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Vién nén bao phim APIVAL 80

Vién nén bao phim APIVAL 160

“Boc ky hwéng din sir dyng trirdre khi ding”

“Pé xa tim tay tré em"

“Thuéc nay chi ding theo don thuéc”

THANH PHAN CONG THUC THUOC:

1. APIVAL 80 ab 141 boi

- Thanh phén duqcchét: e T s SORE D EHTFTT L LT

Valsartan .. 364 Sl o so mg
- Thanh phén @ dm:m Cellulose vi trnh thé 102, cmspwldun [loal B), magnasn ‘stearat, silic
dioxyd dang keo khan, hydroxypropyl methyl cellulose 6cPs | polyethylen glycol 6000, bt

talc, titan dioxyd, oxyd sét 008N SALVEANG:: Setcadbeb aheih s ssibenssietin fpbracn vira dd 1 vién
2. APIVAL 160 i ! i '

-Thanh phén dugc chét; - o

Valsartan .. S8 . ..160 mg

- Thanh phan té du'cr[: - Cellulose vi unh thé 11:2 cmspovmn {Inal B). mag.nesl slearat silic
dioxyd dang keo khan, hydroxypropyl methyl cellulose 6cPs , polyethylen glycol 6000, bt
tale, titan dioxyd, -oxyd s&tdd, oxyd sdtvang............ dida s Bl B O AP vira di 1 vién
DANG BAO CHE:, .
- APIVAL 80: Vién nén dai bao phlm mau héing, mét rnat Lron. mﬁt mat ct’:- vach ngang. -
- APIVAL 160; Vién nén dai bao phim, mau vang, mét mat trcrq, mét mat cb chir API.
CHI BINH:
Tang huyét &p:
Pidu trj ting huyét 4p & nguwdi 1&n va tré em trén 6 tudi, c6 thé ding don déc hodc phd-u hQ'p
vé&i cac thube chéng tang huyét &p loai khac.
Suy tim:
Didu tri bénh nhan suy tim c6 triéu chirng & ngu'é'; I&n khi kl;&ng thé sir dung thudc trc ché
men chuyé&n Angiotensin (ACE), ho#c didu trj bd sung cho thubc rc ché ACE khi khong sir
dung thudc chen beta. !

—..Sau nhéi méu co tim:
Piku tr sau nhdi mau co tim trén benh nhén suy thét trai hodc rdi loan chirc néng L&m thu thét
tréi nham giam ti 1§ tir vong do tim mach.
CACH DUNG, LIEU DUNG:
- Céch dung: Valsartan dugc ding theo duemg uﬁng I..ln!mg thubc khéng phy thuoc vao bira
an.

- Lidu duing: .

* Nguwoi lém:

- Téing huyét p: Lidu imén dAu 1a 80 mg, 1 14n/ ngay. Thubc bét dau co téc dyng: 2 tudin, hidu
qué 16i da dat dugc trong 4 tulin. Trong tredmg hop cAn thiét, ¢6,thé dung lidu 160 mg, 1 1an/
ngay. Khodng cach, dé higu chinh lidu thudc tbi thidu 124 tuln. Lidu tdi da Ja 320 mg, 1 lan/
ngay. . ) 1 ; 20 5
- Suy tim: Lidu khéi diu 14 40 mg, 2 130/ ngay. Néu ngudi bénh dung nap tét véi thube, co thé
tang t&i 80 - 160 mg, 2 14n/ ngay. Khodng cach dé hiéu chinh lidu thudc téi thiéu 1 2 tuin, Ligu
tbi.da hang ngay la 320 mg, chia thanh cic liéu nhé. Cn nhéc gidm lidu valsartan cho ngudi
bénh dang dwrgc didu trj bing thude Igi tidu. Khong nén phéi hep 3 nhém thude: Thube (e ché
enzym chuyé&n angiotensin, thubc chen beta va valsartan.

- Réi loan chire nang thét tréi sau nhdi méu ce tim: O ngudi bénh én dinh vé Jam séng. didu trj
o6 thd bat dAu vao gidr thir 12 sau nhdi mau co tim, Lidu khéi diu 1a 20 mg, 2 1An/ ngay. Néu
ngurdi bénh dung nap tét véi thudc, o6 thé tang trong vong 7,ngay t6i 40 mg, 2 lan/ ngay, sau
d6 tang din t&i lidu duy tri 160 mg, 2, 14n/ ngay néu bénh nhan cé, thd dung nap dwoc.
Valsartan nén, dugc bat dAu sir dung som trong vong 12 gidr sau nhdi mau co' tim. Trong

" “triréyng hop tut huyét Ap cé triéu chirmg loan chirc nang than, cé thé phai gidm lidu. Valsartan
c6 thé ding véi cdc didu trj khac cia nhéi méu co tim nhu cic thube tigu cyc mau, acid
acetylsalicylic, thubc chen beta, statin va thudc g tiéu. Khong I-chu)‘élj c40 pnén hep. véi cac
thube trc ché ACE. o | _

» Tré em 6 18 tudi: ., ~ 10 2 WALHD UAR 0 v
- Tdng huyét 4p: : : Lion &
Tré em can nang dudi 35 kg: 40 mg/ Iénf nga‘:y i
Tré em can nang trén 35 kg: 80 mg/ 1An/ ngay ;
Cén didu chinh lidu theo d4p (rng cla huyét ap. Liéu 16i da 160 mgﬁ POl
« Ngui cao tubi: Khang can hidu chinh lidu.
= Bénh nhan suy thin:
Tré em: Khong khuyén cao sir.dyng valsartan & bénh nhi ¢o C-Iu < 3{:- mlt'phm \
Ngudi I6m: khéng can hidu chinh lidu & ngwdi bénh co CI.;.- =10 rnlfphut Sir dung than !mng
& ngudi bénh cé Clgr s 10 mi/phit.
* Bénh nhén suy gan:
Thén trong khi sir dung & ngudi bénh méc bénh gan. Lidu ding cla valsartan khdng vugt qua
80 mg & ngwdi bénh suy gan mirc 40 nhe dén trung binh khéng kém theo (r mat. Chéng chi
dinh ding valsartan cho nguwé&i bénh suy gan nang cé kém theo &r mat.
*T6m tat lidu ding:
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" Tang huyét 4p 80 hodic 160 1o e0-3201 I
" & ngueri 1ém rngHénanéy H S imgl And ngay s roigba ob.ach

Tang huyét 4p & | Tré em nidng dudi 35 kg: 40 mg/ ngay |
tré em (6 - 16 tudi) | Tré em nang trén 35 kg: BIJ rng.* ngay | "

ot Z U aomgr el s0-160mhgr' [ 160 mg/
R 2i8n/ngay  °|°" " 21An/ngay 2 1An/ nigay

Néu ngwng ding valsartan: Ngung ding thubc co thé khidn bénh trer nén x4u hon, Chl
ngimg ding thubc khi cé chi dinh cila bac si didu tri.

Néu quén udng mt lidu thude, ngudi bénh uéng ngay khi nhé. Tuy nhién, néu gin ther g!an
ubng liéu tiép theo thi bd qua idu 03 quén. Khong ubng gap ddi lidu dé b lidu da quan 2
Khéng cb yéu cAu dic bist vé xtr Iy !hudnc sau khi str dung, ,
CHONG CHI B|NH: 16! clor

- Qua mén v&i valsartan hoac bét ky thanh phén nao clia muéc

- Suy gan néing, xo' gan thc mét, (r méat,

- Phy ni¥ ¢ thai (d%c biét trong ba théng gitra va ba thang cubi clia thaiky). -

- Trrong tac sir dyng cac thube déi khang thy thé angiotensin (ARBs): 'Valsaﬂan hoac |hubc
(rc ché men chuyén (ACEIs) vé&i aliskiren ér bé&nh nhan tidu dwémg hogic suy than (GFR <60
mi/min/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

+ Nguy co ha huyét ép: Ha huyét 4p ning hiém g3p & ngwéri b-enh tﬂng huvél ap khong hén
chirng. Ha huyét 4p cé bidu hién triéu chirng thudng xdy ra & ngurdi bénh cé gidm khéi legng
tuin hoan do st¥ dyng thude Igi tidu lidu cao, cé ché db an han ché mudi, dang thdm tach méu,
tiéu chay hodc nén. O nhiing ngudi bénh nay, nén bil natri va/hodc bl nwde hodc gidm lidu
thubc lgi tidu tredre khi bit dhu didu trj bdng valsartan. Cn gidm s&t chit ché ngudi bénh
trong giai doan bét dAu didu tri. Néu xay ra ha huyét 4p 6 bidu hién triéu chimg, nén dét nguri
bénh & tw thé ndm ngira, dAu thdp. Trong trréng hop ha huyét 4p nang; can bu dich bing
truy&n tinh mach dung dich natri clorid 0,9%. Ha huyét 4p thodng qua khdng bat bude chéng
chi dinh sir dung valsartan nhung cin duwge higu chinh lai lidu mubc than irong sau khi huyét
ap clia ngudi bgnh da &n dinh.

- Théan trong khi bat d4u didu trj cho ngudri bénh suy tim haacab déu hiéu lam sang roi loan

chirc ndng tAm thu thét trdi sau nhdi mau co th do thuéng xdy ra ha huyét 4p & nhing nguréri
bénh na
Tuy nhlé!l;l khéng cén ngirng thudc néu lléu cn}a thuéc dang & trong khoang lidu khuyén cho.
Cn theo déi chat ché chirc néng than cla nguwdi bénh nay trong théi gian diéu tri.
- Nguy co tang kali mau, dac biét trén cac bénh nhan suy tim hodc nhing ngudi bénh cé suy
than kém theo. Khang nén st dung déng thii cac thube lgi tiu gir kali, cac ché phdm b sung
kali hodc cac thube khéc c6 khd nang ting ndng dd kali huyét thanh (nhw hapann) Ng.ré-r
bénh cén theo ddi dinh ky ndng d¢ kali huyét thanh.

- Hep déng mach thédn: Than trong & ngudi bénh con mdt than va hep déng mach 1han hai bén

hodc hep déng mach than mdt b&n do d6 an toan chwra dwge xdc 14p. Vide sirdung cac thude
trc ché hé renin - angiotension - aldosteron néi chung c6 thé 1am tang ndng dd creatinin huyét
thanh hodc ting nitrogen uré méau (BUN) & bénh nhén hep déng mach than. Can theo déi chat
ché chirc nang than & nhirng nguréri bénh nay khi digu tri bing valsartan.
- Suy than: Ngwdi bénh suy than cb Clgr <10 mi/phit hodic dang tham tach mau: Suy gidm
chirc n@ng than lién quan dén viéc sir dyng valsartan ciing nhu cac thudc tre ché hé renin -
angiotension - aldosteron ndi chung chil yéu xay ra trén ngudi bénh suy tim néng hodc cb céc
yéu t& nguy co' nhu hep ddng mach than, tidn sir suy than hodc sir dung dbng thiv véicac
thudc lgi tidu.

- Suy gan: Theo dir ligu duge ddng hge cho thiy ndng dg valsartan. huyét mng lang dang ké
trén bénh nhan suy gan tir nhe dén 1rung binh, khuyén céo dung lidqu thip hon trén benh nhan
tang huyét ap.. .

- Nguoi bénh cwomg aldosteron nguyan phat do hé renln - angiatensm alﬁoslamn khﬁng
dugc hoat hoa & nhirng b&nh nhan nay.

- Thén trong véri ngudri bénh hep van déng mach chu hodc hep van hai 13 hcﬁc bénh ly phi dai
oo tim,

s DYUNG THUOC CHO Pl-ll,l HI‘J co THAJ VA CHO CON BU:

- Phis ni¥ €6 thai: Nnrng thude tac déng tnge tidp 18n hé ranm-anglutensm cb kha néng gay
thn thurong va tir vong cho thai nhi va tré so sinh khi ding cho phy nireé thai: Néu phathiéin
¢o thai, nén ngirng dung valsartan cang som ¢ang tot.

- Phy ni¥ cho con bi: Chira rd valsartan o4 bai tiét qua sira me hay khang nhung valsartan
dugc bai tiét qua sira chudt nudi con bi: Do kha néng gy ra phan tng phy & tré dang ba me,
nén quyét dinh ngirng cho con b hodic ngirng dung thude sau khi can nhic tém quan trong
clia thubc adi véi ngudi me. up
ANH HPONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY Mbc

Chura cé dir ligu d& cap vé dnh hwémg clia valsartan 1&n kha nang i xe v vanhanh méy méc.
Khi 1ai xe hodc van hanh may méc can Iuru yla thinh thaang c6 chéng mat hoac mét rnéi cé
thé xay ra trong thivi gian didu trj véi bat ky loai thubce trj ting hwél &p nao. |

TUONG TAC CUA THUGC VO CAC THUOC KHAC: -

- Khéng str dung déng théi cac thubc khang thy thé angmtansm (ARBs), bac gdm valsartan
hodc thube tre ché men chuyén (ACEIs) véi aliskiren & bénh nhén tidu dwéng hodc suy than:

- Aliskiren: Khéng khuyén céo dang d8ng théri véi valsartan do nguy cor tang néng & kalt huyét
thanh va tyt huyét ap.

- Thudc trc ché enzym chuyén angiotensin: Khéng khuyén caa ding dbng theri véi valsart&n
do nguy co tyt huyét 4p, suy than va ting ndng db kali huyét thanh.

+ Thubc chéng tang huyét ap nhdm chen beta va t:hen kénh calci: Dung ddng théri véri valsartan
lam tang tac dung ha huyét &p. .

- Khéing nén str dung déng thoi: -1 oos ot ro
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Theo ddi chat ché ngudi bénh, giam sat bidu hién ddc tinh cla lithi va ndng db lithi huyét
fwong.

- Thuée lgi tidu gitr kali, cac ché& pham bd sung kali; Khéng khuyén cao dung déng thivi véi
valsartan do nguy co ting nbng dd kali huyét thanh va t3ing néng @@ creatinin huyét thanh &
ngurdi bénh suy tim. Néu cln phai phdi hep véi valsartan nén theo déi ndng do kali huyét
twrong.

- Cén thén trong khi dang déng thoi:

- Thube chéng viém khéng ¢6 chu tric sterold {NSA[Ds} Thén trong khi ding déng thei véi
valsartan do gidm tac dung ha huyét ép, ting nguy co suy than va tang ndng d9 kali huyét
thanh. Vi vdy, cin theo d6i chirc ndng than trong giai doan bit dAu didu trj va bl nwére dl cho
ngudi bénh co suy giam khéi lgng tudn hoan.
“Thube lgi tidu quai, thuée lgi tidu nhém thiazid: Ha huyét &p c6 bidu hién triéu chirng c6 thé
xdy ra khi bit dhu sir dyng valsartan & ngudi bénh dang diing thubc lgi tidu ligu cao. Néng
d kali huyét thanh ¢ thé tang, gidm hodc khong thay déi khi phéi hep theo tirng ngudi bénh.
- Chura thdy tuong téc ¢ y'nghfa Idm sang khi valsartan két hgp véi amlodipin, atenolol,
cimetidin, digoxin, furosemid, glyburid, hydroclorothiazid hay indomethacin. Sy két hop
valsartan va atenolol 1am ting tdc dung chéng ting huyét 4p hon la st dyng riéng I, nhirng
tac dyng gidm nhip tim khong bing khi chi s dung don ddc atenolol.
- Két hop valsartan v&i warfarin khéng 1am thay i dwge déng hoc clia valsartan hay thei
gian chong déng mau cla warfarin,
- Twong téc véi CYP450: Chira xac dinh duwgc enzym chiju trach nhiém chuyén héa velsartan
nhung khéng phai 1a isozym clia CYP450. Chwa ré kha nang (e ‘ché hay cam tng cla
valsartan lén CYP450.
TAC DUNG KHONG MONG MUON CUA THUOC: ;
Ngimg ding thudc va lién hé véi bde si, duge sThodc dén bénh v.i'én ngay Iip tirc néu
nguwrdd ding thube bj cdc phén g sau:
- Khé thér kém theo swng hodc khdng sung mét, mdi, ludi, cd hong.
- Sung méat, méi, lwdi, ¢b hong, ob thé gay khé khan khi nudt.
- Ngtra, phat ban.
Céc tac dung khdng mong mudn khiéc:
- Thuwang gdp, ADR > 1/100

- TKTW: Hoa mét, chéng mat, met dau déu

“Than: Tang uré mau.
- It gdp. 1/1 000 < ADR < 1/100
- Tim mach: Ha huyét 4p, ha huyét 4p tw thé, ngét.
- NGi tiét va chuyén hoa: Tang kali mau.
-Tigu hod: Tiéu chay, dau byung, budn ndn, dau byng trén.

- Mau: Gidm bach cdu trung tinh,:

+ Co xwong: Dau khap, dau ll.rng f

« Mét: Nhin mer. Fidid

1+ Than: Téng creatinin mau, rdi loan chire nang than.: b 1 né

- H& hap: Ho khan. .

- Khac: Nhigém virus.

- Hiém gap, ADR < 1/1 000

- Mién dich: Phan trng dj (ng; ngtra, phat ban trén da, phan mg phan v&, phu mach tang

nhay cadm v&i anh sdng, rung tdc.
- Mau: Thidu méu, thiu mau té bao nhd, gidm hemaioc:'ithefmglnbh gidm tiéu cAu.
- Th&n kinh: Lo &u, lo mo, mét ngd, dj cdm, bét lyc.
- Tigu hoa:.Chan &n, khd miéng, rbi loan vj gidc, tao bén, Iqhé tneu, d&y hoi, nén.
- H& hép: Kho thé.

Gan mét: Viém gan, cac chi sé xét nghiém chirc ndng gan tﬂng
- Thén kinh-co xwong: Co cor, dau co, tidu cor van cép.
- Tim mach: Danh tréng ngirc, dau ngue.
Hwéng din cach xir tri ADR:
Trong qué trinh nghién ctru 13m sang c6 thé kidm soat & ngudi ting huyét p, cac ADR trong
duong gilra nhém didu trj bling valsartan va nhém ding placebo. Tan suét ADR khéng phu
thudc véo lidu, thévi gian didu tr, tudi, giéi tinh hodc dan toc.
Bdéo cdo cic phan (g cé hai: Hay bao cho bac si, duwgc si ndu ngudi diing thudc nhéan
théy bét ki tdc dung phy nao, k& ca cac téc dung chra dugc liét ke, hosc bao c4o cac phan
(rng c6 hai cla thudc vé& Trung tdm Thong tin thube va Theo dai phan ¢ng c6 hai ciathuéc
(béo cdo ADR online tai dja chi http:/baccaoadr.vn).
QUA LIEU VA CACH XLr TRI:
Trigu chimng qud lidu: ;
Bao gdm ha huyét 4p nang, nhip tim nhanh, gidmy thire, suy tuln hoan o thé kém theo 'sbc.
Cham nhip tim cing c6 thé xay ra do kich thich thin kinh phé giao ¢adm. Néu xay ra ha huyét
ap trigu chirng, cin'dit nguwéi bénh trong tu thé ndm ngira, dAu thip, truyén tinh mach dung
dich natri clorid 0,9%.
Xir tri qud lidu:
- Phy thuéc vaa thii gian ding qua liéu thude, bidu hign va mirc 43 ndng cla cac tridu chimg,
nhurng bién phap quan trong nhét 14 &n dinh huyét ddng cho nguevi banh, -
- ThAm tach mau khong loai bd dugc valsartan.
DAC TINH DUPQ/C LYPC HQC: « .
Nhém duge ly: BSi khang thy thé angio!ensm .
Ma ATC: C09CA03 ;
- Valsartan 1a thubc déi khang thy thé anglotensin.ll (AT4), hoat tinh manh va dal: hiéu, hoal
diyng c6 chon lge thudic din chit tetrazol khéng peptid. b o
- Trong hé renin-angiotensin-aldosteron, angiotensin | khdng c6 hoat tinh dugc chuyén thanh
angiotensin Il cé hoat tinh co mach manh, 98y tang huyét @p, dbng thevi, kich thich tuyén
thurgng than bai tiét aldosteron. Ai lye gén clia angiotensin Il trén thy thé (AT;) va AT, trong
ty nhau, trong khi d6, 4i lyc cla valsartan déi véi thy thé ATy manh g4p khodng 20 000 1An
S0 Vi i e clia thy thé AT,. Thy thé AT, tham gia vao hiu hét hodc tit ca c4c hoat Adng trén
tim mach, than va TKTW. Valsartan (r¢ ché chon loc angiotensin Il gén vao thy thé AT &
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béng cach ddi khang cac tac dyng gay ra bdi angiotensin Il (co mach, téng bai tiét aldosteron,
ting bai tiét catecholamin & tuyén theong than va tn.r ¢ synap, giai phéng arginin
vasopressin, tai hdp thu nuwrére va gay phi dai co tim),
- Khi so sénh, thubc &c ché men chuyén angiotensin [ACE kinase 1) ngan chan sy chuyén
dai angiotensin | thanh angiotensin II; tuy nhién, viéc ngan chan hinh thanh angiotensin Il
béing cach (rc ché ACE thi khdng hoan toan vi hormon gdy co mach nay c6 thé dugc hinh
thanh qua cac men khac ma thubc (¢ chéd ACE ngén n duge. Vi valsartan khdng
g|6ng nhu cac thuée (e ché men chuyén, khdng (rc ché ACE, nén thubc khéng can trér sy dap
(rng v bradykinin va chét P; mot két qua hiru hiéu 1a khdng cb tac dung phy do céc thude e
ché ACE gay nén (nhu ho khan), nhung higéu qua trén than i/ hodic bao vé tim cd thé khéng
béing. Valsartan ciing khéng can thiép dén sy tng hop cla angiotensin 1.
Tang huyét &p:
Valsartan cé tac dyng 1dm gidm huyét 4p khéng &nh hudng dén nhip tim.
- T4c dyng ha huyét ap xuét hién khodng 2 gitr sau khi ubng Yalsartan, dat cyrc dai sau 4 - 6
gié¢r va duy tri tac dyng sau 24 gi¢r. Khi ding lidu 13p 1ai, tic dynig chéng tang huyét 4p thé hién
rd rét sau 2 tufin, dat tdi da sau 4 tulin va dwgc duy trl khi diu trj dai ngay. Ty 1&'d4y/ dinh cla
hiéu quéa gidm huyét 4p tam thu va huyét ap tam truong trong ing 1a 78% va 74% cho thay
thudc cé thé sir dung 1 1An/ ngay trong kiém soat huyét ap. '

- & nhirng bé&nh nhén tang huyét 4p c6 banh d4i thao dudmg tufp 2 va alburnln m&u. valsartan
da dugc chirng minh Ia gidm bai tiét albumin qua nwérc tidu. - : .
PAC TINH DUQ'C PONG HOC:

- Hép thu: Valsartan h4p thu nhanh sau khi uéng. Sinh kha ¢ung dwérng udng dat khodng
25%. Théi gian dat nbng do curc dai trong huyét trong trong ng 2 dén 4 gi¢r sau khi ding
thudc. Thirc &n c6 &dnh huwdng bt Igi dén hap thu cla valsartah, 1am gidm AUC khodng 40%
va gidm nbng dd cyc dai trong huyét trang khodng 50% nhung ndng dd huyét trong sau khi
udng 8 gié twrong ty nhau di ngudi bénh déi hay khang. Tuy vy, AUC gidm khdng kém theo
gidm tac dung |1&m sang c6 ¥ nghia, do dé c6 thé udng valsartan trong hodc ngoai bira an.
AUC va ndng db cie dai trong huyét twong clia valsartan ta»% ty 18 tuyén tinh véi lidu trong
khodng liéu dugc khuyén céo trén 1am sang. ;

- Phén bé: Valsartan lién két manh véi protein huyét twong (khodng 94 - 97%), chil yéu lién
két vari albumin. Thé tich phan bé & trang thai én dinh sau khi tiém tinh mach valsartan
khodng 17 Iit, nhwr vy chirng td khdng c6 sy phan bd quan trohg valsartan vao cac mo.

- Chuyén héa: Valsartan khéing dugc chuyén hoa déng ké, chich 20% lidu tim thiy duwéi dang
chét chuyén hod. Chét chuyén hoa clia valsartan |4 valeryl 4-hydroxy valsartan knéng cé hoat
tinh x4c dinh dugc trong nudre tiéu va phan. Hién chuwa xéc dinh duge chinh x4c cic enzym
chuyén hoa valsartan nhung c6 thé valsartan khong dugc|chuyén hod qua hé enzym
cytocrom Fysg.
- Thai trir: Valsartan dwec thai trir theo nhidu pha ( tyz alpha < 1 gidy, ty2 beta khodng 9 gid).
Valsartan thdi trir cht yéu qua duéng mét vao phan (khodng 83%) nhung ¢ling qua than vao
nedre tidu (khodng 13% lidu), chi yéu durdi dang khéng ddi. Say khi tiém tinh mach, do thanh
thai valsartan huy#ét twong khodng 2 Iit/ giér va dé thanh thai than 0,62 lit/ gli) (khnéng 30% d::-
thanh thai toan bd).

- Thévi gian bén thai clda valsartan khodng 6 gidr.

- O bénh nhan suy tim: Thei gian trung binh dé dat dugc ndng|dd huyét trong dinh va thi
gian bén thai clia valsartan twong tw nhw nguréri khoé manh. Tri 6 AUC va Cpay clia valsartan
tang tuyén tinh va hiu nhur ty 1& véi lidu trong pham vi lidu 1am séng (40-160 mg, ngay 2 lan).
Ty 1& tich luy trung binh khodng 1,7. B thanh thai bidu kién|cla valsartan sau khi uéng
khodng 4,5 it/ giér. Tudi khéng dnh hurémng dén a6 thanh thai bidu kién & ngudi suy tim.

- Ngudi cao tudi: & mét sb ngudi, nbng do valsartan mau hoj cao hon nguwéi tré, nhung
khang c6 ¥ nghTa v& mat lam sang. 1 o
-'Suy thén: Khéng ¢ méi twong quan nao gira chire nang than va ndng dé valsartan huyét
trrong. Do d6 khéng cén didu chinh liéu déi véi nguwdi bj 18n thupng than (Cle >10 mif phat).

Bénh nhan c6 Cl; < 10 ml/ phiat va bénh nhan dang chay thén nén than trong st dung
valsartan.

+ Suy gan: Khodng 70% liéu hdp thu dirge thai trr qua mat, ch yéu dudi dang khong dbi.

Valsartan it chuy&n hoa. AUC gép dsi aa thiy & ngudi bj suy gan nhe t&i vira so véi ngudi
khoé manh.

- Tuy vay, khdng c6 méi twng quan nao gilra ndng 48 huyét twong clia valsartan va mirc 6¢
ndng cda b&nh gan. Valsartan chuwa dugc nghién clru & suy gan|néng.

- Tré em: Trong righién clru'trén 26 bénh nhan tang huyét 4p, cho 1 liéu valsartan don doc
(trung binh 0,9 —'2 mg/kg, lidu t8i da 14 80 mg/ ngay, dd thanh thai (Iit/ gie kg) twong duong
V& ngudi I6m ¢ ciing lidu. Suy than: Bénh nhan (tré em) c6 df thanh thai creatinin < 30 ml/
phit va bénh nhan lpc than chwra duge nghién ciru, do d6 khéng ding valsartan & bénh nhéan
nay. Khéng cAn chinh lidu‘chc bénh nhan c6 ao mmn-mmninnwam phurts Nén gian
sat chat ché chire nding than va kali huyét thanh. : !

QUY CACH PONG GOI:
Hép 2 vi nhdm — nhém, vi 14 vién nén bao phim, ttr hudng dan s dung.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT L G CUA THUOC:

- Bidu kign bao quan: Bao quan noi khé rdo, tranh dnh sang, nhiét & derri 30°C. Bé thude
ra khéi tAm nhin va thm tay cla tré em.

- Han diing: 24 théng ké tir ngay san xuit. ,

- Tiéu chudn chét lwgng: USP.’ LR |

CO SO SAN XUAT: !

Céng ty C6 phin Dwgc APIMED | : -

- Bija chi try s&! 263/9 Ly Thuérng Kiét, Phirérng 15, Quan 11, thanh phd Hb Chi Minh

- Bia chi nha may: Budng N1, cum cfing nghiép Phi Thanh V?Ph Thanh, x& Vinh Thanh,
huy&n Nhon Trach, tinh Béng Nai. ‘ j
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