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. HUGNG DAN SUDUNG
X
Thudc niy chi ban theo don eiia bic sy,
Boc k¥ I1u&ng din sir dung trude khi ding,
Muén biét thém thong tin chi tiét xin hoi Béic s hodc Dugc s5.

CoLosar-Denk 50/12.5
(Vién nén Losartan potassium va Hydrochlorothiazid)

THANH PHAN: Mdi vién nén bao phim chira:

Huogt chir: 30 mg Losanan kali wong duong vai 45,76 mg losartan vi 12,5 » mg hydroclorothiazid (HCT).
Tii dirgre: Lactose monohydra, Microcrystallin Cellulose, Tinh bt ngd tién gelatin héa, Magnesi stearat,
Hypromellose, Hyprolose, Titan dioxid, Chit mau ving Quinelin aluminium lake (E 104).

DANG BAO CHE: Vién nén bao phim
QUY CACH PONG GOI: Hip 02 vi % 14 vién,

DUCC LUC HQC:

Nhém thuoe dicu tri; Chit déi khing angictensin [1 va lgi tiéu

Mi ATC: CD?DADI

L iazi

Cde thanh phan Iosaﬂanﬂ{CT 6 tac dyng hiép dong lén sy gidm huyét ép. mirc dé giam huyét ap manh

hem khi dung cac chit ndy riéng ré, Higu qui nay hinh nhu la két qua cua cic tic dong b sung clia i hai

thinh phin. Két qun tic dyng lgi tiéu 1 do hydroclorothiazid lam wing hogt tinh cia renin trong huye ol -
wong vi s bii tiét aldosteron ciing nhur ndng df cia angiotensin 11, trdi lai lm gidm kali trong huyét
nromg. Losartan chiin cdc 1dc d-.:hg sinh 1§ o6 lién quan cia angiotensin 11 va qua sy e chié ciia aldosteron
né ¢ thé ¢6 khuynh hudng lam giam sy mdt kali lién quan dén lgi tidu,

Losantan d3 chimg 16 hiéu qua bai acid uric nigu nhit thii va nhe. Hydroclorothiazid gay ra sif ting aid
uric mirc d vira. Sy phéi hop losartan vi hydroclorothiazid cé khuynh hudmg 1am gidm sy ting acid uric
trong mau do lpi ticu giy ra.

Téc dung ching cao huyét dp cia losartan/HCT duy tri duge mét thoi gian 24 gl?:r Trong cic nghién cin
lim sdng 16i thicu trong mdt ndm, tic dyng chong can huytl dp duge duy i vai didu tr lign Iyc. Mic di
sir giam déng ké huyét ap. ding losartan/HCT khong ¢6 dnh hudng ding ké vé mit lim sing lén tie d§
el lim. Trong cde cufc thir lim sang, sau 12 tan du.-u trj wdi 50 mg losartan/12,5mg hvdroclorothiazid,
hu}cl Ap 1am truomg ving 1h§p giam duge trung binh dén 13,2 mmHg.

Losartan/HCT ¢6 higu qua lam gidm hu){*t ap U'b';nh nhﬁn nam va nir, da dcn va khong den, ngudi dudi
65 1udi va bing hodic trén 63 twdi va cé tic dung d&i véi cdc mire 4 ting huyét ap.

Losartan

Losartan |4 thnl d6i khing thy thé angiotensin 11 (1¥p AT,] diing duomg miéng. Angiotensin I, mét chit
lam co mach tiem ning, 1d mot hormon hogt tinh ban diu cva hé thong renin-angiotensin 1l va li mgt yeu
16 quan trong ciia sinh 1y bénh cia b¢nh Iang huyét ap. :\ngmlcn:.m 11 lién két voi thy thé AT, ¢b mint
trong nhiéu o chite (cor trom cia mach, luyen thugmg thin, thin va tim) v thém mét 56 tdc dung sinh hge
quan trong khde, nhu co mach, vi gidi phing aldosteron. Angiotensin IT ciing kich thich phdt tricn 1€ bao
€O trom,

Losartan chgn chon loc thy thé AT,. Losartan va chit chuyén hoa ed hoat tinh duge 1y acid carboxylic E-
3174 chiin 1t ¢ cde tic dyng sinh 1¥ ¢6 lién quan cia angiotensin 11 in vitre va in viveo, bit ké nguon gdc
hoje dubmg téng hop ra nd. Losartan khéng ¢ tic dung chu viin, cling khéng chiin cic lhu thé hormon
khic hojic cdc kénh ion ¢6 tim quan trong diéu hoa tim mach. Ngodi ra, losanan khing trc ché ACE
(kinase I1), men phin hiy bradykinin. Hiu qui 13 khing lam ting céc phin (mg khing mong muén Fién
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quan dén bradykinin. Logi trir sy phan héi ciia angiotensin 11 1én syr bai 1iét renin din dén lam tang hoat tinh
renin trong huyét tweng trong khi dimg losartan. Syt ting hoat tinh clia renin trong huyét tuong gdy ra sy
lang angiotensin 11 trong huyét twong, Mic diu cé nhimg sif tang dé, hreu qué chéng cao huyét 4 ap v chiin
nong di aldosteron trong huyét tromg duge duy tri, chira sy chin thl.l thé angmtcns:n Il ¢é higu qua.. Sau khi
ngimg st dyng losartan, heat tinh cua renin trong huyét tuong vi nong dé ciia angiotensin 11 giam xuéng
trong vong 3 ngay dcn Iri 50 o ban.

Ca losartan vi chal chuyén héa 6 hoat tinh chinh cia né cd 4 e 1om vai thy thé AT, hom vai thy thé
AT, Chit chuyén héa cé hoat tinh ¢o tic dyng 2dp 10 dén 40 lin Iém hon losartan tinh theo khoi lugng.
Trong m{t nghién i duge thiét ké dé tiép cin vide xdy ra ho & cic binh nhin sir dung losaran so vai
b¢nh nhin dang diéu trj véi cie chit fre che men chuyén angiotensin (ACE), Iha\ r:.’mg s\ xay ra ho o cic
bénh nhan ding losartan hoje hydroclorothiazid 13 nhur nhau v it hen d:i.m. 2 ké so vai cie benl: nhin ding
chit irc ché ACE. Ngodi ra, trong mét phan tich 16 nghién ciw lam sang mi d46i bao gom 4131 bénh nha.n,
vige xay ra ho duge bdo cdo ob tinh wyr phit trén cic I:qnh nhin dimg losartan (3,1%) twomg wr nhu x:l}*
irén cde binh nhin dicu trj voi thude v (2,6%) hofic voi hydroclorothiazid (4,1%), trdi lai khi ding cde
chit (rc ché ACE 13 8,8%. /
Ding losartan kali lam gidm ding k& protein nigu va bai tiét rat it albumln va IgG trong cde binh nhin bi
cao huvét dp khéng bi déi thie dutmg ¢ p:olem nigu. Losartan duy tri toe do lpc qua cugn Liéu chu va
lam gidm phan doan lgc. Losartan lam giam liu dii nong d acid uric trong huyét thanh (thuimg < 0,4
mg/dl) trong qud trinh diéu trj l:ilng liu dai. Losartan khéng cb tic dung 1én nhimg phin xa tr nhién va
khong ¢6 tde dyng kéo dai 1én nong 4§ adrenalin trong hu;'cl wong. Tlong nhimg bénh nhén suy tim tim
thit i, thi 25 mg va 50 mg losartan 43 gay duge higu qua tich cye ve huyét dr,!ng hge, va hormon thin
kinh, Nhimg hi¢u qua ndy duge dic inmg boi sirting chi 5& tim vi lam giam dp suil goc mao mach phm.
siic bén cia mgch todn thin, p lyc dong mach 1odn thin, the d§ tim ciing nhu sy giam nong 4§ aldosieron
v norepinephrin trong mau. Si xdy ra ha huyét ap 1 phy thude lidu trong nhimg bénh nhén suy tim nay.

Hydroglorothiazid
Hydroclorothiazid 13 mét thude lgi tiéu thiazid. Cor ché tic ding ching can huycl ap clia :ac thuc lgi tiéu
thiazid chua dwge biét dhy di. Céc thiazid giy cin ro 1d hip thu chit dign giai rong ong thin va lam
ting bii tiét natri '.a clorid véi 56 lugng xﬂp xi nhur nhau. Tic dl.mg lgi ticu cia hydroclomthmnd lam
giam thé tich I:u}ﬂ tuomg, ting hoat tinh renin huyét tong va bai tict aldosteron véi hiu qua la ting kali
trong nurée titu va bai tiét bicarbonat ciing nhur giam kali hu}al thanh. Méi lign két renin-aldosteron thang
qua trung gian angiotensin 1 va do 46 dimg phm hop chit dai  khing thy thé angiotensin 11 va thiazid c6
khuynh hur,mF dio nguge sir mit kali I1en quan dén thudc lgi tlcu Ih:az:d.

Sur bai nigu xay ra lrcmg vong 2 gm' khi uong vit tde dyng lgi tidu lot da durgre duy tri sau 4 gidr. Théi gian téc

déng 13 6 dén 12 giir va tde dyng chong cao huyét dp duge duy tri dén 24 gio,

DUQC PONG HQC

Hip thu

Losartan

Sau ki Lung losartan duge Iidip thi tot v chuyén héa bude diu, Chit chuyén héa Imal tinh acid carboxylic
va edc chat chuucn héa bat hoat khic duge 3o thanh, Sinh khi dung todn thin cia vién bao phim losartan
Khodng 33%. ‘\'ong, df dinh ciia losartan trong huyét twemg dat duge sau | gilr va chiit chuyén héa hogt tinh
1 3-4 gidr, Khong co anh hudng ding ké nio cia thire phim [én ndng dj cia losanan trong huyét tuong néu
udng cling bita dn dirge tiéu chuln hoa.

Sur phiin bi

Lasartan . . ) .
Losartan vi chét chuyén héa hogt tinh cla nd lién két voi protein trong huyét tweng = 99%, trude heét 1a
voi albumin, Thé tich phin bé cia losartan 13 34 lit. Cic nghién ciru rén chudt cong chimg 10 ring
losartan it néu khéng phai I3 hodn toan khong thim nhip duge qua rio can mdu-ndo.

Hydraclorothiazid

Hydroclorothiazid di qua duge nhau thai, nhumg khéng qua duge rio ¢dn méu-nio va di vio sira.

DENK PHARMA Gl & Co. KG Tramg 2/ 10
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Sinh chayén héa

Losartan

Khoing 14% liéu uong ciia losartan duge chuyén thinh chit chuyén héa hoat tinh, Sau khi uong losartan
dinh dau béi C, nong do chit phéng x3 trong huyét iemg trude hét Ta cita losarian va chin chit chuyén
hdéa hogt tinh cta no. Sy chuvén héa toi thidu losartan sang chit chuyw:n héa hoal tinh dum;: fim tha:. khodng
1% céc ddi tugmg nghién el Ngodi ra, €0 cic chit chuyvén hoa bat hoat bao gom 2 chit ehit yeu duge tao
thinh do hydroxy] héa mach nhanh buty] va mét chit nhé hon 1a N-2 tetrazol glucuronid,

Biii tiét

Losartan .

Thanh thai huyét twong vio khoang 600 miiphit va chét chuyén hoa hogt tinh 13 50 mliphat. Thanh thii
thin khoant. T4mbiphin (losartan) v 26 mi/phit (chit :hu}s:n hoa hogt tinh). T\cu uéng losartan khodng
4% liéu bai tiét ra dudi dang khong thay déi trong mude tidu va khoang 6% bai iét ra nude tidu dudi dang
chit chuyén hoa hoat tinh. Duge dong hoe cita losartan vi chit chuyén héa hoat tinh ¢lia né 14 tayén tinh
& nhimg Ileu uéng losartan kali dén 200 mg.

Sau khi ufing, ndng d@ losartan I liy thira da bjc ciia nia doi cudi cing vio khoang 2 gio vi chat chuyén
héa hoat tinh trong huyét wwong 1a 6-9 glu Ca losartan va chat chuyén héa haat tinh khéng tich lay, Géng
ké trong huyét Jwong khi dung liéu mdt lan trong ng:a\ 100 mg. Losarian v chit chuyén hoa bii tiét qua
mt vi nurdc tleu Sau khi uuﬂg li¢u losartan dinh dau C khodng 35% hoat tin h phong xa dugc tim thily
trong nuénc tidu vi 58% qua phin.

Hydroclorothiazid

H}dmclcmlhlazld 14 mdt chat khnng chuyén hoa, nhung duge logi tris rit nhanh qua thin. Khi nﬁug dg
trong huyét tuomg dd do dugc 10i thi¢u 24 gid, thi nia divi rong hu\-.l wong quan sat dugc thay doi gifia
5,6 va 14,8 gid. Téi thidu 61% lidu uong duge dio thai khdng thay déi tramg vong 24 gidr.

Diin sé die biét

Losartan hydroclorathiazid

Néng o cia losartan trong huyél twong va chﬁl chuyén héa hoat tinh cla nd va sy hip thu cia
hydroclorothiazid trong nhimg ngudi gia cao huyét ap khong khiic nhau déng ké so voi nhimg nguii tré
cao huyét dp.

Losartan

Sau khi udng trong cdc bénh nhin ¢é ko gan do rugu & mire 46 nhe va vira, néng 46 Iosanan vi chat
chuyén héa hoat tinh cia né trong huyét teong cao gip 5 ln (losartan) va khoang 1.7 lin (chr.ll chuyén
héa cb hogt tinh) so vii nong dd eong img trong nhimg bénh nhin nir wre. €4 losartan vi chat chuycn
héa khing thié logi trir bang thim tich miu.

CHI BINH BIEU TR]
ColLosar-Denk 50/12.5 duge chi dinh dé diéu tri ting huyét ap co ban trong nhimg bénh nhan khéng kiem
sodt duge huyét dp hir hiéu khi chi ding losartan hodc hydroclorothicazid riéng ré.

CHONG CHI BINH:
. Phin img qud min v losartan, din chat sulphonamid (nhu hydroclarathiazid) hojc bit cir thanh
phén nio ciia Ihuoc

. Giam kali hu.)ﬂ hodic ting calei huyét kéo dai,

. Suy gan ndng. rdi loan mit va the mt,

s Giam natri huyét kéo dii,

. Tang acid uric trong maw tri¢u chimg bénh gat,

. Cd thai va cho con bi,

. Suy thin ning (thanh thai creatinin dudi 30 mlfphir)
. Vi ni¢u

CANH BAO VA THAN TRONG

DENK PHARAMA GmbH & Co. KG Trang 3/ 10
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Losartan

Phir !w\ch Cin gidm sdt chiit ché bénh nhin cé lich sir phiy nw:h {{sumg mdt, moi, hong, vahode hudi),
Ha huyés dp va giom :Iu dich ngi mach: Trigu chimg ha huyét ap, djc biét sau khi ding liéu diu tién hojic
sau khi l.’mg lidu, co thé xdy ra trén nhimg bénh nhin giim hé tich vivhojc giim natri do gy Igi ticu hodic
uong thudc boi tidu lidu cao, ché d§ &n it mudi. ia chiy hodc non. Cin phai chira cdc bénh ndy trede khi
diing vién Losartan/HCT.

Mt cin Mug chat dign giai: Surmit cin hén,g. dién giai 1a hi¢n weng thong thl.n!rn;. & nhimg bénh nhin
suy thiin cd hoﬂ.c khong miic bénh dai thio dudmg va cin phii chira tri. Do viy, cin phai gidm st chit ché
nong 46 kali va trj s6 thanh thai creatinin, dic bigt 1 nhtmg nh nhén suy tim va thanh thai creatinir
gitra 30 va 50 mlfphit. Khang khuyén dimg losartan vai cic th lg tieu giam kali, bo sung kali, va ¢
chat thay thé ¢é chira muoi kali, )
Sy chize nédng gan: Nhimg dir lidu duge dong hoe cho thiy ndng dé losartan trong huyét twong ting ding
ké trong nhimg bénh nhin xo gan, do d6 cin phai sir dung thiin trong losartan/HCT trong nhimg bénh
nhin ¢4 lich sir suy gan tlr mirc d§ nhe dén vira. Khéng cd trii nghigm diéu t1rj vai losartan cho nhimg
bénh nhin suy gan nang Do vy, losartanHCT duge chéng chi dinh trong cic b{nh nhin suy gan ning.
Cluie ndng Hiin suy yén: DA cb bdo cdo ve hju qua cia sy (e ché hé lhcmg n:nmn-ang.lolcncsm nhimg
thay déi chire nang Ihan bao gom suy thiin (ddc bigt 14 trén nhimg bénh nhin ma chirc ning thin cia ho
phy thuje vao h§ lh-trng rennin-angiotensin-aldosteron, chang han nhu nhimg bénh nhén thiéu ning tim
tram trong hoje nhimg bénh nhin cb roi logn chire ndng thin tir trudc), Cling nhar khi dp dung vai cic
thuoe khic gdy can tra ddi vdi h§ thong rennin-angiotensin-aldosteron, ting uré mau, vii ting crealinin
trong huyét trong dd quan sét duge irong céc bénh nhin hep mach thin hai bén Imﬁc migt bén khi bénh
nhdn chi con mét thin, Nhimg thay déi chiic niing thin nhu viy ¢6 thé duge phye hdi khi ngimg didu 1.
Ciin phai sir dyng thin trong losartan trong nhimg bénh nhin hep mach thin.

Ghép thn: Khang ¢ trai nghiém trong cdc bénh nhin vira ghép thin.

Tang aldosteran nie pledt: Nhimg bénh nhin té.ng aldosteron tyr phit ndi chung 13 khéng ddp img véi cic
thude chéng cao huyét ap tic dyng lén hé thong rennin-angiotensin, Do vy, khing khuyén ding
losartyan/HCT cho nhimg bénh nhan nay.

Bénl tim mach vanh va bénk {uan hodn ado: Ciing nhy dp dung cdc thude ching cag huyét ap khic, s
gmn hu\‘cl dp qui mire & nhimg bénh nhan ¢d binh thidu mau cyc b3 tim mach v tuin hodn ndo, cb the
din dén nhéi mau co tim hoac 4ot quy.

Sy fim: Cing nhir vi cde thude khéc tdc ding lén he théng rehnin-angiotcnsin ed rii ro ha huyét ap
dong mach njng vi suy thiin (thuémg cip tinh) trong cic bénh nhin suy tim. ¢ hoje khang ¢ suy thin,
Hep déng mach chi va van hai la, bénh ca tim phinh triomg tic nghén: Cing nhu dp dung cde thube diin
mach khie, phai than trong khi chi dinh cho cdc bénh nhin bj hep ding mach chu va van hai 14, bcnh oo
tim p]unh tnrang tic nghn. Diéu nay cb the do sy phd bién vé tinh trang renin thip trong déan 56 da den
cao huyét dp.

Sir khae nhaw vi din toc: Nhr da quian st durgie vai ede chit e ché men chu\cn an;.mlen:m (ACE).
losartan vi cdc chit déi khang thy thé angiotensin 11 khic xem ra it liéu qua lim ha huyét &p cia ngudi da
den so vai ngudi Khdng den,

Pirgs nix ¢4 thai: Trong khi co thai khong duge bit dau chu tri vé1 Colosar-Denk 50/12.5. Nhﬂ'ngfhu nir
s& co thai cdn phai thay ddi didu 1 sang cic thude ching cao huyét ap khic d3 thiét lip duge ho so an
todn dé sir dung cho phy nir cn thai. Neu chan dodn di cd Il'lmlg:thél nglmg ngay tirc khic vige sir dyng
LoSar-Denk 50/12,5 va néu cin thié phai bit déu diéu tr thay th

Hydroclorothiazid

Ha hayer dp va mat cdn fm'mg chdt di¢n giai: Clng rihut v tit ci edc thude didu 1 ching cao huyét dp
khic, trigu chimg ha Tuyét ap €0 thé Ny ra trong mit sc- bénh nhin. Can phai quan sdt bénh nhan vé cc
diu higu giam thé tich hofic mdt chit dign giai nhu miét mede, giam natri huyér, nhiém kiém, gidm clo
huyét, gidm magnesi huyét, hodic giam kali huyét. Nhimg hign urgmg miy cb the xdy T trong cle bénh
nhin bi ia chay hojic non. Binh ki theo khodng thér gian thich hep, can xdc dinh cdc chit dign giai trong

DENK PHARNA Cmbl & Co, KG Trung 47 1
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huyét wong cia cn{: bénh nhin nay. Gidm natri huvét do pha lodng ¢6 the xiy ra trong cic bénh nhin bi
phil trong thoi tiét nong.

Tae qug clia ;J'u.jm hdha vér u;}: fiér fo: Didu tri voi thiazid ed Ehc edy teir ngai cho sir dung nap glucose.
€6 the cin thiét diéu chinh lidu cic thude chong dai thio duimg gum cd insulin. Bénh dii thio duimg dm i
cé thé trer thanh mét hién nhign khi didu tri véi thiazid.

Thiazid ¢6 thé lam giam bdi tiét calei trong nude tiu vi gy ra déi e tang nhe calei trong huyét tremg,
Syrwdng ro rgt cale trong médu cd theé 1i bang chimg cua cuén‘g l.uvcn cdin gidp by che giau, Can phai ngimg
ding thiazid trude khi thye bign cde phép thar chire niing tuyén ¢dn giap. Diéu tri i tidu vai thiazid co the
g4y tang nong d¢ chelesterol va triglyeerid trong méu. Bicu 1 vai thiazid ¢6 the gdy tha nhi¢u calei nigu

vi‘hode bénh gt trong mét s0 bénh nhin. Trong 1ie losartan lam gidm nong d§ acid wric, losartan phoi |

hop vai hydroclorothiazid ¢é thé lam gidm bét sy ting calei huyét do lgi tiéu,

Sty chiee nang gan: Can phii sir dung thin trong thiazid wong clc binh nhin suy gan hojie bénh gan tién
wrién, vi ¢o the giy ra ir mal trong gan, vi vi chi cin thay dbi nhéd rong chit dich va can b.ﬁng chit dién
gidi o thé giy ra hon mé gan. Losaran/HCT duge chéng chi dinh trong cée bénh nhén bj Uy gan ns,ng
Cbc triedmg frp klide: Phin img qui man ¢6 thé xdy ra trong cic bénh nhin ding thiazid, bt ké ho co hay
khéng tién sir di img hodc hen phé quin, DA e6 bio cdo ve sir tang 1én hojie kich hoat phit ban do toan
thin khi ding thiazid.

Cuie rhrm.‘:;:fran khiic: Thute niy duge ching chi dinh trong edc bénh nhin khéng dung ngp do di truyén
hiém giip, thidu lactase, hode hap thu kém glucose, galactose.

TUONG TAC THUOC

Losartan

B3 ¢o bao cdo vé rifampicin v flucenazol lam gigm nnng d chit chuyén héa hogt tinh trong huvét
wong. Y nghia lm sing cia tde ding nay chua duge thigt Ijp.

Ciing nhur dp dyng cic thude chen angiotensin 11 hojic tic djng cia né, sir :iung don]__ thiri thude Em tidu it
kali (nhur spironolacton, tnamteren, amilorid), cic thude bd sung kali, hoje cic chit thay thé mudi chira
kali cé thé gdy ra ting mn;, d¢ kali rong mdu. Khong Khuyén sir dung dnng thoi ciic thude nhur viy.

Ciing nhar vii cie thude cb tic dyng bai 11 natri, sir bai tiét lithi ¢6 Ihe b giam di. Do viy, ciin gidm sit
nﬁng do Illhl trong I1u:.i'1: uemg cin thiin trong qud trinh sir dyng dung thiri mudi lithi v cdc chit doi
khang thix :Ilé angiatensin 11,

Khi cic chal dbi khang thig thé angiotensin 11 ding ddng thixi véi cée |hm¢- chéng viém Khong steroid
(NSAIDs) nhy cic chat Ge hé COX-2, acid acetylsalicylic v lidu chong viém Vi cac |I1uoc MSAID
khdng chon loc, su giam tac dung théngcaﬂ huyiét ap ¢6 thé xay ra. Sir dyng dung thén cac chit déi khaing
thy thé angmtmqm 1 i NSAID ¢é the Tam tdng rii ro suy thiin ting 1én, gdm ci kha nang suy thin cap
vit tiing nong dj kali trong huyét wemg, dic bigt irong nhimg bénh nhin di suy thin i trude.,

Nhimg sy ph.o; hop ndy phai sir dung thin trong, lﬂ: bn;t la ngu‘m 6 woi. Bénh nhin phai duge cung :.:p
i e vii giam sdt chire nding thin sau khi bt diu didu tri ph-:n hop va dinh ki sau do.

Sir dung dong thii cdc chit doi khing thy thé angiotensin 11 vi NSAID, ‘bao 2om cde chit irc ché
eyclooxygenase 2 e thé gy ra suy thin thém trong cac bénh nhin da suy thin tir tnrde. Nhimg thay déi
chire ning 1h;m co thé phuc hi khi ngimg diéu tri.

Sir dung dang thoi voi cde thude chéng tram cam 3 vong, cic chilt chong roi logn @m than, baclofen,
amifostin s& gay ra ha huyét ip hojc tng nii ro hy huyét dp.

Hydroclorothiazid

Néu cho ddng thai cde thube sau diy cd thé gdy ra tuang tie véi thude loi tiéu thiazid lim ting kha ning
ha huyét ap dgng mach chi alcohol. barbiturat, narcotic hoge thude dmng tram cam.

Cic thede ching dai thio fmmg v instling: Ditu trj vai thiazid c6 the can tro sy dung nap glu:m Céthé
phai diéu chinh liéu thude chong déi thio duimg. Ding metformin phai thin rong do nii re nhigm acid
lactic, han ché chire ning lhan lién quan dén HCT.

Ciic thude dm.u_s_- cao hmu dp klrde; Tie dung hiép dong
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('.fm!e.lr?'ram.‘u vér nhyea colestipol: Sy hap thu HCT (hydroclorothiazid) bj suy gidm khi ¢ nhya trao d6i
ion. Liéu don 1¢ ciia cholestyramin hodic ctia nhya colestipol lién két véi HCT va lam giam sy hip thu tr
dirimg da day rudt dén 85% va 43% theo thir uyr,
Corticosteroid, ACTH: Lim gmm manh chit dign gidi, djc bift 1a giam kali huyét
Cdc amin lam tdng dp lec mda (Adrenaling: Sy dap (mg cd kha ndng bj gidm voi :.‘u: amin lam ing dp lue
méu nhumg khéng dii dé ngiin viée sir dung chiing.
Cc thude din co khang kine ctec ftubocuring: Sy dip img c6 khi ning ting 1én d6i v cdc thuée diin co.
Lithi: Céie thude lgi tiéu lim giam thanh thai lithi coa thin va do d6 1am 1ang ding ké rii ro déc tinh cia
lithi. Khong khuyén sir dyng dong thai.
Cic thde didn i henhy gris i:m-a!srmud vr:iﬁnplm-m: vir allopurinol): Diéu chinh liéu cic thude bai tiét
acid uric pigu ¢ thé can thiét vi hydroclorothiazid ¢6 thé lam tang n-&ng d¢ acid uric trong huyét tramg.
Co thé cin thiét tang lidu probenecid hode sulfinpyrazon. Sir dung dﬁnb thii thiazid ¢6 the lim tng cic
phan img qui man déi véi allopurinol.
Céc thude ching bai 1ict cholin ferapin, bl,'n-n:fe.la) Tinh nhu ddng da ddy rudt vi the do lam tréng da
day bj glam lam uing tinh sinh kha dyng cia cic thude lgi tiéu thiazid,
Cdc thude kim ham € bac feyelaphosphamid, methotrexat): Thiazid c6 thé lam gidm sy bai 1ié cde thude
kim him té bao qua thin va do dé lam ting tée dyng kim him iy xwong,
Salicylat: Trong trubmg hop liéu cao salicylat, hydroclorothiazid ¢6 thé lam ting tdc dung dfc cia
salicylat 1én hé thin kinh rung womg.
Methvldopa: Cé cic bio cio riéng bidt vé thiu mau tan huyét xiy ra khi ding déng thoi
hydmc!nmihnamd vi methylpopa.
Ciclosporin: Ditu trj phéi hep véi ciclosporin ¢o thé 1im ting nii ro tAng acid uric huyét vi cée bién chimg
kiéu bénh git,
Digitalis glycosid; Giam Kali huyét géy ra boi thiazid hojie giam magnesi huyét ¢d thé tao nén mdt sy b
dau chimg loan nhip tim do digitalis.
Ciic deee pham bi ;m-'r huecmg b su dao ding ciia kali trong Jng'e: feeomgn
Gidm sdt dinh ky ndng dd kali trong huyé teong va diém 1im d6 khi diing losarianhydroclorothiazid véi
ciic thude bi dnh htrurlg bai sir dao ddng cia kali trong huyit wromg (digitalis glycosid v thude ching
loan nhip tim) vi racp lhco v {oin dinh (mach nhanh tim thit} do cic dugrc phiam (mt s6 thude ching
loan nhip), giam kali huyét mt yéu 16 gay xodn dinh (mach nhanh tam tht):
- Loai thude chémg loan nhip la: quinidin, hydroquinidin, disopyramid
= Loai II1'uoc cl16ng man nhip 11: amiodaron, sotalol, dofetilid, ibutilid
- M@t s thude chong rdi loan tim thin: thioridazin, clopromazin, levomepromazin, trifluoperazin,
cyamemazin, sulpirid, amisulpirid, tiaprid, pimozid, haloperidol, droperidol.
- Cae thuoc khie: bcpridil. cisaprid. diphemanil, eryvthromyein, tiém tinh mach, halofantrin, mizolastin,
ntamidin, lcrfcnadm vincamin tiém tinh mych
Muoi calei: Thube lof tiéu thiazid ¢6 thé lim ting ndng dé calei trong huyét twong do bai tiér giam. Néu
phéi ké dom céc thuée bé sung calci thi phan giam sa nong do calei trong huw‘.‘l fuong va lidu calei phai
diéu chinh tay theo do.
Cde direre p.l'rpm.&-{u fwomyg fde ph;_;} thir phang thi ngliiéne:
Vi tac dyung cia chiing 1én sy chuyén héa calci, thiazid cé thé ngin can cic phép thir chire ning tuyén cin
gidp.
Carkamazepin: Rii ro gly trigu chimg gidm natri huyét. Doi hai gidm sit lim sing va sinh hoc,
Nhieng i troedmg l'mmg plran chiza iod: i .
Trong truimg hop mit nude do thude lgi tiéu, s¢ b nguy co suy thin cap. ddc bigt vdi licu cao cia san
pha.m chira iod. Trude khi sir dung bénh nhan phai duge bl nude,
Amphotericin B dparenteral), corticold, ACTH hodce cdc clrit whitn .lran;; kich hich: Hydroclorothiazid
¢ thé tang cudmg mit ¢én bing chit di¢n giai, dic bigt 1a gidm kali huyér

Fhy niv o6 thai va cho con b
Phue nie ¢ thai

DENK PHARMA GmbH &> Ca. KG Tramg 6/ 10



https://trungtamthuoc.com/

ColLarar-Denk 507125

CoLosar-Denk 50/12,5 duge chéng chi dinh trong khi ¢6 thai.

Dir liéu dich té hoc lién quan dén nguy co quéi thai lién quan dén céc chat e ché men chuyén
angiotensin (ACE) trong 3 thing diu ciia thai ki‘ chura két lufin duge. Tuy viy, khing the logi trir sy ting
nhe nguy co. Chimg ndo chira €6 dir ligu dich t¢ hoe dwgce Kicm sodl lidn quan dén nguy co ¢ cbe chat
doi khing thy thé angiotensin 11 thi nhimg nguy co tuong ty cia logi thube nay khong thé loai tri.
Nhimg b¢nh nhin cé ké hogch cd thai phai thay déi sir dung céc thudc chong cao huyét dp khac da thiét
1ip duge hd so an todn trong khi ¢ thai. Néu chin dodn d ¢6 thai thi phai ngimg str dung losartan ngay
va néu chi dinh thi bit dau dung thuoe dicu trj thay the.

Phoi nhiém losartan trong 3 thang thai ki thir hai va thir ba s gay dje tinh cho bao thai (chire ndng thin
suy giam, it nude o1, chim phit rién xuong s) va dgc vdi hai nhi (suy thin, hg huyet ap, tng kali
huyét), Néu phei nhiém losartan trong 6 thang cudi ciia thai k¥ thi duge Khuyén kidm tra sicu dm chire
niing thin, va hip so. . .

Nhimg hai nhi c6 me ding losarian trong khi ¢é thai can phai duge gidm sit ha huyet dp, e
Chi €6 it kinh nghiém sir dung hydroclorothiazid trong khi ¢6 thai, ddc biét I3 trong 3 thing dau. Két qua
khao sittrén sinh vt 1a khong do.

Hydroclorothiazid di qua nhau thai. Vi tic dung duge I¥ cia hydroclorothiazid, néu sir dung trong 3 thing
thai k¥ thir 2 va thir 3 no c6 thé phd wir sy truvén médu cho phoi qua nhau va giy ra cho bio thai va hii nhi
bénh vang da, mit cin biing chit dign gidi v gidm tiéu ciu.

Hydroclorothiazid khéng duge dimg khi ¢é phi thai nghén, ting huyét p thai nghén, hoic tién sin gidt do
nguy co thé tich huyét rong bi gidm va gidm truyén mau cho nhau ma khing co tie dyng ¢o loi cho diéu
trj bénh. Hydroclorothiazid chi duge diing cho phy nir c6 thai bj cao huyét dp trong it truémg hop khong
€6 kha ndng dicu trj khdc.

Pl mie chio con bri i

Vi khéng ¢6 théng tin vé sir dyng phGi hgp losartan va hydroclorothiazid trong khi cho con bi, nén
khong duge khuyén sir dyng va chon thuoc diew trj khic 43 thiet Kip duge ho so an toan khi cho con ba.

Anle Ineong dén khd nang i xe v sir dyng mdy: Khing cé nghién el nao vé inh hudng lén kha ning
14i xe va thao tde méiy dupc thye hign. Tuy vy, khi 141 xe hoje thao tic miy ciin phai e ¥ réng hoa mit,
chong mit, hodic mét moi ¢o thé xdy ra khi ding thude chong cao huyét dp, dic bigt la khi bt dau didu 1,
hedge khi ting lidu.

TAC DUNG KHONG MONG MUON o
Nhimg phan img khong mong muén néu ra sau diy duge phin logi theo tin s

- Rétthuimg gip (21/10);

- Thudmg gip (217100 dén <1/10);

- Iighp (21/1000 dén <1/100);

- Hiem gip (=1/10,000 dén <1/1000%

- Rithiem £ap (=<1/10,000) va

- Khdng bict (khong the ddnh gia duge dya trén co s dir ligu di ed).

Trong cde nghién ci [am sang voi losartan Kali vi hydroclorothiazid khéng quan st duge phan img
khéng mong muon ndo cla thude phoi hap niy. Nhimg phin img khang mong mudn xay ra hinh nhr chi
tip trung vao nhimg phin img tnde diy di quan sdt duge vii losarian kali va/hode hydroclorothiazid.
Trong cic nghién i 1am sang ¢6 kiém sodt déi véi cao huyét dp co ban, chi €6 phin (mg hoa mit, chéng
mit duge bao cio xdy ra 1% hode hon trong nhém losartan/hydroclorothiazid va nhiéu hom so vai nhom
ding thuoe vir, .

Ngodi ra, nhimg phin img sau diy duge bio cio sau khi san pham duge dua vito thi tnrimg:

Rai logn gan mir

Hiem gip: viém gan, tang ALT.

Hé huyver hoe: - 2

Hiem gap: Giam ticu cau, giam kali huyér,
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Nhimg phan (mg khéng mong mudn sau diy dwge quan sit thiy voi mét trong cic thinh phin riéng r@ vi
6 thé 1 cde phan {mg tiém ndng khi ding losartan/hdroclorothiazid.
rl:
Rai loan tim
it gip: Ha huyé dp, ha hu}{-t ap thé dl.'.mg dau xuemg ire, dau thit ngire, chen tim nhi thit (AV) d§ 2, tai
bien mach mau ndo, nhii mau co tim, trong ngye, loan nhip tim (rung tim nhf, nhip tim chim xeang, nhip
tim nhanh, nh|p nthanh tim thit, rung tim thidt).
Rai logn mdt vi hi J'J:w:g .b.;n:-l' ) Pt
Thuimg gip: Giam kali hu'.el glam nhe thé tich huyé cau v haemng!obln
It gdp: Thicu méu, ban xuit huyél Henoch-Schoenlein, vt bam mdu, tan mdu, Ting nhg uré va ndng d
ereatinin trong huyé Jwong.
Rai loan hé thing .'.J' hin ki
Thudmg gip: Dau diu, chéng mﬂl hoa méit
it gap: Tinh nong nay, cam gidc khdc thudmg, bénh thiin kinh ngogi bién, dau nira dhu, ngdt
Rai logn mat 3 P p
It gip: Nhin miér, nhire/rit man, viém két mae, gidm thi lyc cip
Rai logn tai va mé dao
it giip: chong mdt, O tai
Ri loan fd Irap ngwe v frung thét . ;
Thuimg gip: ho, nhiém tring dubng hd hip trén, xung huyét mii, viém xoang, roi loan xoang
It gip: Kha chju trong héu. viém hong. viém thanh quan, Kho tho, viém phé quan, chiy mdu cam. viém
mii, xung huyét duomg ho hap,
Rai logn da déay rudi
Thuimg gip: Dau bung, budn ndn, ia chés‘. khé tiéu
It gip: Tdo bén, nhirc ring. khd mi¢ng, day hoi, viém da diy, nén
Rai Togm then va tidu tign
it ghp: Tiéu dém, tiéu tign nhiéu lan, viém dudmg tiéu
Rai logn da, 16 eltee dudi da .
it glip: Rung toc, viém da, khé da, ban do, img do, nhay cim dnh sing, ngira, da ndi myn, may day, ra md
hdi

Réi logn ce xwong, vi 16 chire lién kit
Thudmg gip: Co co, dau lung, dau chin, dav co
it gip: Pau cinh tay, simg khﬂp dau diu gdi, dau co xuong, Dau ba vai, dau khép, cimg khap, viém
khop. lao khip xuong. dau sgi co. nhuge co.
Roi logn chineén héa va dinl dieimg
it glip: Chin &in, bénh giit
Rei logn mach
it glp: Viém mach
Rei foan fodn than vi binh tai chd dimg thude
Thudmg gip: Suy nhuge, mgt moi. dau ngye
It gl Phi mﬁl s01
Rai logn g l.‘m:g nicm r."rch
Hiém gdp: Phan (mg qué min, phi mach. miy day
Rai .’uﬁr: Zan mgl
Rét hiem gdp: Tang men gan va bilirubin.
Khdng bitt: Chirc ning gan bit thuimg
Rnu- loan hé thang sinh san vi ngec
p: Gidm ham muon, li§t duong
Rcir' fagn tdm than;
Thuimg gép: Mat ngt
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it gap: Lo ling, rdi loan lo duwhodng loan, i Hn, phién mugn, mo bit thuome, réi logn gide nga. ngdi nga,
suy gidm tri nhd.

Hydroclorothiazi
Rai lagn nrdw vi b bmh Fm)v
it gﬂp Gidm bqu:h ciu hat, thicu miu bit sdn, thiéu mau tan huyét mign dich, giam bach ciu, ban xuit
huyet, giam tiéu ciu
Roi loan hé thong thén kinl
Thuimg gip: Dau diu
R.-.i'i T s
it gap: Nhin mér nhat thisi, nhin ITﬁ}' mau ving
Rai logn hd Irup. NEC Va trung .'J'im
it g@p: Suy dudmg hé hip bao gdm viém phéi, phit phoi
Rai lagn da day rupl
El.;,’.p Viém m;en nude bot, co gidt, kich tmg da day, bubn ndn, ndn, ia chiy, téo bon
Roi logn thin va dudng nidu
p: Glucose ni¢u, viém than radt, thin hoat dgng khdc thudmg, suy thin
Rai logn da vi 16 chie duedi da
[t gp: Nhay cam véi dnh sing, may day, hogi 1ir bicu bi do dde
Rai boan co xweamg va o cliee lién ket
it glp: Chudt nit co
Roi loan chuyén hia v dinh dieimg
it giip: Chéan an, duimg huyét ting, Hing acid uric huyét, gidm kali huyét, giam natri huyét
Rai logi mach
it ghp: Viém mach hoal 1w (viém mach viém mach da)
Roi g fodn tidn va bénlr fai chd dimg thude
it gip: Sét, o mit, chong mit
Roi logr hé micm dich
Hu.rn gip: Cac phin img qua man
Ror Tewanr grenn ewvit
it gip: Bénh vang da (ir mit trong gan), viém tu}un oy
FRoi foan tim thin
it gap: Mét ngi . .
Thing bio cho Bdc si ciia ban bit ki e dung khing mong mudn nao xav ra lién quan 1 vige dimg
e,

LIEU LUQNG VA CACH DUNG

CoLosar-Denk S0/12.5 ¢6 thé dung clng ede thude ci'mnbcao huyét dp khic.

Khi ding, nuot vién thude vii mot cbe nurde. Co thé ding ciing hoje khing ciing thye phim.

Cao huyét dp

Losartan/hydroclorothiazid khing thich hop d& sir dyng khi bit diu diéu trj, nhumg sir dung dé diéu tri cho
nhimg bénh nhin khi 43 ding losanan hode h}droctorolhm?ld riéng ré ma khong kiém sodt duge |Ill}|:i
dp. Ngudi 1a khuyen xdc dinh lidu theo cic thinh phan riéng rd {Iosarl.an vit hydroclorothiazid). Noi no
thich hqrp véi lam sang thi thay ddi tryre tiép tir didu trj dem sang phdi hop b dinh di vai cée bénh nhin
b huyel ap khéng kiém sodt duge thoa ding.

Liéu duy tri théng thuimg [a mit vién Col.osar-Denk 30/12.5 (50 mg losartan vi 12,5 hydroclorothiazid),
mét lan trong ngay.

Déi vai nhimg bénh nhan khong dép (mg 161 thi ¢6 thé ning lidu 1én 2 vién/ lan/ngdy (100 mg losartan va
25 mg hydroclorothiazid).

Nai chung, tic dyng lam ];IE.TI'I huyét p duge duy tri trong 3 dén 4 whn sau khi bit diu diéu tri.

Diwng eha bénle siradve sty thedn va tham tich mdw:
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