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Dé xa tdm tay tré em
Dpc kil hardmg din sie dung thaoe tricie khi dung

1. THANH PHAN CONG THUC THLOC.
Hoar char Hydroxy cloroguin sulfat 200 my

Fa dinre. Lactose monohydrt, marze starch, PVP K30, magnes: stearate, HPMO 15 cps,
PEG 6000, tale, ttan dioxwd vd

2. DANG BAO CHE.

Vien nen bao plum

\fo ta Vién nen bao phim mau teing, hinh tron, canb va thianh vién lanh 1in

3. CHI DINH.

Ngwon ldm

Dicu tn viem LhtT dang thap, lupus ban do hé thong va dang dia. cac bénh da hidu do anh
ning gay ra hodc lim tram tryng hom

Ire em

Diéu tn viém khop vo ciin @ tré vy thinh mén (két hgp vén cae phwong phap dicu tn khag),
bénh lupus ban do he¢ thong va dang dia

4. CACH DUNG, LIEU DUNG.

Licu diing

Nguin lom (bao gom €3 ngum ¢ao o)

Licu to1 thicu co higu qua nén duge sir dung Licu nay thmli_ durre vurgt qua 6,5 my/ kg

ngay (tinh trén rong lugng co the 1y tomg khang phai trgng hegmg co the thyre 1) va sé fa
200 mg hodc 400 mg mor ngdy

Benh nhdn suy gan. suy thgn chura ¢o hieu cy thé, wy thude vio tinh trgng lim sing cua
b¢nh nhin.

O nhimg bénh nhin ¢é the ding 400 mg mdi ngay-

Khen diu 400 mg mai ngay chia lam nhiéu lin. Co the giam licu tn 200 mg khi khong thiy
cai thién gi them, Li¢u duy tri nén duge ting lén 400 mg moi ngdy néu giam dap ung

Tre ¢m

Nén dung liéu to1 thidu ¢6 higu qua va khong duge vugn qua 6,5 mg kg ngay dya trén
trong lugmg co the ly tuomg. Do do, vién 200 mg khong phu hop de su dyung cho tre em <o
trong lugmg co the Iy romg dirdn 31 kg

Mdi liéu nén duge dung chung vin bira dn hoje | Iy sira

Hydroxy cloroquin duge tich Iy dud dang co hogt tinh va s€ can vai tuan d¢ phat huy tac
dung co lgn, trong khi cac tac dung phuy nhg co the xay ra twong dow som. Do1 vin dicu tny
benh thap khop nén ngung dung thuoe néu khong cd cai thign trong 6 thang O cic bénh

nhay cam von anh sang, chi nén dicu tn trong khoang thon gian iép xue 101 da ven anh sang

Cach ding
Dung dudmg uong
5. CHONG CHI P|NH.
- Qua min von hop chit 4 - aminoquinoline;
- Bénh vay nén tir truoc,;
- Mang thai (xem phin Sir dung thuoc cho phy mz ¢6 thai va cho con bu)
6. CANH BAO VA THAN TRONG KHI DUNG THUOC,
Théng tin chung
» Haém gap xudt hién bénh véng mac neu khang du’n;j-, vugt qua hiéu khuyen cdo hang ngay
Dung lieu vugt qua mure licu 101 da duge khuyen nghy co kha ndng lam ting nguy co mic
b¢nh vong mac va day nhanh qua tnnh khon phat. |
. Tal ci bénh nhin nén duge kiém tra nhin khoa trwde khi bat dau dicu tr) bing
BRIDOTYL?* Sau do nén kiém tra djnh ky mon 12 thing
Viéc kiem tra nén bao gom kiém tra thy Ly, son day mit can thin, kiém tra thy truomg trung
tam von dnh sing 46 va thy lye ve mau sac.
Vige kiem tra nén thudmg xuyén hon va phu bop cho cac tinh trang b¢nh nhan sau:
ik i Pt 4 6.5 me’ kg trong lugmg co the gay Trong lggmg co the tyét Ao
dll;;usﬂigfnl:;b:ﬁl; ﬂlqhuuung da’gn vf I:?:: tbuqng :.%u the dfﬁ Eén quelib IE::I |¥n purén béﬁ"p'ui
- Suy thiin
- Thy lyre dun 68
- Tuoi trén 65 Wi
- Lséu tich lity hom 200 g s e kb

B i %1 rpeay lap e o benh nhan € Ll [reem 53 Lo Bt thurommg,
ElﬁIIE;-ELT{-rug;; Eﬁﬂhﬁﬂlﬁ rl;jslr: 15?[1;;5“;1-: LIE:: khong the Eim thich duge do kho I‘-.hfﬁ1
trong vige diéu net thy lye hodge xuat hign gua dyc gidc mac. Bénh nhin nén duge tep tpe
theo ddi tinh trang tién tnén khi glp cac vin de tren _ ‘
MNen ngung dung thuoc ngay ldp e va tm e vin y ¢ néu co bat ky ron logn nao vé thy lyre,
bao gom bat thudmg thy lyc maw sdc

Cic tnromg hop bénh co tim dan dén suy tim, di co mgt s bio cao o nhimg bénh nhan dicu
i vim H}H!_mn;:,- cloroquin ¢d kel qua gdy tr vong (xem phin Tac dung l:{mm: mICgE AL )

Fheo dor 1im sang cde ddu hidu vA tnéu chumg cua bénh co tm va nén ngung su dung
II;-,-..Ir:r'q.r cloroquin néu bénh cor im phat tnén DOc tinh man tinh nén duge xem xet kKhi rn
loan dan truyén (block nhinh’ block nhi - thilt) cing nhur phi dgn han that duge chan doan
i xem |'I-|'h:||11 I e :.ﬁq:rg l.'.'mng FEICITEE FRILECRRD )

BRIDOTYL® nén sur dyng thin trong o nhimg benh nhin dung thudc co the giy phan ung
bat lgn & mit hojic da

Neén than trong khi su dung trong nhimg truomg hop sau

* Bénh nhin mic bénh gan hode than, ¢ nhimg ngum dang ding thuoc duge biet la anh
hudmg dén cic co quan 36 Ude tinh nong 4§ hydroxy cloroguin trong huyct fuomg nen
duge thye hign & nhimg b¢nh nhin by suy gram nghiém trong chue ning than hode gan va
dicu chinh heu lagng phu hgp.

« B¢nh nhin by ror logn éu héa, than kinh hodc mau nghiem trong

Mic di nguy co suy gidm tay xuong thap, nhumg khuyen cao dem so huyet cau dinh ky vi
thicu mau, thicu médu bat san, gram bach cau trung tinh, giam so lugmg bach cau, va ticu
cdu di duge bio cho. Nén ngung dung BRIDOTYL® neu phat inen cac bat thuong

Thin trong & nhimg bénh nhin nhay cam vn quimin, nhimg ngun ‘h"i“".'“-“ G-6-PD,
niguon midc bénh ron loan chuyén hoa Porphynn da mudn co the trd nén tram trong hon va
@ nhimg b¢nh nhin bj b¢nh vay nén vi no lim ting nguy co phan ing da

Bénh nhin ¢6 vin d¢ di truyén hiem gip ve khong dung nap galactose. thieu Lapp lactase
hodc glucose - galactose kém hap thu khing nén dung thudc nay

Tré nho dic bigt nhay cdm vin tic dung djc han cua 4 - aminoquinolines, nen canh bao @ir
BRIDOTYLY xa tam tay tr¢ cm

Tat ca cac bnh nhin dicu tn Ku ddi nén trn qua kiem tra dinh ky chuc ning ¢o xuong va
phan xa gin. Néu xay ra yéu co nén ngumg thudc

Hydroxy cloroquin dd duge chimg minh la giy ba duong huyet nghiem trong bao gom mat
v thire ¢6 the de dpa tinh mang o nhimg b¢nh nhan duge diéu tn hode khdng dicu m) vin
thuoc dai thio dudmg. Bénh nhin duge dicu try bang hydroxy cloroguin nén duwoc canh bao
ve nguy ¢o ha dudmg huyet v cac diau higu v tngu chimg lam sing lién quan Bénh nhan
co tn§u chimg Lim sang gon v ha dudmg huyet rong ki dicu tr von hvdroxy cloroguin nén
kiem tra mire duomg huyet va xem xeét dicu tng Khe can thact

Hl."uilc]ran ngo thap co thé xay ra vén BRIDOTYL® (xem phin Tuc dune khong mong
e

7. SUDUNG THUOC CHO PHY ST CO THAI VA CHO CON BL,

Phy nir co thai

Hydroxy cloroguin qua nhau thai. D& igu con ban ché hén quan dén sur dung hydroxyl
¢loroquin trong “f‘" ky Cin luu y ring 4 - aminoquinoline o hicu dicu tn co hién quan dén
ton thueng h¢ than kmh trung wong, bao gom nhicm dge tu (gdy doc thinh giac va uén
dinh, ditc bam sinh), xudt huyet vong mac v sde 1o vong mac bat thuomg Do do
BRIDOTYL* khong nén su dung trong thai Ky

Phy nir cho con bi

Can cin nhic thin rong khi sur dyng hydroxyl cloroquin trong thin ky ¢ho con b, vi 83
durgre chimg minh Ly mot hugmg nho hydroxyl cloroquin bar biét vao st me v tre so sinh
cye Ky nhay cam von tae dung dd¢ han cua 4 - aminoguinolines

B ANH HUONG CUA THUOC LEN KHA NANG LALXE, VAN HANH MAY MOC,

Chure ming thy grac by suy gram ngay kb bt dau deu try 4 duge bao cao va bénh nhin nén
dugre canh bao hén guan den !il xe va van hinh may moc. Neu tinh trang khong duge kiém
sodt, 1o ¢ duge guin guyet neu giam hicu hoje ngumg dicu tn

9. TUONG TAC, TUONG KY CUA THUOC.

Hydroxy cloroquin sullat di dwgc bao cao lam tng ndng 36 digoxin trong huyét nomg
nong d digoxin trong buy ¢t thanh nén duge kiém sodt chiit ché o nhimg bénh nhin dang
duge dicu trp dong than

Hydroxy cloroquin sullin ,“]“E'- 0 the ¢o mt so tuemg Lic dd bict cua chloroguine me du
chura co cae bao cao cp the, bao gom: khang sinh aminoglycoside lim ting cuong e dong
ngdn chin trye tiep cua hydroxyl cloroquin ty chid noi than Kinh - co; o¢ che chuyén hoa
bon cimetidine dan den kha ndng ting nong 49 trong huyet trong: do khang tac dung cua
neoshigmine v p}'rldu_nl:u.umn. gram dap umg Khang the don vor mien dich uén phat bing
vac - xin bfnh dy wr te bao ludmg béi ¢ nguon

Guong nhq cloroguin, lIme-u khang axiu bam gram sy hap thu hydroxy | cloroguin vi viy nén
st dung cich khodng thin gran 4 g : '

Vi hydroxy cloroquin ¢o the Tam ting higu qua cua dicu ) hy duong huyt, ¢o the can phi
guam hicu insubin hode thude tny dar thio duimg -

Halofantrine keo ddi khoang QT, khong nén dung cung v ¢ic thuoe co kha ning giv loan
nhip tim, bao goot hydroxy cloroquin '




Ngodi ra, co thé lam Jang nguy ca roi loan nhip thit né e tbs e el tebgi
) i 1S, . NEuy ( ip thit neu hydraxy tlarequin depesir dung)
dong thin vin cic thude gay r0i loan nhip khic nhu amind;z;'nn va moxi m;':“:;r g we

Tang nong 46 ciclosporin trong huve SR ik _
clnrﬁquin%i duoc b&r;n.;_-ﬁn, g huyct hrong khi ding déng thin ciclosporin va hydroxy

Hydroxy cloroqui

c6 thé lam giam n o , o
ci¢ thude chong sgtrﬂkh.a-; A him% o gidt. Diing dong thin hydroxy cloroquin véi

the lam ting nguy co co gidt.

m giam nguimg co giat (vi dy; mefloquine) co

Ngoai ra, hoat ddng cia thude chong ding kinh ¢4 the giam néu diing chung vin hydroxy

cloroquin.

Trong m@t nghién ciru twomg tic dom 'Iiéu. di ¢d bdo cdo tlﬁ{miluin lam giam sinh kha dm:g

cia praziquantel. Higu img twomg tr khi sir dung phoi
praziquante] chura duge biet.

gp hydroxy cloroguin

Theo phép ngoai suy, do sy twomg déng vé chu tric va che thang sé duge dgng hoc gila

hydroxy cloroguin

va cloroquin, ¢6 the dy kicn tic dyung trong tr trén hydroxy cloroguin.

Nguy co irc ghé hoat ding cia a - galactosidase ndi bio khi sir dung ddng thén hydroxy
cloroquin vin agalsidase.

10. TAC DUNG KHONG MONG MUON CUA THUOC,
Téan suat ghi nhan nhu sau;

« Rét pho bien:

* Phé bicn:

» Khéng phd bién:
« Hiém gip:

» Rat hiém gép:

« Khong ro:

> 10%%;

> 1 dén < 10%:

> 0,1 dén < 1%,

> 0,01 dén < 0,1%:

< 0,01%:

khéng the wée lugng tir cic 50 ligu sin co.

Roi loan mau va hé bach huyét

Khing ri:

Suy tity xuomg, thiéu méu, thicu méu bit san, giam bach cau trung tinh,
gidm s0 lwgng bach ciu, va tiéu cau.

Roi loan hé thong mien djch

Khong ri:

Mé day, phit mach. co thit phé quan,

Roi loan chuven héa va dinh dwimg

Phé bién:
Khong ro:

Chan in.
Ha duémg huyet,

Hydroxy cloroquin c6 the két tia hodc lam tram trong thém tinh trang r6i logn chuyén hoa.

Roi loan tam than

Phé bién: Anh huémg hanh vi

Khéong pho bién:  Thin kinh.

Khong ro: Tam than.

Raéi loan hé than kinh

Pho bién: Pau diu.

Khong phd bién:  Chéng mat.

Khéng ro: Co giit 4 c6 bdo cio véi nhoém thude nay.

Cac roi loan ngoai thap nhir loan trromg lyre co, 61 loan van déng, run ray.

Roi loan mat

Phé bién; Lam m& thj lyc do roi loan diéu tiét thi lyc lién quan dén liéu v ¢o

Khéng pho bién:

Bénh nhan ¢o nhim

thé dao ngugc.
Bénh Iy véng mac véi nhimg thay d6i vé sic to va thu hep thj lyc cb
thé xay ra nhung khéng phé bién néu khéng vugt qua liéu hing ngay.
O dang so khai, c6 thé ddo nguoc tic dung néu ngung sir dyng
BRIDOTYLE. Neéu dé khon phat tic dung, c6 thé ¢é nguy co tién trién
ngay ca khi ngung diéu trj vai BRIDOTYL®.

g thay ddi lién quan dén vong mac c6 thé khong c6 trigu chimg ban diu,

hodc c6 the cé 4m diem cin trung tam v bat thudmg thj lyc mau. Nhimg thay doi lién

dén giic mac lg,ﬂnm
ay ra Cac roi

pan
phu né va mo dyuc di duge bdo cio, co thé khong co trigu chimg %t)an;

oan nhu giam thj lyc hodc chimg sq dnh sang. Nhimg tri¢u chimg nay co thé

odng qua va cd thé dio nguge khi ngimg dieu trj vén BRIDOTYL™.

Khéng ré:

Céc truémg hgp mic phai ving mac dai thao duong va thodi héa diem
ving i duge bio céo (khai phat tir 3 théng dén vai ndm sau tiep xic
v hydroxy cloroquin) va cé thé khéng hoi phyc.

Rai loan oc tai va tien dinh

Khang pho bién:
Khing ro:

Rai loan tim
Khong ro:

Chéng mat, u tai.
Nghe kém

Bénh co tim co thé din den suy tim va trong mt s6 truémg hop dén
den hau qua nghiém trong.

H

Dgc tiph man tinh nén duge xem xét khi phat hi¢n roi loan din truyén (block nhanly block

nhi that) cing nhw phi dai hai that. Tinh trang co the duge phyc hoi khi ngimg thuoc.

Rai logn tiéu hoa
Rat pho bién:

Pho bién:

Nhimg trj¢u chimg
dyng thuoc.

Raoi logn gan mat
Khéng pho bién:
Khiong rd:

Dau bung, budn nén.
Tiéu chay, nbn mia.
nay thudmg dugc gidi quyet ngay 1ap tirc khi giam liéu hodc ngimg sir

Xét nghigm chirc nang gan bat thudmg,
Suy gan cip biing phat.

Roi foamda pitmomem

Pho bién Phét ban da, ngira

Hiém gap: Rbi loan sic th da va niém mac, phai mau téc, rung 16c.

Nhimg vin dé niy thuimg duge gidi quyét d dang néu dimg diéu trj.

Khing ri: Céc dogt phit ban gdm ban d6 da dang, hi chimg Stevens - Johnson

va hoai tir biéu bi doc, héi chimg DRESS, nhay cim anh séng, viém
da bong vay, hdi chimg ngoai ban mi todn thin :ﬁp tinh (AGEP).
GEP phii duge phin biét véi vay nen, mic di hydroxy cloroquin cg the lam gidm cic dot
1 -::‘:-nl:; cpa bénh vay nzﬂ. 6 thé lién quan dén sot va ting bach c%u. Két qua thuomg la
hoi phyc tot sau khi ngumg thude.
Rai loan co xieemg va ma lién két

Hiém gip: R&i loan cdm giac vin dong, ‘
Khong ri: Bénh co xuang hodc bénh 1y thin kinh din dén tién trién suy yéu va
teo cac nhom co gan.

Bénh co cé thé hdi phuc sau khi ngung thuée, nhimg qua trinh phuc hoi ¢6 thé mat nhieu
thing.

Réi loan chuyén héa va dinh duimg

Ha duémg huyét. Thn suit: chua biét.

Théng bag vii bac si hdt ki phan tng khing mong mudn nde gdp phdi trong qud trinh sir
dung thuoc.

11. QUA LIEU VA CACH XU TRL | . ‘
Qud li¢u véri 4 - aminoquinolines la nguy hiém dic biét & tré so sinh, chican 1-2 g d3 giy
r vong. i _ _

“4¢ tri mg ci lidu c6 thé bao gbm dau dau, roi loan thj gidc, truy tim mach, co
Ei?t; Eéhl;ﬂﬁﬁﬂa!?ﬁ lnl.;:l nhip va diggml én, bao gom kéo dai khoang QT. va rung tim
thit, theo sau dé co the gay ngung hé hap va ngimg tim dot ngdt dan den tr vong. Can co
sy Chim sdc y 1€ ngay lap tirc, vi nhimg tac dung nay co the xuat hi¢n ngay sau khi dung
qua heu. . _ o _

Phai tién hinh lam sach da day ngay ldp tirc, biing cach rira da day hodc gay nén. Dung than
hoat tinh v mirc Jfgu bﬁﬁ it nhat 5 lan so vén liéu Iriydngx}r cloroquin gay qua liew, co the
irc che sy hap thu thém peu duge dua vio da ddy bang ong sau khi nia va trong vong 30
phit sau khi uong qua liéu. g o | _
Cin xem xét sir dung diazepam tiém trong trudm hgp qua liéu; da duge chimg minh la c6
|gi trong viéc dio nguge doc tinh trén tim cua chloroquine.

H3 trg ho hip va theo ddi tinh trang sbc nén dugce dua ra khi can thiet.

12. PAC TINH DUQC LUC HQC.

Nhom duwgre 1y Che thude thc dong lén hé co - xuong.

Ma ATC: FGIEADZ‘. ) — ’
Céc thube chong sét rét nhir cloroquin va hydroxy cloroquin ¢6 mot so tac dgng dugc,
riéng co l:hg Iiéngquan dén tac dung dicu trj cia chiing trong d:lic?l try viém khop dang thap,
nhung vai trd ctia moi loai chua duge biét dén. Céc tic dong bao gom tuong tac vin cac
nhém sulphydryl, can thiép vdo hoat dgng cia cac enzyme (bao gom Pho;phullpﬂ&_c,
NADH - cytochrome C reductase, cholinesterase, protease va hydrolase), lien ket DNA, on
dinh mang lysosomal, (¢ che sy hinh thanh prostaglandin, ¢ ché hoa ing dong 1€ bao da
hinh va thyrc bao, ¢6 the can thigp vio san xudt interleukin | tr bach cau don nhan va irc
che giai phdng superoxide tir bach cau trung tinh.

13. PAC TINH DUQC PONG HQC. _

Hydroxy cloroquin cé tic dgng, duge ding hoc va chuyen héa twomg fy nhu cua
chloroquine. Sauk hi uong, hydroxy cloroquin dugc hap thu nhanh chéng va gan nhu hoan
todn. Trong mdt nghién ciru, nong d¢ dinh huyet tuomg cia hydroxy cloroquin trung binh
sau khi dung liéu duy nhat 400 mg & nhimg ngutn khoe manh dao dgng tir 53 - 208 ng/ ml
voi trung binh 105 ng/ ml. Thei gian trung binh dé dat nong d¢ dinh trong huyet trong la

1,83 gidr. Thin gian ban hiy trung binh trong huyet twomg thay doi, ty thudc n.rng gai doan
sau khi sir dung thuoe, nhu sau: 5.9 tai C,,= 10h; 26,1h (121 thin diém 10 - 48h) va 299
h (tai thin diem 48 - 504h). H;ﬂ-at chat gbc va cic chat chuyén héa duge phan bo rong i
trong co the va dio thai chi yeu qua nuoc tiey, trong 46 3% lieu dung duge phyc hdi trong
24 gi&r trong mot nghién ciru. ,

D¢ thanh théai creatinin & b¢nh nhan viém khop dang Lhd;ﬂ dung Hydroxy cloroquin sulfat
trong it nhat sdu thang duéng nhu tuwong ty von dg | thai creatimine khj dung | lLieu
trong mt nghién ciru trén tinh nguy¢n vién, cho thay ring khéng co thay doi nao xdy ra
khi dung thuoc lau dai. 16 - 30% ham luong thuoe dyge dao thar qua thin va khong tuong
uan vo1 49 thanh thai creatinin; vi vty khong can diéu chinh liéu cho b¢nh nhin suy thin.
b¢nh nhin viém khép dang thap, co sy thay doi lém doi vén phan lieu duge hap thy (30
dén 100%), vé trung binh nong 4o hydroxy cloroguine cao hon dang ké & nhimg bénh nhin
cd tinh trang bénh nhe hom.
S6 lwgng bach ciu don nhin & nhimg bénh nhin sir dung hydroxy cloroquin hing ngay di
dugce l:h%mg minh cao hom bach l:'_all}l.?gdn nhan. e . s

14. QUY CACH PONG GOL.

03 vi/ 5 vix 10 vién kém t& hudmg din sir dung.

ﬁ[ 36%:” KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
Bdo quin: Dé & nhigt 8§ dudi 30°C, tranh 4m va anh sing.

Han ding: 36 thang ke tir ngay san xut.

Tiéu chuin chit lwgng: Tiéu chudn co sa.

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

CONG TY CO PHAN DUQC ENLIE.

; “wmg NAS, khu cong nghiép My Phuoc 2, phuimg My Phudc, th) x3 Bén Cat, tinh Binh
nrny



