgng co the giy. Trong lyemg co the wydt doy
du\l;_- siF dfngbnﬁu mtj-lci\uung da'gn \.g héu lugng co the dﬁ1 dén quas I:i:gr:'r ngurdn béo phi
- Suy thiin
- Thi lyc dudn 68
- Tubi trén 65 Wor
- Ligu tich ldy hom 200 g OB, JO0 0 W

OTYL?* nén ngung sir dung ngay 1jp tire @ b¢nh nhan ¢ phit tnén sic 1o bat thuomg,
gﬁllgp thy ruémg, hf].’pc atky b{‘l’l thuomg ndo khac khang the giar thich duge do kho khin
trong vige dicu uet thy hye hodc xuat hign gua duc gric mac. HBenh nhin nén duge tiép e
theo dé1 tinh trang tén tnén khi gdp cde van de wén. ) ; )
Nén ngung dung thude ngay lip tue va tim wr wviin y té néu co bat ky ror logn ndo vé thy e,
bao gom bat thuomg thy lye mau sic

w 6,5 me/ kg
thye 1) va sé la

Chc tnromg hgp bénh co tim din dén suy tim, di o mgt s bao cao o nhimg bénh nhin dicu
iy vin H}'d_m\y cloroquin ¢o ket qua giy tr vong (xem phin Tac dung khong mong muon)
Theo dor 1dm sing cde diu hidu va tnéu chimg cua bénh co tim vi nén ngumg su dung
Hydroxy ¢loroquin néu bénh co im phat tnén. Bc tinh min tinh nén duge xem xet khi ron
logn din truyén (block nhinh/ block nhi - thiit) ciing nhur phi dan has that duge chin doan
(xem phin Tae dung khong mang muon)

BRIDOTYL® nén su dung thin trong o nhimg bénh nhin dung thudc co the giy phan img
bat lgn & mit hoje da

Neén thin trong khi sir dung trong nhimg truomg hop sau

« B¢nh nhin mic bénh gan hode than, ¢ nhimg nguom dang dung thuoe dwge bict La anh
huong dén cic co quan d6. Ude tinh nong d¢ hydroxy cloroquin trong huyct tuomg nén
duge thye hign & nhimg bénh nhin by suy giam nghiém trong chure nang thin hodc gan va
diéu chinh hicu lugng phu hygp.

* B¢nh nhin by roi loan tiéu hoa, thin kinh hodc mau nghiem rong

Miic dit nguy co suy gidm tay xueng thap, nhumg khuyen cao dem so huyet cau dinh ky vi
thiéu mau, thicu miu bat san, gidm bach cau trung tinh, giim o lugng bach cau, va tcu
ciu di duge bio cio. Nén ngung dung BRIDOTYL® ncu phat tnén cac bat thuong

Thin trong & nhimg bénh nhin nhay cam vin quinin, _nhirng nguon t_h]f:u_hut G-6-PD,
nguon mic bénh rd1 loan chuyén hoa Porphyrin da mugn co the tro nén trim trong hon va
& nhimg bénh nhin by b¢nh vay nén vi no lam ting nguy co phan ung da.

Bénh nhin c6 van dé di truyén hiem gip vé khong dung ngp galactose, thieu Lapp lactase
hoiic glucose - galactose kém hap thu khong nén dung thuoc nay

Tré nho dic bi¢t nhay cam véi tac dung djc han cua 4 - aminoquinolines, nén canh bao @i
BRIDOTYL™ xa tam tay tr¢ ¢em )

Tét ca cac bénh nhin dicu i liu dii nén trn qua kiem tra dinh ky chire ning co xuong va
phan xa gdn. Néu xay ra yéu co nén ngumg thude

Hydroxy cloroquin di duge chung minh la giy ha duomg huyet nghiem trong bao gom mat
y thire ¢6 the de doa tinh mang o nhimg benh nhin dwge diéu trp hode khong dicu tn vin
thudoe dii thio dudimg. Bénh nhan duge dicu try bing hydroxy cloroquin nén durge canh bao
vé nguy co ha duomg huyét va cac dau higu va tnéu chimg 1im sing lién quan Bénh nhin
¢6 Ingu chimg 1im sing gon ¥ ha duomg huyct trong khi dicu tn von hydroxy cloroquin nén
kiem tra mire durémg huyct va xem xét dicu tn khi can thict

Rl}l‘lnan ngot thip co thé xdy ra von BRIDOTYL" (xem phan Jac dung khing mong
mon)

78U DUNG THUOC CHO PHU MU' CO THAI VA CHO CON BL.

Phy nir cé thai

Hydroxy cloroquin qua nhau thai. Dir h¢u con han che lién quan dén sir dung hydroxyl
cloroquin trong thai ky. Cin luu y ring 4 - amimoquinoline ¢ licu di¢u tn) ¢o hién quan dén
ton thuong h¢ thin kinh trung ueng, bao gom nhicm dge tar (gdy doc thinh giac va nén
dinh, dicc bam sinh), xudt huyet vong mac vi sdc 10 ving mac bat thuomg Do do
BRIDOTYL*® khong nén su dung trong thar ky

Phy nir cho con bii

Cin can nhic thin rong khi su dyng hydroxyl cloroquin trong then ky cho con bu, vi 43
dugc chimg minh 1a mot lugng nho hydroxyl cloroquin bai uét vao sira mg va tre so sinh
ey ky nhay cam van tie dung dgc han cua 4 - amimoquinolines

B. ANH HUONG CUA THUOC LEN KHA NANG LALXE, VAN HANH MAY MOC.
Chure ning thy guic by suy giam ngay khi bit dau dicu tn) di duge bio cao va bénh nhin nén
dugce cinh bao hén quan den Frxe vi vin hianh may moc. Néu tinh tryng khong duge kiém
sodt, no sé duge gial guyct néu glam lieu hode ngumg dicu tn

9. TUONG TAC, TUONG KY CUATHUOC,

Hydrony cloroquin sulfat di duge bu:u o lam ting ndng dd digoxin trong huy ¢t twong
nong d§ digoxin trong huy ¢t thanh nén duge kiém sodt chiit ché o nhimg benh nhin dang
duge dicu ) dong than

Hydroxy ¢lorogquin sulfat Iu'lllg l.'ll_‘lhl-! €0 Mot $6 tromg tic di biét cua chloroquine mae da
churu ¢6 cac bao cao cy the, bao gdm: khing sinh aminoglycoside Lim ting cuong e dong
ngdn chin teye ticp cua hydroxyl cloroquin ty ¢hd nor thin kinh - co; uc che chuyeén hoa
bon cimetidine dan den kha nang ting nong do trong huy ¢t tuong; dor khang tic dyung cua
ngoshgmine vi pyndostigmin, giam dap ung khing thé do1 vor mién dich bén phat bing
viic - xin bénh dy wr e bao ludmg béi o nguan

Guong nhur cloroquin, thude khang axitham giam sy hip thu hydroxy | cloroquin vi viy nén
sur dyung cich khodng thon gian 4 gio g

V'. hy drll)\}' cloroquim co II‘EE‘ lam ting higu qui cua dicu try ha duong huyét, ¢o thé cdn pha
giam licu insulin hode thuoe try dan thao duomg

Halotantrine keo dii khodng QT, khong nén dung cing von ede thuée ¢o khi ning giyv loan
ahyp tm, bao goo hydroxy cloroquin




Ngodi ra, ¢o thé lam {ang nguy co réi loan nhip thit né : x
h A AlLLY € ip that neu hydroxy cloroquin duoc sir dun
t}“"& thén "l’: cac ;hUDC gdy ror loan nhip khéc nhu amiodgrﬂn \.5 mm:iﬂcncaa:ih;:.IL e
ang nong d¢ ciclosporin trong h i di s e B
clmﬁquin%é diron bértiocé,o_ g huyet twong khi ding dong thén ciclosporin va hydroxy
Hydroxy cloroquin ¢6 thé lim gidm ngwimg co gidt. Diing dng thisi hydroxy cloroquin v6i
cé) thuoc chong sot rét khic duge biet 1a IE vy e TOXY o &
thé lam ting nguy co co gidt. ™ giam ngudmg co gidt (vi du: mefloguine) ¢
Ngodi ra, hoat dgng ciia thube chéng dong kinh co thé giam néu ding chung véi hydroxy
cloroquin.
Trong mét nghién ciru twomg tac dom licu, da c6 bio céo cloroquin lam gim sinh khﬂ_dung
cla praziquantel. Hi¢u g twomg fy khi sir dyng phmup hydroxy cloroquin v
praziquantel chua duge bict.
Theo phép ngoai suy, do sy trong dégs vé chu trite vi céc thang sé duge dng hoc gila
h)’d!‘ﬂ?ﬁ}' cloroq?m va c'Iomqum. cb the dy kién tic dung tuong iy rén hydmx)r cloroguin.
Nguy co irc ché hoat dong ciia a - galactosidase nji bao khi sir dung ddng thisi hydroxy
cloroquin vén agalsidase.
10. TAC DUNG KHONG MONG MUON CUA THUOC,
Tén sufit ghi nhin nhu sau:

« Rét phi bién: = 10%:

« Pho bién: > 1 dén < 10%;

« Khong phd bién: > 0,1 dén < 1%;

* Hiém gip: > 0,01 dén < 0,1%:

« Rét hiém gap: < 0,01%;

+ Khéng ri: khéng thé wdc legng tir cic sb ligu sin co.

Réi loan méu va hé bach huyét

Khéng rd: Suy tily xwong, thi¢u méu, thiéu mu bit san, giam bach ciu trung tinh,
gidm s6 lugng bach cu, va tiéu cau.

Réi loan hé thong mien djch

Khéng ré: M¢ day, phit mach, co thit phé quan.
Réi loan chu.n:"n hda va dinh dudng

Pho bién: Chén n.

Khong ro: Ha duémg huyét.

Hydroxy cloroquin c6 thé két tia hodc 1im trim trong thém tinh trang roi loan chuyén héa.
Roi loan tdm than

Phd bién: Anh huémg hanh vi

Khéng pho bién:  Thén kinh.

Khéng ro: Tam thin.

R6i loan hé than kinh

Phé bién: Pau diu.

Khéng phé bién:  Chéng mit.

Khéng ro: Co gidt 43 c6 bdo cdo véi nhém thude nay.

Céc rdi loan ngoai thap nhyr logn truong lyc co, réi loan vén déng, run rdy.

Roi loan mét

Phé bién: Lam mo thi lyc do réi loan dicu tict thj lyc lién quan dén liéu va co

thé dio nguge. . L

Bénh 1y vong mac véi nhimg thay déi vé sic 6 va thu hep thj lye c6

the xay ra nhung khong pho bién néu khong vugt qua liéu hing ngay.

O dang so khai, c6 the dio ngugc tic dung neu ngung sir dung

BRIDOTYLE. Néu dé khai phat tic dyng, cé thé co nguy co tién trién

ngay ca khi ngung dicu trj v6i BRIDOTYL®.

Bénh nhan c6 nhimg thay doi lién quan dén vang mac c6 thé khéngc() trigu chimg ban diu,

hodc c6 thé co 4m diem can trung tam va bat thudmg thj luc mju. Nhimg thay doi lién %uim

den gidc mac lg\’:m phii ne va mo duc di duge bio cdo, co the khong co trigu chimg hodg

lghéy ra céc roi loan nhu gidm thy lyc hodc chimg sg anh sang. Nhu'nf tri¢u chimg nay c6 the

odng qua va c6 thé dio nguge khi ngimg dicu trj voi BRIDOTYL®.

Khéng rd: Cic truomg hgp mic phai vong mac déi thio duémg vi thodi hoa diém
vang da duge bio cdo (khai pht tr 3 thang dén vai ndm sau tiép xtic
_v6i hydroxy cloroquin) va c6 the khong héi phyc.

Roi logn be tai v tién dinh

Khaong pho bién:

Khong ph bién:  Chéng mit, u tai.

Khong ro: Nghe kém

Réi loan tim

Khéng ro: Bénh co tim c6 thé din dén suy tim va trong mét s6 trurémg hgp din

dén hau qua nghiém trong.
Bgc tiph min tinh nén duge xem xét khi phat hign roi loan din Lruyén (block nhinly block
nhf‘ that) cing nhu phi dai hai that. Tinh trang co the dugc phyc hoi khi ngimg thuoc.
Rai logn néu hoa

Rit phé bién: Pau bung, budn nén,

Pho bién: Tiéu chay, ndn mira.

Nhimg trj¢u chimg nay thuéng duge gidi quyét ngay lap tirc khi giam liéu hodc ngimg sir
dyng thuoc.

Roi logn gan mat

Khéng phé bién:  Xét nghi¢m chirc ning gan bét thuimg,

Khong ré: Suy gan cip bing phat,

Roi loan da va mo mém

Pho bién: Phét ban da, ngira

Hiém gap: Réi loan séc t6 da va niém mac, phai mau téc, rung téc.

Nhimg vin dé nay thuomg duge gidi quyét d& ding néu dimg diéu tri.

Khong ro: Cic dgt phat ban gém ban dé da dang, héi chimg Stevens - Johnson
va hoai tir biéu bi doc, hoi chimg DRESS, nhay cim dnh séng, viém
da bong vay, héi chimg ngoai ban mi toan thian cag tinh (AGEP).

GEP phai duge phin biét véi vay nén, mic di hydroxy cloroquin cd the lam giam cac dot

o ct')nE; cpia bénh vay nin Cb{ﬂlé lién quan dén sot va ting bach cau. Két qua thuomg la

hoi phuc tot sau khi ngung thuoc.

Réi loan co xweomg va mé lién két

Hiém gip: Réi loan cim gide vin dong. ) ) y

Khéng ro: Bénh co xuong hodc bénh Iy thin kinh dan dén tién trién suy yéu va
teo céc nhom co gan. y e A

Bénh co c6 thé hdi phyc sau khi ngung thubc, nhumg qua trinh phyc hoi cé thé mat nhiéu

thang.

Réi loan chuyén héa va dinh duimg

Ha durémg huyét. Thn suit: chua biét.

Théng bdg vii bac si bt ki phan img khong mong mudn ndo gdp phdi trong gud trinh sir

dung thuoc. y :

11. QUA LIEU VA CACH XU TR . - e

Qué lidu véi 4 - aminoquinolines 12 nguy hiém djc biét o ré so sinh, chi can 1-2 g da giy

tr vong. 3 o )

“ac tri img cil lidu cé thé bao gbm dau diu, roi loan thj giac, tryy tim mach, co
;f;: l];ilzckillr:lr%g:n !?(;ﬁ lo:: nhjp v dil?srruyén' bao gom keéo dai k?ljom}g QT. va rung tim
that, theo sau d6 c6 thé gy ngimg hé hap va ngimg tim dét pgot dan den i vong. Can co
sy chim séc y 1€ ngay 1ap tirc, vi nhimg tic dung niy c6 thé xuat hi¢n ngay sau khi ding
qua lieu. . . S .

Phii tién hanh 1am sach da ddy ngay ldp tirc, bing cich rira da ddy hodc giy ndn. Dung than

hoat tinh vén mirc l?épu hgnag it nhgt 5 Iga% so véi lieu Hydroxy clurﬂqm_ giy qué lieu, co the

irc che sy hag‘ghu thém E:u duge dua vio da day bing ong sau khi rira va trong vong 30

phit sau khi uong qua licu. % ) o

Cén xem xét sir dung diazepam tiém trong u-ubn% hgp qui lieu; di duge chimg minh 1 c6

lgi trong vige dio ngwge doc tinh trén tim cia chloroquine. wam

H3 trg hd hip va theo ddi tinh trang séc nén duge dwa ra khi can thiét

12. PAC TINH DUQC LUC HQC.

Nhom dugre Iy- Céc thube tac dgng lén hé co - xuong.

Ma ATC: POIBAOZ. : o "

Céc thube chong sét rét nhur cloroquin va hydroxy cloroquin ¢6 mit so tic dgng duge,

riéng co thg Iiéngqua.g dén tac dung diéu trj cua chiing trong di%n tri viém khép dang thap,

nhumg vai trd cia mdi loai chua duge biet den. Céc tic dong bao gom twong tac vai cac
nhom sulphydryl, can thigp vio hoat dong cia cic enzyme (bao gom phospholipase,

NADH - cytochrome C reductase, cholinesterase, protease va hydrolase), lien két DNA, on

dinh mang lysosomal, (ic ché sy hinh thanh propstaglandin, c ché hoa (mg dong 1€ bao da

hixih va thyc bao, c6 thé can thiép vao san xuat interleukin | tir bach cau don nhin va c

che giai phong superoxide tir bach cau trung tinh.

13. PAC TINH DUGC PONG HQC. '

Hydroxy cloroquin ¢t tac dong, duge djng hoc ya chuyen héa twong ty nhu cua

chloroquine. Sauk hi uong, hydroxy cloroquin dugc hap thu nhanh chéng va gan nhu hoan

toan. Trong mdt nghién ciru, nong dj dinh huyet twong cia hydroxy cloroquin trung binh

sau khi dung liu duy nhat 400 mg & nhimg ngudn khoe dao dgng tir 53 - 208 ng/ ml

v trung binh 105 n%ml. Théi gian trung binh dé dat nong dg dinh trong huyet nremg l1a

1,83 gior. Thai gian bin hiy trung binh trong huyét tuong thay doi, tiy thugc timg giai doan

sau khi sir dung thuoc, nhu sau: 5,9h tai C.,= 10h; 26,1h (tai thén diem 10 - 48h) va 299

h (tai thini diém 48 - 504h). Hoat chat goc va cic chat chuyén hoa duge phin bo rong rdi

trong co thé va dao thai chi yeu qua nudc tieu, trong d6 3% licu dung duge phyc hoi trong

24 gi¢r trong m@t nghién ciru, )

B thanh théi creatinin & b¢nh nhan viém khop dang thap dung Hydroxy cloroquin sulfat

trong it nhat sdu thing dwémg nhu twong ty von do | thai creatinine khj dung | lieu

trong mdt nghién ciru trén lilﬁ] nﬂ&én vién, cho thay ring khong cé thay doi ndo xdy ra
khi dung thuoc lau dai. 16 - 30% lugmg thudc dygc dao thai thin va khong twong
uan v d¢ thanh thii creatinin; l\-'i vy khong diéu chinh licu‘cho b¢nh nhin suy thin.

 b¢nh nhan viém khép dang thap, co sy thay doi 1ém doi von phan licu duge hap thy (30
dén 100%), vé trung binh nong 4§ hydroxy cloroquine cao hon dang ké & nhimg b¢nh nhin
cé tinh trang bénh nhe hon,

S6 lugng bach ciu don nhin & nhimg bénh nhin sir dyng hydroxy cloroquin hing ngdy di

duqcch%mgmirmcaohcn b@chcgrﬁn nhin. et R

14. QUY CACH DONG GOL

03 vi/ § vi x 10 vién kém t& huémg din sir dung.

3‘;)%{1 KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA

15.

TH

Biio quin: Dé & nhiét 89 du6i 30°C, tranh dm vi anh sing.

Han ding: 36 thing ké tir ngay sin xudt,

Tidu chudn chéit lwgng: Tiéu chuin co so.

16. TEN, DJA CHI CUA CU SO SAN XUAT.

CONG TY CO PHAN DU'QJC ENLIE.

;;"‘mg NA6, khu cong nghiép My Phuoc 2, phuémg My Phudc, thj xa Bén Cat, tinh Binh
{ ']



