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TO HUGNG DAN SU DUNG

RX Thudc bin theo don

VALSGIM® - H 160/12.5

Thanh phin:

B R R | | .
(Crospovidon, Croscarmellose natri, Microcrystallin cellulose, Colloidal silicon dioxid, Mangnesi stearat,
Hydroxypropyl methylcellulose, Titan dioxid, Tale, Phim mau Oxid sit do, Polyethylen glycol 6000,
Polysorbat 80).

Qui cich déng goi: Hop 2 vi x 14 vién nén bao phim.

Chi H
Vah:i‘:-l-! 160 duge sir dyng dé diéu trj ting huyét 4p & bénh nhiin huyét ap khong duve kiém sodt ding mic
khi diéu trj bing phuong phéip don tr ligu véi valsartan hofic hydroclorothiazid.

Liéu lugng vi cich diing:

- D&i vai didu trj khai diu, lidu khoi ddu thong thiomg ca Valsgim - H 160 1 | vién/] lin/ngdy.
-Hihlqnichéngdnghuﬂllptéi&dudmmnawlngtﬁldéndlulndiéulri. _

- Lidu ding c6 thé duge ting 1&n sau - voi mire didu tri tdi da 18 1 vién (160/12.5 mg)/| Kinngay khi
cdn thidt dé kiém sodt huyét ap. ‘ _

- Valsgim - H 160 khong dugc khuyén cdo nhu diéu tri khoi ddu & nhimg bénh nhin suy gidm thé tich m
mach.

Suy thin

Khong cén diéu chinh liéu lugng cho bénh nhin suy thin nhe dén trung binh (Tée d0 loc cu thin (GFR) 2 307
ml/phiity. Do thanh phin hydrochlorothiazide, Valsgim - H chéng chi dinh ¢ nhimg bénh nhdn vo nigu va phai
duge ding thin trong & nhimg bénh nhén suy thin ndng (GFR < 30 mi/phut).

Suy gan
Khong ¢in didu chinh lidu lugng & nhimg bénh nhin suy gan mic d6 nhg dén visa. Do thanh phin
hydroclorothiazid, Valsgim - H nén duge sir dung dic bigt than trong & nhimg bénh nhdn suy gan ndng. Do
thanh phin valsartan, Valsgim - H nén duge sir dung thin trong dic bigt o nhimg bénh nhin by roi loan tic
nghén duimg mdt. oy
Tré em cheeri 18 tudi: Tinh an todn va higu qua ciia Valsgim - H chua duge xéic dinh & tré em dudi 18 wbi. y

Chiéng chi djnh: * —
- Qui min v&i thanh phin cia thubc,

-Fhunhoﬁuivldmmbﬁ._

- Ngui suy gan nng, xo gan, tic mit; vo niéy, suy thin ning (CICr < 30 mL/phit); ha K, Na huyét, ting - Ca

huyét kéo dai, ting acid uric huyét.

Thin trong:

* Do Valsartan

+ Bénh nhan bi mdt mudi mdt dich

O nhamg bénh nhin bj mét mudi vahodic mit dich trim trong nhu dang didu tri thude 1gi tidu lidu cao, hiém
80p ha huyét dp triu chimg xiy ra sau khi khoi diu diéu trj bing Valsartan, Mt mudi vivholic mit dich cdn
duoe didu trj trude khi bit diu didu trj bing Valsartan, vi dy gidgm lidu thube loi tiéu.

< Bénh nhin hep dong mach thin

Ding valsartan trong thi gian ngdn cho nhimg bénh nhdn tang huyét dp ddng mach thiin thir phit do hep dong
mgch thin mét bén khong gdy ra bdt ky thay ddi ding ké nao vé huydt dong hoe & thin, creatinin huyét thanh,
lu: uré huyét (BUN). Tuy nhién, vi céc thube khac the ddng dén h¢ renin-angiotensin-aldosteron (RAAS) ¢
thé lam ting uré huyét va creatinin huyét thanh trén nhimg bénh nhin hep dong mach thin hai bén hode mdt
bén, nén cin theo ddi nhw 12 mét bign phap an todn.

+ Bénh nhdn suy chiee ndng thdn
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-Ammmmwtp(midumwﬁn):caﬂmngﬁmmwgmminmnghuyéup.nhungu.ong

di dé ngin can sir dung. ;

-mae;unwamdumhom-ﬁm:coumma;upmvoimu&egiam. _

-thi:mngmmmcmwinmscloiah.ugiammuuinimiawuamsd&mﬁcmmw.

-Maﬂnsvimmmid:coﬁumgummdmm:mmnicuvamdungh;huy&ipm

ﬂié:zid&m&lséugmwm.‘ﬂvtynéudimgcﬁng.plﬂitheodbidémmoédmmeuqumonsmubnvélqi

tidu khong,

- Quinidin: DE gly xoin dinh, 1am rung thit giy chét

- Lam gidm tic dyng cia céc thude chong dong méu, thubc chita bénh gir. TH[

- Lam tng thc dung cita thubc gy mé, digitalis glycosid, vitamin D.

- Nhya cholestyramin hodc colestipol: C6 tiém ndng gin thude loi tiéu thiazid, fim gidm sy hap thu nhimg

thude ndy qua dudmg tiéu hoa,

Sir dyng cho phy nir ¢6 thai vii cho con bi:

Phy nit cd thai

- Nhimg thudc tic dong tryc tiép lén h{ renin-angi inwmnanggtgmn&anhuangm&vongchomaiuhi

vat tré so sinh khi ding cho phu nit 6 thai. Igi tiéu thiazide, bao gdm hydrochlorothiazide lién quan (5

vingdahoicgﬂmtiéududﬂninhimgt&cmgﬁuéwﬁnh,victhgoéthéliﬁnquanlﬂinhﬂn;ﬁcdung

phy khiic dal xdy ra trén ngudi lém.

-Nfuphilhihnbﬂli.Mﬂﬂsﬁﬂsd’ﬁms\lllsgim-ﬂchgmch;t&.

Phy nix cho con bie

Chura 1 valsartan <6 bai tiét qua sl me hay khéng, nhumg valsartan duge bai tiét qua sda chudt nudi con by

Hydrochlorothiazide qua duge nhau thai v duge bii tiét qua s me. Do kha nang iy ra phan ng phy 0 B69%:
.

dang bd mg, nén uyét dinh ngimg cho con bii holdc ngimg ding thude Valsgim -H sau khi cin nhic tim g
trong clia thube doi vai ngudi me. ::bpui
Anh hudmg trén khi niing li xe vi vin hinh miy moc: ek

Chua c6 dir ligu dé véinhhuﬂngchvﬂmlinmm;wmv&ﬂnunhm&ym.Khil&ixchﬁ‘m!
viin hanh miy méc lwna ¥ 14 thinh thodng cd chong mat hodic mét moi c6 thé xay ra trong thosi gian di ?‘

v6i bit ky logi thudc tri tling huyét dp ndo.

Téc dung khéng mong mubn:
* Do Valsarian C )
Tudmphumm;m.oodéuyncbdnsqﬁLcMngmnkhiv.hlydéiwthé:hahuyéﬂp{HM,ha_llAm N
Mdm;mbwmmmmmmmmhdimwm;ch(munnnngbeuhnmmdangmum
thude loi tiéu). DI khi ra ting kali huyét; dd c6 bdo céo phi ddi vai vai thude chen thy the angiotensin 11,
Trudmg hop hiém nhu th miu.mbﬁhdumzam;rhmémmuhumucm.:ﬁimvigiac.ngm. .
mét moi, ho khan, nhirc ddu, giam tiéu ¢ chay mau cam, dau khép, dau co va cdc phin img min cam (nhu
ndi man, ngira, viém mach va bénh huyét thanh). :
* Do hydroclorothiazid %
Hydmlommtdomégymhwimmnmdmmymmacnéuvuamégianmiamn&umv’
(12,5 mg/nghy), lidu bt nhét diéu tri ting huyét dp, ddng thdi gidm thidu cdc phiin img cb hai.
- Thudmg gap. ADR > 1/100 : Mét méi, hoa mit, chong mit, dau diu: giam kali huyét, ting acid uric huyét,
ting glucose huyét, ting lipid huyét (& lidu cao).
- It gap. 171000 < ADR < 1/100: Ha huyé ap tu thé, loan nhip tim; budn ndn, ndn. chén an, tdo bon, fa chay.
oouaumm:mm.mmwmmmmmimmmﬁmmuugcmhuy&u.kiém
wmmﬁnummmy& y )
- @dp. ADR < 1/1000; Phn img phin v, s0t; gidm bech cdu, mit bach cdu hat, gi tiéu chu, thiéu miu
bit sin, thiéu méu tan huydt; rdi logn gide ngd, trim cam; viém mach, ban, xudt huyét; viém gan, ving da
:n:ugngmvianmy;kh&:ha.vmnph&.phapls&(plﬂnmmm;mymn.vimmnke,:mdm;
milt,
Phan (mg ting acid uric huyét ¢ thé khdi phat con bénh tiém tang. Co thé xay ra ha huyét dp 1 thé khi
diing ddng thoi véi rugu, thube giy mé va thude an thin. o "=

Cie @ie tinh dwge lye hoe:
* Valsartan

1
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Khéng cén diéu chinh liéu d8i véi bénh ahin suy thin. Tuy nhién, trong nhimg trudng hop ning (h¢ sb thanh
thai creatinine < 10 mi/phat) thi chua ¢6 sé ligu, va vi thé nén thin trong.

« B¢nh nhin suy gan

Khéng cin didu chinh liéu d8i véi bgnh nhiin bj suy gan. Valsartan hiu nhu dwge bai tiét trong mit dudi dang
khong di. va bénh nhdn bj bénh nghin mét cho thay do thanh thai valsartan thip hon. Céin thin trong dic biét
khi dung valsartan cho bénh nhin bj tic nghén duimg mét.

« Bénh nisdn suy tim/sau nhoi mdv co tim

- O nhmg bénh nhén bi suy tim hogic sau nhdi miu co tim dugc didu trj biing Valsartan thudng hg huyét ép,
khiing cdn ngimg diéu tri khi ha huyét dp néu diing liéu ding theo chi diin. Nén than trong khi bit diu tién
hanh diéu tri trén bénh nhén suy tim.

- Két qui cda sy (e ché hé renin-angiotensin-aldosterone, 1m thay déi chirc nang thin 14 thy thube vio sy
nhay cam cia mdi cé thé.

- Trén nhimg bénh nhan suy tim ning chirc ndng thin cia ho c6 kha ning phai phy thude vao hogt dong cda h
renin-angiotensin-aldosterone, diéu trj voi {rc ché men chuyén angiotensin vi chit déi khang thy
angiotensin c6 thé din dén thiéu nigu hodc tang uré huyét va (hiém) voi suy thin cip vi/holic tir vong Khi dénh
gid bénh nhiin b suy tim hode sau nhdi mau co tim phai ludn dinh gid chirc nang thin.

- (3 bénh nhin bj suy tim. cén thin trong khi phéi hop ba loai thude gdm thude ire ché men chuyén angiotensin,
thude chen beta va valsartan,

* Do Hydractorothiazid )

- Tit ca nguoi bénh ding thiazid loi tiéu (trong d6 ¢6 hydroclorothiazid) phai duge theo ddi dinh k§ di¢n gidi
trong huyét thanh vé nude tiéu, nhit 14 ngudi bénh dng corticosteroid, ACTH hodc digitalis, quinidin (nguy
‘cor xolin dinh gy rung thit).

- Suy thin nling: Thng uré huyét va c6 thé lam suy gidm thém chire ning thin.

- Suy gan: D& bj hdn mé gan.

- Git: Bénh nang lén.

- Dii thio dudmg: Chis ¥ diéu chinh thudc (insulin, thubc ha glucose huyét).

- T4 dyng ha huyét ap coa hydroclorothiazid tng lén & ngudi bénh sau cit bd thin kinh giao cam.

- Tang cholesterol vi triglycerid trong mau. 7

* Cha ¥ khi ding thude & nguisi c6 tudi vi € mét ciin bing dién giai.

Tuong tic thube:

* Do Valsartan

- Chua théy tuong thc ¢6 ¥ nghia lim sang khi valsartan két hop véi cimetidine, warfarin, furosemide, digoxin,
atenolol, indomethacine. glibenclamide. Sw két hop valsartan va atenolol 1am ting tic dyng chéng tang huyét
iip hom 14 sir dung riéng 1&, nhung tic dung giam nhip tim khong bing khi chi sir dung don dée atenolol. Két
hap valsartan voi warfarin khong lim thay ddi duoe dong hoc cia valsartan hay thii gian chdng ddng méu cla
warfarin.

- Tuomg téc vai CYP 450: chua xde dinh duge enzym chiu trdch nhigm chuyén héa valsartan nhumg khong
phai 1 isozym cua CYP 450, Chun rd kha nding irc ché hay cdm (mg cua valsartan Kén CYP 450.

Mac dis valsartan c6 kha nang gin két cic protein huyét twong cao, cée nghién ciu in virro viin chua cho thiy
bt ky mt twong téc thude nao & ndng do nay vai mdt loat cic phin tir ciing gin két protein manh nhu
diclofenac, furosemide, va warfarin.

- Viée diing ddng thi véi cic thube loi tiéu gitr kali (vi dy: spironolactone, triamierenc, amiloride), cdc thude
bd sung kali, hode cic chit mudi ﬂuylhécht‘ukalioémsmungnﬁgdékglihuy&mmhw}aunh
nhén suy tim din dén ting creatinine huyét thanh. Néu viéc dung ddng thoi cac thudc nay 14 cén thiét thi cin
phai theo ddi kali huyét.

* Do Hydroclorothiazid

- Do Valsgim - H ¢6 chira Hydrochlorothiazide thude nhom thudc Igi tiéu thiazid nén c6 thé xay ra twong tic
khi ddng cing cac  thubc sau :

- Rugu, barbiturat hoge thudc ngi gdy nghign: Tang tiém lyc hy huyét dp thé dimg. )

- Thube chbng dai thao dudmg (thude udng va insulin): Cdn phai ditu chinh liéu do ting glucose huyét.

- Cée thude ha huyét dp khac: Tac dyng hiép déng hodie thng tiém lyc ha huyét dp.

- Corticosteroid, ACTH: Lam ting mit dién gidi, dde bidt 14 gidm kali huyét.
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- Valsartan 16 mot chit déi khang thy thé angiotensin 11 typ | (AT1). Valsartan kém giit mach méu khong thu
hep, tim ha huyét &p v cai thién luu hrgng méu do Valsartan dl::in chiin cée téc ddng sinh Iy cia angiotensin 11
bao gdm tac ¢o mach va tiét aldosteron, bing cach irc chon loc syt gin két angiotensin 11 vio thy thé
AT1 c6 trong nhiéu md nhu co tron mach méu v tuyén thugng thin.

- Khi so sinh. thudc {ic ché men chuyén angiotensin (ACE, kinase I1) nglin chdn sy chuyén dbi angiotensin 1
thanh angiotensin I1; tuy nhién, viéc ngdn chin hinh thanh angiotensin 11 bing cich e ché ACE thi khong
hoan todn vi hormon gdy ¢o mach ndy c6 thé duge hinh thinh qua céc men khac ma thude dc ché ACE khong
nglin chan duge. Vi valsartan khong gibng nhu cdc thube i ché men chuyén, khong ic ché ACE, nén thubc
khongcaa:wwupmgvﬁhudykinmvachicP;mk&qnmnhieuummnounmgphudo_m
muc‘.c.-u:chéAcem-mmhuham).nhmhaummmmuoveumwuﬁmnguu
Valsartan cing khong can thigp dén sy 16ng hop cia angiotensin I1.
.viecdﬁngvalsmmoctbemnmnﬂngwénapdlndénuhqmumhhuyaapmmum
hrémg 16i nhip tim.

- Trén hiu hét cic bénh nhin, sau khi ding mét liu duy nhit, tic dyng chdng ting huyét ép dat duge trong
vong 2 gitr v hg huyét dp tdi da dat duge trong vong 4-6 gid. The dung ting huyét dp duy tri trong hon
24 gitr ké tir khi dung thube. Trong qud trinh ding thudc nhic li, mirc 48 da giam huyét 4p & bit ky lidu
mu:m:mngw:mgz-u.ﬂnﬁcuocduymmm&quimnnaihumim.n&;amyhéihopva
hydrochlorothiazide thi ¢ thé dat duge mirc ha huyét ap thém ding ké.
-Viécngimgdﬁng\.r‘alsnmddlagﬁ(khbngIiénquandénllnghu)é(ipd«nsﬁluﬁhihotcdcucdmphu
trén lim sing.

- Trong cdc nghién ciru ding da lidu trén bénh nhin ting huyét ap, valsartan khong c6 cde tic dyng lén
cholesterol toin phin, triglycerides khi doi, dudmg huyét khi doi, hoje acid uric.

* Hydroclorothiazid
-H}dmclorodliubd\ic&:lhu&;Ioitiéu}hinzidt&ntlngbﬁlﬁlnwichﬁdunuﬁctémﬂmdowdaéﬁc
ché ti hip thu cic on natri va clorid & dng lugn xa. Sy bai tiét cde chit dign gidi khdc ciing ting dac bigt Ia
kali vi magnesi, con calci thi giam.

- Hydroclorothiazid ciing lim gidm hogt tinh carbonic anhydrase nén |am tang bai tiét bicarbonat nhung téc
dungniulh:rhngnhﬁmvdiliedmgb&iﬁé!(‘l'ﬂmngmmydéiﬁwﬂpﬂnu&ﬁhculhiuideb
ucdung‘kﬂtiéum&c&v&aphfti.vikhoing%imnmididuwﬂilﬂplhuwﬁckhidénﬁmiuunnlivi
tri chu yéu thude ¢ tic dung.
-Hydmhmhbaidoéucdunghnhuy&tp.mﬁénoélldngiimménchhuyhmungvldimumibh
lienqmdénwblinihnmi.Snudéum;quiuhhd%lhubc.lﬁdwgh.huy&lpnlylhu@cﬂow
giimmcctnmivi.thangqmwmichnghidhmmmchmmmﬂsmgﬁmnaugwmﬂw
vtg.ludmgmhuyéupcﬁahydroclomdﬁuidtﬂhi&nchtmmI-znﬁmchuucdmlqiﬁéuxiyn
nhanh c6 thé thiy ngay sau vii gio. Hydroclorothiazid lm ting tac dyng cia cac thubc ha huyét dp khic.

- Phéi hop Valsartan va Hydroclorothiazid trong vién Valsgim - H s& Jam ting téc dung hy huyét dp coa
thuac.

Cae dje tinh durge dng hoc:

* Valsartan

Valsartan duge hip thu nhanh sau khi udng voi sinh khi dyng khoang 23%. Nong d0 dinh ciia valsartan trong
huyét twon d.ndwn:mzdgiﬁmmﬂliéuu&ng.mmumk&vﬂimhhw&demm
duge chuy: humngdmkéudmuniachﬁyénquamuduﬁmmummmunuﬁi
khoang 5-9 gidr. Sau khi udng, khoing 83% thude duoc thii tri qua phin v 13% qua nute tidu.

* Hydroclorothiazid

- Sau khi ubng. hydroclorothiazid hip thu twong déi nhanh, khodng 63 - 75% liéu sir dung. twy nhién ty 1€ ndy
<6 thé giam & ngudi suy tim. Hydroclorothiazid tich iy trong héng ciu. m&mﬂuﬁchﬁ)aqmdﬂn.pbh
lém dudi dang khong chuyén hoa. Nira dori cua hydroclorothiazid khodng 9,5 - 13 gid, nhung c6 thé kéo dai
uongumgmmymnnmtnamchmulibu.Hydmmmhmuaiqummmum.pmbéum
nbng d cao thai nhi.

- Téc dyng loi tiéu xudt hign sau khi udng 2 gidy, dat 15i da sau 4 git vi kéo ddi khodng 12 gid.
-mdmchdn;mhuyh:x‘mucnmhmmdw.mﬁéunhi&mehmuéwamuem diy du
sau 2 tudn, ngay ca voi liéu 10i v gida 12.5 - 25 mg/ . Diéu quan trong cn biét 14 1ac dyng chong ting
huyét ap cia hydroclorothiazid thuomg dat duge toi wu ¢ lieu 12,5 mg.
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-thmmngdlnai&uuiumamwmummnm@mnhhmnehwdmgmmmm&w,
auuum;amdmnmwtkdmgebmvinaéqmmuwichadauwiwdemhgii_wm
an;ahwd.u&i_mmumumwapmhyumlomhmvimduagummcinngmmanpmi
¢6 thin gian mai thé hign rd.
Qué lidu v xir tri:
.Qm;auv.:sgim-uwm&ﬂyhhw&tpmm.mﬂaindén;imymmmhnmn.vm,&_
Néum&iuﬂw‘.n&thégl,ynbn.Ngdinbi&lphipxﬁ!i!In.gbnsdimslilmy&ﬁnhmhnﬂcmwishhtj.
\‘alsnlnangth!hihoihébammmudiﬁn&ghkétmnﬁvﬁpmeinhuyélmm&mgkhi
hy&ulmﬁnawuwmamu&ngmhmh,
- Cy thé bidu hién cia timg thinh phin nhu sau: M
* Do Valsartan ) ’
*Trituchim;:DﬁliéuqutIﬂu6ngu0‘iobngwihnn.Bi&uhiénqui]i&ucéthéhayglpnhilllwlhu;&tpvi
nhip tim nhanh; cing c6 thé unhiplhnclumdnk!dnhldxdﬂnkinhphésimckn{thlnkinhphévi}.
Giam mire 0 nhdn thirc, trysy tuin hodn va séc 42 duge bio cdo.
+ Piu tri: Néu tut b ipuseuenenguyn.ehﬁ!nwaauuimgaa.v-:mkhmauqclo,iuﬁ
qua thim tich méu.
* Do hydroclorothiazid
+ Biéu hién qud liéu: Bidu hién chi yéu 1a rdi logn nude va di¢n widi do bai nigu nhidu.
+ Xie tri:
-Ruad;dayheugiymcémum.iamsqmipzhuknimoidQngmu&.:onﬁngmmm.
-Ch&uki&mhﬁam:mmmmicloﬁdu-&khiup&ibhhmlcmm.
-thinhnhchéng!um;nuﬁnv&di{ngiiidﬁmﬁ_. .
-comhhhud:pmmdéci&:cnmmummvumgm.'rm;mmgmh.m,&w‘
mudtpm:xuv&inhmumthi&pu!n.dﬁugnonpineﬂwindmsnnﬁknuuﬁumhmhm
dopamin véi liéu ban ddu 5 microganvkg/phit.
DE XA TAM TAY TRE EM

POC K¥ HUONG DAN SU DUNG TRUGC KHIDUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Y

THUOC NAY CHI DUNG THEO DON CUA BAC S¥

Bito quin: Nhiét 40 dudi 30°C, trinh m va anh sing.

Han ding: 36 thing ké tr ngay sin xulit
Khong ding thudc qué thoi han sir dung ghi trén nhin.

C 1 Dirge philim Agimesphac
}W Tha Hhos, 1% \?‘.B-Enll TP Lo Xuyén, An Coiunigy
Sam 3t o, OB phdoh C Iy CP Dinge phidm Agimesphars -
Daye !

Nhi san Agimevphurm
DﬂTs‘\xﬂT Phung. k. Thnh An. 1 M9 Then, TR Lueg Xupdn An Ciramg
GMP-WHO DT 076 AXSTHE Fax: 176 3887301




