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Rx Thuéc ké don

Boc ki hudng ddn si dung trude khi ding
Néu cdn thém théng tin, xin hdi ¥ kién béc sy

'HCQ
(Vién nén Hydroxychloroguine sulfate 200mg)

Thanh phén: M&i vién nén bao phim chita:

Hoat chdr:  Hydroxychloroquine sulfate ............ 200 mg

Td dwge: Dibasic calcium phosphate dihydrate, pregelatinized starch, corn starch, magnesium
stearate, opadry IT white 05F18422. : .

Dang bao ché: vﬁnmmm

Mo ti
Hydmxycﬂmqmmlfmhmmﬂmmmmd!mmgnmmw
khong tan trong cén, cloroform vi ether. Tén hod hoc clia Hydroxychloroquine sulfate 13 2-[[4-
[(7-Chloro-4-quinolyl) amino] pentyl] ethylamino] ethanol sulfate (1:1). M&i vién nén
Hydroxychloroquine sulfate chita 200mg Hydroxychloroquine sulfate tuong mg véi 155mg
bazo.

Dargre lage hoe
Hydmxych]omqmueuﬂfmcﬁﬁcdungchdngsﬂtr&vih@nquimd&éumIuplsbmdb(he
mhmmmmM)vamummsmapmmmammmm-
xéic clia thudic chua duge biét.

Sot rét: :
mpmmummmwmwwmummmmmmmu
héng cdu cia P, vivax, P. malariae vi hiu hét cdc ching P. falciparum (trix thé giso ti).
Hydroxychloroquine sulfate khong ngfin ngira duge tdi phdt & bénh nhan s6t rét do P. vivax, P.
malariae do khong c6 hi¢u qua d6i v6i thé ngodi héng cdu cba ky sinh tring ciing nhu khong c6
tic dung phong ngita nhiém P. vivax, P. malariae khi ding dy phdng. Thutc c6 higu qué t6t v6i
vmm)limuﬂcdupmcngdﬁngdmhmhnhm&m!gmdmmsﬂtrﬂc!punhgaymm
P. vivax, P. malariae vk ¢6 tic dung kéo dii ddng ké khodng thdvi gian tdi phdt bénh. DGi véi
bénh nhin s6t rét do P. falciparum, mwﬂcmﬁ&lmms&r&c@ phong ngira nhiém
v thi phit benh trit mot s6 ching P. falciparum 04 khiing thudc.

Duge ddng hoc
Hydmnycﬂmmcduwhﬁpﬁunhmhch&ngb&dnhguﬂhui%m&dmm
dinh trong huy€t thanh la 1-3 gi¢r. Hydroxychloroquine tép trung & gan, 14 lich, than, tim,
il ndio. Thudcdmchuy&hdn#pbﬁnqmmuﬂnhwdﬁtohuy&lhoéde-ﬂhylw

%a

E

tinh, C6 khodng 50% liéu ding cba thudc duge do thii qua mude tiéu dusi dang chit chua
chuyﬁnhoa_Mmmwrﬂchamqunm&cuﬁﬂwdékéndhﬂnm;mhm
hang néim sau khi ngimg ding thuGc. Thai trir thu6c qua than ting lén khi nude tidu bi acid hod

va gidm di khi nude tiéu bj kiém ho. Thoi gian bén thii cia thudc x4p xi 32 ngdy.

Chi dinh

Hydroxychloroquine sulfate duge diing phong ngira hodc diéu trj stt rét cdp tinh do Plasmodium
vivax, P. malariae, P. ovale vi ching P. falciparum nhay cim véi thudc. Thudc cling dugc diing
diéu trj lupus ban do (h¢ thong va hinh dia) vi viem khép dang thap.

Liéu diing va céch diing

Mot vién nén hydroxychloroquine sulfate 200 mg twong duwong véi 155 mg hydroxychloroquine
bazo. :

Sot rét:

Phéng ngira:

Ngudi 1én diing 400 mg (twong tng 310 mg bazo) diing viio mdt ngdy ¢6 dinh trong mdi tudn,
D&i véi wé em va tré nhd, lidu ding hing tufin 1A Smg (dang bazo)/kg thé trong, nhimg khéng

Néu c6 thé, bit diu ding thude phong ngira 2 tufin trute khi di vio ving c6 nguy co méc bénh.
mymmmmmmmmwnwu lidu glip 461 (liéu tén cong) 1 800mg
(twong tng 620 mg bazo), hoac tré dhnghénl bnm&glhémduﬂhddnﬂmﬁ
gm Nmuﬁpmcdi‘mgﬁm&phangnghm tufin sau khi roi khéi viing ¢6 nguy co méc

Muﬁcmsﬂmdpm
Nguuikh.héubmdiuaﬂomg(umgdnsﬂ(imghm)..mmm:ng(m&gMOma
baza) trong 6-8 gits vi 400 mg (twong tng 310 mg bazo) ﬁlrwﬂuiywnﬁp(m
cong 2 g hydroxychloroquine sulfate hay 1,55 g bazo). Ciing c6 thé dimg lidu don 800 mg (tuong
g 620 mg bazo).

Liéu ding cho ngudi 16n ciing c6 thé duge tinh disa trén khoi lugng co thé, cich tich nay phi hop
hon cho tré em va tré nho. Téng liéu 25mg/kg thé trong ding trong 3 ngay nhu sau:
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Lidu thit hai: Smsblzm(glhénwg(rﬂnmgkhnﬂgmquih!udmﬂﬁmgmmu6ngsnu
liéu thit nhat6 gid,
Liéu thif 3; 5 mg bazo/kg thé trong, udng sau liéu thit hai 18 gids,
Liéu thit 4: 5 mg bazo/kg thé trong, udng sau liéu thit ba 24 gid,
DE didu trj tridt a0 s6t rét do P. vivax v P, malariae, cin sit dyng két hop véi hop chit 8-
aminoquinoline.
Lupus ban do:
Bnnd!u.héunmgbinhchungumImnmtrmg(nmgmm}mghuu)mo:hoachnlinma
ngay. C6 thé 1i€p tuc ding thubc trong vai tudn hodc vii thing tuy theo dép ing clia bénh nhan.
Trong diéu tri duy tri diti ngay, ding liéu nhé hon, tr 200 mg dén 400 mg (tuong img 155 mg
dén 310 mg bazo) méi ngiy thuimg dat duge hidu qui.
Tﬁnxmuymbenhvnmmtanglenkhndhnghéumohmlsénduymna:.r
Vi!mkhﬁ:d;ng&ip

::xﬁchlu?dﬁnvichvmménsaum&ﬂihlenﬁcdm trong khi cic tic dung phu
nhg.od xdy ra tuong d6i sém. C6 thé phai sau vai thing méi dat dirge hidu qua diéu tr 161 da.
Ne'umuclmdﬁuh‘;(ﬂlﬂyimsmgkhﬁ).ﬂngkhén&ngvﬁnﬂ@nx}khﬂmgdatdmmubméng
diéu tri, cén ngimg ding thutc. Mmtnankhdﬁnglhuﬁcnaz diéu trj viém khép dang thip &
mmmmmmm e
Lidu t4n cong: ’
Nguisi 16n; dhnshéud{ﬂmsd&lmms(muhgﬁngﬂﬁmsd&lﬁimgbam)m&ngiy dimg
thudc trong bita an hofic ufing cling mot céc sita. & mot ty 1& nhd bénh nhéin, c6 thé xudt hién mot
s0 tdc dung khong mong mudn, khi dé phai gidm liéu t4n cong ban diu. Sau d6 (thuémg tir 5-10
ngay).taugcﬁnI:éudEnhéucdd&pﬁngtﬂimkbtﬁéc&lﬁcd@gkbﬂngmm-ngmwo’m.h\n‘mg

KMbgrﬂ)nhandncﬁlﬁpIingtd'l{lhm')ngu'mglt-liluin).glimio%héndﬁng\r&duymVﬁ
lidu 200 mg dén 400 mg (tuomg (ng 155 mg dén 310 mg bazo) méi ngay, dimg thudc trong bita
in hofic udng ciing mot cOc sita. Ton xufit xdy ra bénh vong mac tang lén khi ding liéu cao hon
liéu duy tri ndy.

Néu bénh téi phét sau khi ngimg thudc, cé thé 1iép we diing thudic véi tri liéu ngét quing néu
khong ¢6 chong chi dinh lién quan dén méL

e&wmmayhﬁmwmd vammuu,vannnchuagmnﬂgumhéu
din din hodic ngimg sir dung cdc thudc nay sau vii tulin ding thude. Khi ¢6 chi dinh gidm din
liu steroid, gidm 5 mg dé€n 15 mg cortisone; 5 mg dén lﬂm;hydmcmusonc 1 mg dén 2,5 mg

prednisolone v prednisone; 1 mg d&€n 2 mg methylpred vt r lone; va 0,25 mg
dén 0,5 mg dexamethasone sau mbi 4-5 ngay.
Chéng chi dinh

Khong dimg thudc nity trong cdic trutmg hop sau:
(1) Bénh nhin c6 cdc bt thuimg vé vong mac hode thi trudng mét ghy nén béi

hop chiit 4-aminoguinoline.
2) Bénh nhan min cam vi cdc hop chit 4-aminoquinoline
(3) Diéu i kéo dai & tré em,
Cinh béo P - . : =
Canh béo
Hydrmychhwmﬁmkh&mhﬂuqﬁdﬁv&dcohwg? faklp'.mmdlthing
chloroquine.

Tré em dac biét nhay cdm v6i céc hop chit 4-aminoguinoline. Dii c6 béo cédo vé tnrmg hop gay
1t vong sau khi v tinh sir dung chloroquine, o6 khi & céc liéu d6i thip (0,75 g hodc | g
mlmmam&)mmmmmmdbhqm ity ngodi tdm tay ctia tré

Sudunghydmxydlkxmmsuifmﬂb@lﬂlmmﬁylﬁnwmﬂh‘mbﬁtm phdt don cdp cia
bénh viy nén. Ding thubc ny cho bénh nhan réi loan chuyén hod porphyrin c6 thé lim trim
trong thém tinh trang bénh. Khong nén diing hydroxychloroquine sulfate trong nhiing truémg hop
&yﬂﬁﬁmﬂkkﬁﬂmwmujvﬁmywcéﬂﬁx&ym
rét:

Trong nhitng nam gén diy, ngudi ta d& phat hién ra mot 56 ching P. falciparum dé khing véi
hap chit 4-aminoquinoling (bao gém ca hydroxychloroquine) duge chimg minh bing thie 1& 13
vii liéu diing thong thutmg, thudc khong cé tic dung phong ngira hoac diéu tri s6t rét. Bénh nhan
nhrémchuugkymhmadékhangmndwcdﬂumbﬁngqmmmhoac cdc thudc dic hiéu

Lupuhnﬁviﬂl-mmﬁ
Bﬁcs?phiinﬂmchﬁcminh@ﬂaﬂngtinghimwhﬂémgdhsﬁdmgnhy e khi ké don
hydroxychloroquine salfate cho bénh nhin,

Tén thuong véng mac khong héi phuc di’duge béo cdo xdy ra & mot vii bénh nhin diing hop
chit 4-aminoquinoline liéu cao hodc kéo dai trong didu tri lupus ban do hinh dia, lupus ban do he
théng va viém khop dang thip. Bank ving mac duge ghi nhan phy thude vao lidu ding.

Khi c6 diy tinh diing bt k¥ thudc chdng s6t rét ndo trong thdi gian dii, cAn kiém tra chic ning
thi gide khi bt du diéu tri vi dinh k3. (mi 3 thing) bao gbm: do thi lyc, kham mat véi dén c6
kheslng.soid&ymkﬂh&nmlmmcﬁanﬂL

e
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Na;mhakymmwm@ngveﬁm.mmmwwﬁmmmgm(m
thay d6i mau sic, mat phin xa h6 vong mac) hodc bét kymchm gidm thi Iuc (chép holc
vét sdng) khong do nguyén nhin bén ngodi hode do duc gidc mac, cdn ngimg ding thudc ngay
I4p tifc vat bénh nhan phai duge tip tuc theo déi tién trién cla cdc bat thubmg niy. Sy bt thutmg
vong mac (vi r6i loan thi luc) 6 thé 1i€p tue xdy ra ngay ci sau khi ngimg thudc.

Bénh nhan diéu tri dai nghy bing thusc ndy cén duge thim khém dinh k¥ bao g6m cé thir phin
mg&ﬁmkcﬁchandéplmmgnkham;b;ﬂuwNa‘uxiymy&w.cﬁnngi‘mgdﬁng

Trong diéu tri viém khop dang thip, néu muc titu didu tri (nhur gidgm sumg khdp, ting khi ning
md@ng}khﬁngdq.lmsmﬁtlﬁngméumdnngimgdﬁngmu . Do an todn khi ding
lhudcnﬂyd!dﬂummkhﬁpdgngﬂﬁp&ﬂwﬂluuﬁumanchmmmmnh

Thin trong
Thén trong chung:
Than trong khi diing céc thu6c chéng s6t rét cho bénh nhan mic bénh gan hofic nghién nugu
hodc sif dung déng thei véi ciic thude khdc gay doc cho gan,
Cén dinh ky kiém tra cong thitc méu & bénh nhan ding thudc kéo dai. Néu c6 r6i loan méu ning
khong phii do bénh dang difu tri, cfin can nhéc ngimg ding thude, Thén trong khi ding thudc
iy ¢hio bénh nhan thigu hut G-6-PD (glucose-6-phosphite
n o vii viém khdp dang thip:
© Chc mdavduhydmxynhlomqmmaﬂfmecdm!ﬂyr&dndﬁchmwngm:
ding nhychob&thntﬂnnénguywwhndndndnng
Cﬂcwmgﬁﬂpkhumdmdécmﬂndnﬁns@n“mmmdocmm"mm
(1) soi kiém tra ddy mit € phat hién r5i loan séc 16 hotic mit phan xa h6 véng mac vi (2) kiém
tra thi trudmg ving thm bing mot vat nhd mau dé cho thir nghiém 4m diém quanh tdm hofic gdn
1am hodc xdc dinh ngudng ctia vong mac véi mau do. Bt ky diiu hiéu bat thubng ndo cira thi lyc
déu phai duge xem xét va tinh dén kha nang ¢6 thé 1A bifu hién cla ton thuong ving mac.
Néu xidy mmhiém doc ning do ding qud liéu hoic min cim, ding amoni clorid (8 g mbi ngay
chunguﬁiﬁi.gmnméulﬁn] udng 3 hofic 4 ngdy mbi tudn trong vii thing sau khi di ngimg .
diing thude do sif acid héa nudc tiéu gidp tang thii trir hgp chal 4-aminoquinoline tir 20-90%.
Tuy nhy‘cinﬂlﬁlmnsdﬁibdlhmhnhnnsuy thén v/ hodc nhiém acid chuyén hod.

Tuong téac thude: Chua c6 bio cdo vé twong tic cha thudc niy va cdc Ilm&;khéc

St dung cho phu nix ¢6 thai va cho con bi

Khong nén ding thuéc niy cho phy nif ¢6 thai trir khi da can nhéc lgi ich cﬁaw&cphbngngh
hodc diéu tri s6t rét vl nguy co c6 thé xiy ra. Cin luu § ring khi tiém tinh mach cho chut mang
thai. chloroquine duge dinh diu phéng xa nhanh chong di qua nhau thai. Thuéc duge tich luy
chon loc & cfiu tric melanin cia mdt bao thai va duy tri & trong mo mét 5 thing sau khi thuéc &
ciic bo phan khiic cha co thé di duge thii trir hét.

Mot lugng nho thutc duge tiét vio sita me. Khong nén ding thudc ny cho phu nif dang cho con
bi. Phu nit cdn ding thudc nity nén ngimg cho con bi.

Anh huimg dén kha nang I4i xe va van hinh miy méc:
Chuta ¢6 béo cho Véinllhllﬁ'ngcua thubc dén kha nang 4 xeuhv&nhlnhmﬂymlsc

'Hcdlmghungmnnguﬁu
Sot rét
l{ludhnghiud:nlthcdr.ﬁcdun,gd:éumomsﬂlmc{pﬁnh ¢6 thé xdy ra dau ddu nhe va
thodng qua, chéng mat, rdi loan titu hod (tiéu chdy, chén an, buén non, co thit co bung, va doi
khi xdy ra non). Hi€m khi xay ra bénh co fim khi ding liéu cao hydroxychloroquine hing ngay.
Lupus ban do va viém khép dang thap:
Khong phii tit ci céc tic dung khong mong mudn sau @fu xdy ra véi it ca chc hop chit 4-
aminoquinolirie khi ding thuc kéo dai, nhung cdc téc dung phu ndy dii dugc béo cdo xdy ra véi
mot hoiic vii hop chiit 4-aminoquinoline vi phai ludn ghi nhé diéu nay khi sir dung cdc hop chit
4-aminoquinoline. Céc tic dung khong mong mu6n ciia timg thudc khéc nhau thay d6i theo loai
vil tn sudt xdy ra, 3
H¢ thdn kinh trung wong: Kich thich, bén chdn, thay déi tdm tinh, dc mong, r6i loan tAm thin,
dau déu, chéng mat, hoa mdt, U tai, gidt cfu mit, di€c day thin kinh, co gidt, mét diéu hoa.
Then kinh co: Liét ca xumg hogc bénh co xwong hodc bénh thiin kinh co din dén y&u co vi teo
ca 1am thay d6i nhe cim gidc, tc ché phin xa gan va din trayén thin kinh binh thuémg.
Phdnmg:r!nmdl
Nép mi: R6i loan diéu chinh véi tri¢u chimg nhin md. Tic dung nay phu thuge
liéu ding va thuémg mét di khi ngimg diing thude.

% Gific mac: Phi thodng qua, duc, gidm su nhay cam. Sy thay ddi gidc mac c6 thé
oélwécﬂﬂn;céﬁcudlmxﬂikbm{n}ﬂnm.qmgningn::fqumh.sqénh
sding) nhung c6 thé héi phuc. Cic tédc dung phu & gidic mac c6 thé xudt hién sém
trong vong 3 tudn ke tir khi bét dfu diéu tri. Tén sufit gdy ra tdc dung khong mong
mudn & gide mac cla hydroxychloroquine thip hon so véi chloroquine.

3 Vang mac: Diém vang: Phil, teo, r6i loan mau sic, mat phin xa ho vong mac,
tang thii gian héi phuc sau khi chi€u 4nh sing (thir nghiém véi dnh sdng), ting

I
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niim ngimg ding hydroxychloroguine.

Da: Bac t6c, héi, ngia, xudt hién sic 16 trén da v niém mac, nhay cim véi 4nh sdng, phét ban
da (ngta, dang séf, dang liken, dit sin, xufit huyét, ban db véng ly tam, hoi chimg Stevens-
Johnson, mun mi ngoai ban cip v viém da tréc vay). !

cdu, thifu mdu, gidm tiéu céu (tan mdu & bénh nban thiu hut glucose-6-phosphate
dehydrogenase (G-6-PD).

Tiéu hod: Chéin &n, bubn non, non, tieu chiy, co thit co bung. Mot s6 trudng hop cd biét gay bat
thudmg chic nang gan va suy gan dot ngot. -
Phdn ting dj img: Ngia, phit mach v co thiit phé€ quin da duoc béo cdo.

Cdc wdc dung khéng mong mudn khdc: Sit can, mét moi, Jam twém trong r6i loan chuyén hod
porphyrin va bénh viy nén khong nhay cdm véi dnh séng. |

Hiém khi xdy ra bénh co tim khi ding liéu cao hydroxychloroquine hing ngay.

Qui lidn -

Céc hgp chét 4-aminoquinoline duge hep thu it nhanh chéng Y2 hodn todn sau khi sit dung,
nwglmb'nghquhngqniliéu.ho@cm@tsdﬁmﬁ:ghwdmgﬁéuﬂﬁphmbbgnhnhmm
cam, céc trigu chimg ngd doc c6 thé xdy ra trong vong 30 phiit. Cc triéu chimg qué liéu bao
g6m dau ddu, chéng mét, r6i loan thi gidc, truy tim mach, co gift, sau d6 1A ngimg tim, ngimg
thé dot ngot. Dién tAm d6 c6 thé cho thély ngimg tam nhi, nhip it nhi - that, thi gian truyén
diin noi tht kéo di, nhip tim cham din t6i rung tam thét hosc ngimg tim.

Diéu tri: Diéu tri triéu chitg, cdn gfip nit gy non hodic rit da ddy truéc khi dua ngudi bénh dén
bénh vién. Diing than hoat sau khi rita da day, trong vong 30 phiit k& tir khi ding thuSc qué lidu
c6 thé ngiin ngira thude durge hap thu thém tir dudmg tieu hod. DE dat duge hiéu qud, luong than
hoat it nhit phii glp 5 ldn lugng hydroxychloroquine ngudi bénh @4 diing. Néu xust hién co giat,
cén phii kiém sodt co git trube khi tién hinh rim da day. N&u co gitt do kich thich niio, ¢6 thé
dung barbiturat téc dung nhanh nhumg néu do thi€u oxy, cén cung cdp oxy hodc ho hip nhan tao.
Trong trudng hgp bénh nhan bj s6c tut huyét 4p, diing céc thudc niing huyét dp. Do s quan trong
ciia hd trg dudng thé, doi khi phii dp dung bién php md thong khi quan, dat 6ng khi quin, sau
d6 ti€p e &p dyng bién phép rira da day néu cén. Truyén thay méu di dwgc dp dung dé gidm
néng do thudc trong mdu.

Ngudi bénh qua duge con cdp tinh va khong con triéu chimg vin cdn theo déi chiit ché it nhat 6
giv, Trong trudmg hop qud liéu vi min cim, truyén nhiéu dich va ding di lugng amoni clorid
(8g mdi ngay cho ngudi 16n, chia nhiéu lin), ding trong vii ngay dé acid héa nuée tidu, hd trg
cho qua trinh lgi tiéu,

Pong goi: Hop 10 vi x 10 vién.
Bio quin; Bio quén & nhiét 4o duéi 30°C.
Han diing: 3 nam k€ tir ngdy sdn xuft.
Sdn xudt boi:
* Cadila Healthcare Limited
Kundaim Industrial Estate,
Plot No. 203-213, Kundaim, Goa 403-115, AN B0

60560



