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Chi dinh, Chéng chi dinh, Cach dung,
Lidu ding va céc thang tin khac: Xem
trong té huéng dén sir dung thutic.

Bao quan: Khdng béo guan & nhiét d6 1'-'5
F 30°C, trong bao bi nguyé&n ven, tranh am.
Tiéu chuan: TCCS.
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Each film - coated tablet contains
Valsartan 80 mg

Sdn xuét boi:

JUBILANT LIFE SCIENCES LTD.
Village Sikandarpur Bhainswal,
Roorkee-Dehradun Highway,
Bhagwanpur, Roorkee, Distt- Haridwar,
Uttarakhand-247661 An do

Nhép khédu bdi:

M&i vién nén bao phim chita
Valsartan 80 mg

Composition
Valsarian ........c...... . B0 mg
Exciplents q.s .. 1 film coatad tablet

Indication, Contramdicaﬂon Precaution,
Dosage: Please read the enclosed leaflet.
Storage: Do not store above 30°C. Store in
the original package in order to protect from
moisture.

Specification: Manufacturer's

Keep out of reach of children.

Read carefully enclosed leaflel before use.
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2. Thanh phin:

M@i vién nén bao phim co chira:

Valsartan 80 mg

Ta duge: Crospovidon, Celulose vi tinh thé, Silica, loai Denta, Lactose khan,
Nito thé khi, magnesi stearat, opadry vang, nuoc tinh khiét

3. M3 tasin phim:

Vién nén bao phim hinh tron, hai mét 16i, mau hong dao, khia mét mat va khéc
chim s “80” va mit kia khic chim chix “J".

4. Duye lyc hoe/Duge djng hoc:

Piic tinh Duge lire hoe:

Nhom duge Iy tri liéu: thude nhom déi khang thu thé Anglotensin 11, ACT code:
CO9CAD3.

Co ché tic dung:

Valsartan 14 mét thudc ddi khang dic hiéu thu thé Angiotensin I (Ang IT) va co
hoat tinh ding dutng udng. Thudc tac dong chon loc I1&n thy thé AT,, thu thé nay
kiém sodt hoat dong ciia Angiotensin 1. Néng do Ang II tang trong huyét tuong
khi thy thé AT1 bj khoa boi Valsartan din dén hoat hoa thy thé AT2 khéng bi
khoa, do d6 lam cn béng tic dung ciia cac thu thé AT, Valsartan khong biéu 1o
tac dung chi vén cuc bd vai thu thé AT, nhung co a1 lyc vai thy thé AT, 1ém hon
nhiéu (géip khodng 20 000 1én) so v6i thu the AT, Valsartan khong lién két hay
chéin céc thu thé hormon hodc céc kénh ion duge biét cé vai tro quan trong trong
vige didu hoa hé tim mach.

Valsartan khong tre ché men chuyén ACE (tén 12 kininase 1) xic téc cho qua
trinh chuyén Ang 1 thanh Ang II va gidng hoa bradykinin, Vi vay Valsartan
khéng tac dung 18n ACE vi khong gdy tich Iy bradykinin hodc chét P, do do cac
chét d6i khang angiotensin IT thutmg khong giy ho. Trong nhimg nghién ciru thir
nghiém trén lam sang dé so sanh valsartan va céc chét trc ché men chuyén ACE
nhén thy ty I& ho khan & nhimg bénh nhin dugc diéu tr bing valsartan thép hon
dang k& (P < 0,05) so v6i nhimg bénh nhén dugc diéu trj bng thudc trc ché ACE
(2,6 % 50 vo1 7.9 %). Trong mét thir nghigém trén 1dm sang véi nhém bénh nhin
cé tién sir ho khan khi diéu trj béng thudic trc ¢hé men chuyén ACE, thi cé 19,5%
bénh nhan didu tri bing valsartan va 19 % bénh nhén diéu trj bﬁng thudc loi tidu
thiazide bi ho so véi 68.5% bénh nhan diéu trj bang thubc trc ché men chuyén
ACE (P < 0,05).

Durgce dgng hoe:

Héo thu:

Sau khi udng, néng do thi da trong huyét tuong cla valsartan dat duoc sau 2 dén
4 gity d6i voi vién nén. Sinh kha dung tuyét doi trung binh cia valsartan khoang
23% vai vien nén, Thite dn lam giam hép thu cia valsartan (dién tich dudi dudmg
cong (AUC) khoang 40%) va lam giam néng do téi da trong huyét twong (C.u)
khoang 50%, mic di ndng dé valsartan trong huyét tuomg sau 8 gitr ubng thube &
nhom nhin &n va nhom da 4n la nhu nhau, Tuy nhién, viéc giam dién tich dud
duémg cong AUC khéng kem theo giam tac dung diéu tri co ¥ nghia vé mat lam
sang, do do valsartan ¢t thé duoc udng cing hofic céch xa bira 4n.

Phin bé:

Thé tich phan bd & trang thai dn dinh cia valsartan sau khi tiém tinh mach vao
khoang 17 Ht, cho théy valsartan khéng phan bd manh vao cic md. Valsartan lién
két nhiéu véi protein huyét trong (94 ~ 97%), chit yéu la albumin huyét tuong.
Chuyén héa:

Valsartan khong chuyén hoa manh ma chi khoang 20% ciia ligu ding duge tim
thiy dudi dang cac chit chuyén hoa. Chat chuyén hoa hydroxy duge tim thiy
trong huyét trong vai ndng do thap (it hon 10% dién tich du6i dudmg cong AUC
ctia valsartan). Chdt chuyén hoa nay khéng co tac dung duge ly.

Thai trir:

Valsartan c6 duge dong hoc phin hiy theo hiam s6 mi da bdi (tyzs < 1 tiéng va t-
yzp Va0 khoing 9 tiéng). Valsartan duoc dao thai chii yéu qua mét vao phan
(khodng 83% lidu ding) va qua nuéc tiéu (khoang 13% lidu ding) chi yéu duoi
dang khong ddi. Sau khi tiém tinh mach, hé sb thanh thai cia valsartan trong
huyét twong khoang 2 lit/gitr va hé so thanh thai qua than 1a 0,62 lit/gior (khoang
30% hé sb thanh thai toan phan). Thoi gian ban thai cla valsartan 1a 6 gidr

Nhém audin thé die biét:

Newdi gia:

Hép thu thude toan than & nguti gia duge quan sat thiy cao hon so véi ngudi tre,
tuy nhién, diéu nay khdng cé ¥ nghia trén 1am sang,

Suy théin:

Vi mot thude ma hé s6 thanh thai qua than chi chiém 30% hé s6 thanh thai toan
phéin thi khéng ¢6 s tuong quan giita chirc nang than va sy hép thu thude toan
thén déi vai valsartan. Do do khéng cén didu chinh lidu voi nhimg bénh nhén suy
than (hé 6 thanh thai creatinin > 10 ml/phat). Khéng co thong tin vé viée ding
thudc & nhimg bénh nhan c6 hé sé thanh thai creatinin < 10 ml/phit v4 nhimg
bénh nhén dang thim tach mau, vi viy valsartan phéi duoc sir dung thén trong

trén nhirng doi tugng bénh nhan nay. Valsartan lign két manh véi protein huyét
twong va khéng bi loai bo bing thidm tach.

Suy gan:

Khoang 70% luong thudc hép thu duoe bai tiét qua mat, cha yéu dudi dang khéng
d6i. Valsartan khong trai qua bat kv su bién ddi sinh
thude tang gip doi (AUC) duge thiy & nhimg bénl;ﬁhan

binh so v&i nhimg bénh nhian khoe manh. Tuy nhygn? .
nao giita ndng o valsartan trong huyét tuong 1 GQ jﬂmhuc
b o)
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gan. Chua co nghién ciru vé valsartan & nhimg
Nhom guiin thé tré em:

dén 16 va tuong ty voi hé sb thanh thai & ngudi trué‘ng thi
cung dang bao ché.
Suy thiin:

Chura c6 nghién cire nao vé vige sir dung valsartan & tré em co hé sb thanh thai
creatinin < 30 ml/phit va & tré em dang dugc thim tich méu, do dé khéng nén
dung valsartan cho nhimg déi tuong nay. Khong cén hiéu chinh lidu dbi voi tré
em co hg sb thanh thai creatinin > 30 ml/phit. Cén gidm sat chit ch@ chirc ning
thin va nong ¢ kali trong huyét tuong,

5. Chidinh:

Cao huvét an:

Piéu tri cao huyét 4p vb can & ngudi trudng thanh, va cao huyét ap & tré em va

thiéu nién tir 6 dén 18 tubi. is

6. Liéu khuyén ciio:

Cao huvét ap;

Liéu dung bat diu duge Khuyén céo cla valsartan 12 80 mg mot lan mdi ngay

Hiéu qua chéng cao huyét ap thiy rd trong 2 tudn, va dat duge tdi da trong 4 tudn.

@ mét s6 trutmg hop, huyét ap khong duoc kim soat ding mirc, co thé ting lidu
diing dén 160 mg va tbi da la 320 mg.

Valsartan cling cé thé duoc ding ciing vé1 cac thube chéng cao huyét ap khac.,
Viée sit dung cing voi thube lgi tidu nhu nhém thube hydrochlorothiazide s& lam
giam huyét &p manh hon trén nhimg bénh nhén nay.

Nhimg théng tin khdc trén nhém audn thé déc biér:

Khong can didu chinh liéu dbi voi ngudi gia,

Suv thin:

Khéng cén didu chinh lidu dbi véi nhimg bénh nhin ¢t hé & thanh thai creatinin
> 10 ml/pht.

Suy gan:

Chéng chi dinh valsartan cho bénh nhén suy gan ning, xo gan mét va 0 mét. a
nhimg bénh nhén suy gan nhe dén trung binh khang bi o mat, liéu ding valsartan
khéng ducce vugt qua 80 mg.

Nhom audn thé ré em:

Cao huvét dp & tré em;

Tré em va thiéu nién tic 6 dén 18 wdi:

Liu dung khéri ddu 12 40 mg mi ngay mét 1in ddi vai tré em cén nang dudi 35
kg va 80 mg mdi ngay mot lin déi véi tré em tir 35 kg tré 1én. Phai diéu chinh
lidu phu thude vao dap img cla huyét ap. Viéc sir dung lidu t6i da da dugc nghién
ciru trong cac thir nghiém trén 14m sang co thé tham khao & bang phia dudi:

Voi nhimg liéu dimg 16n hon nhimg lidu duoc ligt ké thi vin chua duoc nghién
ciru, do do khang duoe khuyén cao:

Can néing Ligu td1 da d2 duge nghié:;]i;u trén cac thi nghiém 1dm
>18 kg dén <35 kg 20 mg
>35 kg dén <80 kg 160 mg
>80 kg dén <160 kg 320 mg

Tré em nho hon 6 tuol.

Tinh an toan va higu qua cia valsartan & tré em tir 1 dén 6 tudi chua duge xac
dinh.

Sir dune & tré em suy thdn tie 6 dén 18 tudi;

Chua c6 nghién ciru vé vige ding thuéc cho tré em c6 hé s6 thanh thai creatinin <
30 ml/phiit va cho tré em dang duge thim tach mau, do dé valsartan khong dugc
khuyén cao dang trén cic dbi tuong bénh nhin nay. Khéng cén diéu chinh lidu &
tré em co hé sb thanh thai creatinin > 30 ml/phat. Cin giam sat chit chg chirc
niing than va ndng dé kali huyét twong,

Sir dung ¢ tré em suv v 6 dén [8 tugi:

Gidng nhur & ngudi lon, chng chi dinh valsartan doi voi nhimg tré em bi suy gan
niéing, X gan mat va i mat. C6 rét it kinh nghiém 1am sang vé diéu valsartan cho
tré em bi suy gan nhe dén vira. Lidu ding clia valsartan khong duoc vugt qua 80
mg & nhitng bénh nhan nay.

Tré em bi suy tim va mdi bi nhoi mdu co tim:

Valsartan khéng duoc khuyén céo dung dé diéu trj suy tim hofic moi bi nhéi mau
co tim & tré em va thiéu nién duoi 18 tudi do thiéu céc dir ligu vé tinh an toan va
hiéu qua

7.  Dudng ding:




http S:m& m@u&c dilngt 6 dng va co t?é udng doc 1ap véi bita #n, nén duoc

8. Chéng chi dinh:
Man cam véi bt cir thanh phén néo ciia thubc.
Suy gan ning, Xo gan mat va i mat.
Phu nit mang thai trong 3 thang giiva va 3 thang cubi.
9. Thén trong va cinh biho:
Tang kali huyét:
Khéng khuyén cao ding dng thai cac ché phim bé sung kali, thude loi tiéu giir
kali, mudi thay thé c6 chira kali hofic cdc thubc lam ting ndng a6 kali trong huyét
thanh (heparin, ). Cén giam sat nbng dd kali trong mau thich hop.
Suy than:
Khéng cé dir ligu vé tinh n toan khi sir dung valsartan & nhimg bénh nhén cé hé
56 thanh thai creatinin < 10 ml/phit v4 & nhimg bénh nhén dang duoc thim tach
méu, do d6 valsartan phai duoc sir dung thén trong trén nhimg bénh nhén nay
Khang cin diéu chinh lidu & ngudi truéng thanh c6 hé sb thanh thai creatinin >
10 ml/phat.

uy gan:
G nhimg bénh nhén suy gan nhe va vira khdng bi &t mét, phéi thén trong khi ding
valsartan.
Bénh nhin mét thé tich:
Nhiing bénh nhan mat mudi va/hodc mét thé tich ning do dimg ligu cao thudc lgi
tiéu, triéu chimg ha huyét ap co thé xay ra & rdt it ca sau khi bit dau didu tri bing
valsartan. Mt mudi vi/hoiic mét thé tich phai duge bu du tnirde khi bt déu didu
tri véri valsartan, vi du bing cach giam liéu thube loi tidu.
Hep déne mach thin:
Bénh nhin hep dong mach thin mét bén hodc hai bén hodc hep trén bénh nhén
chi ¢6 m6t than, tinh an toan vé st dung valsartan chua duge xac dinh.
Ubng Valsartan diéu tri ngan dot trén 12 bénh nhan cao huyét 4p mach thén thir
phét do hep dong mach thian khéng thdy co su thay dbi dang ké nao vé creatinine
huyét thanh va nitro huyét. Tuy nhién, céc thude khac anh hudng lén hé renin-
angiotensin ¢ thé lam ting creatinine huyét thanh va nitro huyét, do da phai theo
ddi chirc ndng than khi bénh nhan diéu trj voi Valsartan.
Ghép théan:
Khéng c6 di liéu vé tinh an toan khi sir dung valsartan & nhimg bénh nhin méi
dugc ghép than.
Cudme aldosteron nguvén phat;
Bénh nhin cuéng aldosteron nguyén phat khong duge didu tri bing valsartan khi
hé renin-angiotensin khéng duge hoat hoa,
Hep ddng mach chil va hep van hai 1a, bénh co tim phinh to tic nehén:
Ciing nhur cic thubc gian mach khac, cin ddc biét than trong khi sir dung cho
bénh nhén bj hep ddng mach chi hodc hep van hai 14, hodc bi bénh co tim phinh
to do tic nghgn (HOCM).
Phu nir mang thai:
Céc thude dbi khang thu thé Angiotensisn 11 (AlIRAs) khéng duge ding trong
thoi ky mang thai. Nhimg bénh nhan chuén bi ¢6 thai phai duge thay thude chéng
cao huyét ap khac d duoc xac dinh tinh an toan trong viée sir dung cho phu nit
mang thai, ngoai trir vie didu tri lién tuc bing thubc AIIRASs la rét cin thiét. Néu
phét hign c6 thai trong thoi ky diéu tri, phai ngimg diéu tri voi cc thude ngay va
nén bt dau diéu tri thay thé bing thube khac thich hop.
Cdc véu 16 khéc kich thich hé renin-angiotensin II:
Bénh nhén chirc ning than phu thude vao tic dung cia hé renin-angiotensin IT (vi
du: bénh nhén bj suy tim sung huyét ning...) viéc diéu trj bing céc thude e ché
men chuyén angiotensin 11 c6 thé din téi tidu it va/hoic ting nito mau tién trién
vé trong rét it cac trremg hop din toi suy than cip va/hodc tir vong. Valsartan la
mét thubc déi khang thu thé angiotensin 1T nén khéng loai trir viéc sir dung

valsartan c6 thé gy ra suy than
hom audn thé tré em:
Suv thén:

Chua cé nghién ciru vé viée sir dung thubc & tré em co hé sb thanh thai creatinin
< 30 mi/phit va tré em dang duge thim tach mau, do &6 valsartan khéng duge
khuyén céo st dung trén nhom bénh nhan nay. Khong cén diéu chinh lidu & tré
em ¢ hé sb thanh thai creatinin > 30 ml/phit. Phai theo di chiit ch& chic ning
thén va ndng do kali mau khi duge diéu tri bing valsartan. Diéu nay déc biét cin
thiét khi valsartan duge ding trong cac trudmg hop (sbt, mét nudc) co thé gy ra
suy thén.

Suy gan:

Ciing gibng nhu & ngudi truéng thanh, chéng chi dinh valsartan cho tré em suy
gan ning , Xo gan mat va (r mat.

Riét han ché cac trudmg hop trén 1dm sang valsartan dugc ding & tré em suy gan
nhe dén vira, O nhing bénh nhén nay liéu dung cia valsartan khéng duge vugt
qué 80 mg.

10,  Twong tdc v6i cdc thube khac:

Khdng khuvén edo viéc sir dung dong théi voi cdc thude

Lithitm

Di c6 bio cio vé doc tinh va ndng do lithium trong mau ting 1én khi sir dung
ddng thoi véi céc thude (rc ché men chuyén ACE. Do thiéu céc trudng hop sir

dung ddng thori valsartan va lithium nén khong khuyén cdo viéc sir dung két hop
niy. Néu su két hop nay duoc chimg minh 1a cén thiét, cin giam sat chit ch@
ndng 46 lithium trong mau.
Cée thude lgi tiéu giit kali, edc ché phdm b6 sung kali, mudi thay thé chira kali va
cdc thude khdc lam ting nong dg kali
Cén phai cén nhiic cin than khi st dung két ho D
huéng toi nong d6 kali mau, cén theo di nong do
Thdn tron voi wéc Stk dii, ddn théi ede .r!md! “*

Sir dung déng thoi cac thude déi khang angi 5 i
thé lam giam téc dung chéng cao huyét ap. H o ek gm'rﬁﬁﬂ'ﬂ
chit dbi khang angiotensin II voi cac thubc NSATDs cd~thé lam ting
giam chirc nang than va tang ndng 4§ kali trong \‘:-.. h CA
ning than ngay khi bat diu diéu tri ciing nhu b nude thiche
Cdc thude khdc:
Trong nghién ciru tuong tac thube voi Valsartan, khdng co thube nao sau day co
twong tac c6 ¥ nghia v& mit lam sang voi Valsartan: cimetidine, warfarin,
furosemide, digoxin, atenclol, indometacin, hydrochlorothiazide, amlodipine,
glibenclamide.
Qudn thé tré em:
@ tré em va thidu nién cao huyét 4p, thudng gap nhimg bét thuomg vé than, cin
than trong khi sir dung déng thoi valsartan véi céc thube e ché hé renin
angiotensin aldosteron vi c6 thé lam tang ndng d6 kali mau. Cén theo doi chiit cha
chirc nang thén va nﬁng dd kali mau.

A

11.  Phu nir mang thai va cho con bi:
Phu nir mang thai:

Khong khuyén céo sir dung céc thube déi khang thu thé angiotensm II (AIIRAs)
trong subt 3 thang diu cia thoi ky mang thai. Chong chi dinh sir dung céc thude
AIIRAs trong 3 thang giiva va 3 thang cudi cia thoi ki mang thai.

Chua ¢6 két luan vé nhimg biing chimg dich t& hoc lign quan dén nguy co quai
thai sau khi sir dung cac thuc (e ché men chuyén ACE trong subt 3 thang ddu
ciia thori ky mang thai; tuy nhién, nguy co anh huéng téi thai nhi khong thé bi loai
trir. Trong khi chua co nhimg dir liéu dich t& hoc dé so sanh nguy co cua cac
thude AIIRASs thi vin c6 thé co nhimg nguy co tuong ti dbi véi nhom thube nay.
Nhing bénh nhin dy dinh mang thai phai duec thay bing thude diéu tri cao huyét
ap khac da duge x4c dinh tinh an toan trong vigc sir dung cho phu nir mang thai,
ngoai trir cac trromg hop diéu trj lién tuc béng thubc AITRA duoc cho la cin thiét.
Néu phat hién co thai trong thei ky diéu tri, nén ngimg diéu tri ngay bing thudc
AIIRA, va néu c6 thé nén bat ddu didu tri thay thé bing thude khac.

Viéce diéu tri bing cac thube AIIRAs trong 3 thang giira va 3 thang cudi cia thoi
ky mang thai gdy doc tinh voi thai nhi (suy giam chirc nang thén, it nuoc 6i, chdm
phat trién xuong s0) va ddc tinh dbi voi tré so sinh (suy thin, ha huyét ap, tang
kali mau).

Nhimg 4nh huéng cia thubc ATIRAs xudt hién tir 3 thang gitra cia thoi ky mang
thai, do do cin siéu dm dé kidm tra chirc niing thn va hdp so.

Déi voi nhimg tré nhdé ma me sir dung céc thubc AIIRAs phai duge giam st chit
chg vi d& gy ha huyét 4p.

Théi ky cho con bi:

Do chua c6 théng tin lizn quan dén valsartan trong sudt thoi k¥ cho con b, khéng
khuyén céo sir dung valsartan trong thii ki ndy va nén didu tri thay thé véi céc
thudc da duoc xéc dinh tinh an toan dé sit dung trong thoi ki cho con b, dic biét
trong céc trudmg hop nudi tré mdéi sinh hodce tré sinh non.

Kh niing sinh sén:

Valsartan khéng anh huémg 12n kha nang sinh san cta chudt cong dyc va cai &
lidu ubng téi 200 mg/kg/ngay. Lidu ndy gip 6 13n lidu tdi da khuyén céo sir dung
& ngudi tinh theo mg/m? (gid sir 1 1iéu ubng 14 320 mg/ngay véi bénh nhan ning
60 kg).

12. Téc dung khing mong mubn

Trong nhitng nghién ciru ¢6 ddi chimg trén 1am sang & nhimg ngudi trudomg thanh
bi cao huyét 4p, nhin thiy toan bd ty 18 cac tic dung khéng mong muén (ADRs)
ciing tuong tw nhi nhém diéu trj bing gia duoe va phi hop vei déc tinh duoc Iy
cua valsartan. Ty 1& cac tac dung khéng mong mudn ADRs khong lién quan dén
lidu ding hay théi gian didu tri va ciing khong chi ra méi lién quan tdi chung tde,
gidi tinh hay tudi tac.

Nhitng téc dung khéng mong muén ADRs duoc béo cdo tir céc nghién ciru trén
lam sang, cac két qua thu duge sau khi thudc duge luu hanh trén thi trutmg va
nhimg nghién ctru trong phong thi nghiém duoc liét ké & phia dudi theo hé théng
Céc o quan.

Cic tac dung khong mong muén duoc sdp xép theo tin suit, thuomg gap nhét
trude, sit dung quy udc nhu saus rét hay gip (=1/10), thuong gip (=1/100 dén
<1/10), khéng thutng gip (=1/1000 dén <1/100), hiém gip (=1/10000 dén
<1/1000), rdt hiém gap (<1/10000), bao gdm ca nhimg bio cdo ca bigt. § mbi
nhém tan sudt, cac tac dung khdng mong mudn dugc sip xép theo mirc 46 nghiém
trong giam dén,

Vi tht ca cac tac dung khong mong mudn duge béo cdo tir cac két qua thu duge
sau khi thude duoe lwu hanh trén thi trudng va cac nghién ciru tim ra trong phong

trén COX-2, acid aceqz.’sahcyhc > 3g/ngay vabg
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@At ALIG.C: @Ot “chua biér”
Cao huyet dp:

R6i loan miu va hé bach huyét

Chura biét Giam hemoglobin, gidm hematocrit,

giam bach ciu trung tinh, gidm tiéu ciu

R&i loan hé miZn dich

Chura biét Phan (mg qua min, bao gém cac bénh

huyét thanh

Rdi loan chuyén héa v dinh dudmg

Chua biét | Tang kali huygt, gidm natri huyét
Rdi loan hé tién dinh

Khong thudmg gap | Chéng mit

Roi loan mach

Chura biét | Viém mach

Rdi loan trung that, Iong nguc va hé hé hap

Khéng thutmg gip | Ho

Rdi logn hé tiéu hoa

Khong thutng gip | Pau bung

Réi logn gan — mit

Chua biét Tang cac chi 56 gan, bao gdm ca nong

d6 bilirubin huyét tromg

Rdi loan da va md dwéi da

Chura biét | Phu mach, ban, ngira

Réi loan co xuong vd md lién két

Chua biét | Pauco

Roi loan thin va hé tiét nigu

Chura biét Suy thin va suy giam chirc ning thin,

tang ndng dd creatinin huyét wong

Réi loan chung va tinh trang co thé

Khéng thuong gip | Mét moi

Nhém quan the 1ré em:

Cao huvét 4p:

Téc dung chdng cao huyét ap ciia valsartan da dugc danh gi4 trong 2 thir nghiém
lam sang song song ddi chimg nglu nhién trén 561 tré em tir 8 dén 16 tbi.
Ngoai trir nhimg trumg hep réi loan tiéu hoa bét thudmg (nhu dau bung, budn
nén, nén) va chong mét, thi khong co sy khic bigt déang k& vé loai phan img phy,
tAn sufit va mirc d6 cda céc tac dung khéng mong muén gitta tinh an toan trong
vige sir dung cho tré em tir 6 dén 18 tudi véi nhilng két qua da dugc bao cao
trude do trén nhimg ngudi trudng thanh,

Panh gi4 phu thudc vao nhdn thire va su phat trién & tré em tir 6 dén 16 tudi
khéng dua ra dugc tit ca cac tac dung khdng mong mudn tuong tmg trén ldm
sang sau khi dugc didu tri bing valsartan trong khodng thari gian to1 1 nam,

Trong 1 nghign ciu nglu nhién dbi chimg song song & 90 tré em tir 1 dén 6 tudi
dugc theo dé1 1 niim, thiy co 2 ca tir vong va cac trudng hop ca bigt ting dang ké
lugng enzym gan transaminase. Nhimg truémg hop nay xudt hién trong quén thé
ma bénh nhén cling mic phai nhimg bénh nghiém trong khac. Tuy nhién nguyén
nhan co lién quan dén valsartan con chua dugce xac dinh. Trong mét nghién cu
nglu nhign thir hai trén 75 tré em tir 1 dén 6 tudi, khong thiy cé su gia tang dang
ké enzym gan transaminase hay ca tir vong nao khi duoc diéu trj béng valsartan,
Tang kali méu thuong gap hon & tré em va thidu nign 6 dén 18 tudi dang bi bénh
thdn man tinh.

Trong nhitng nghién ctru dbi ching trén lam sing & nhimg bénh nhén sau khi bi
nhdi mau co tim vahodc suy tim, nhén théy tinh an toan vé viéc sir dung thude
khéc so v&i & nhimg bénh nhan cao huyét 4p. Piéu nay co thé lién quan dén bénh
mé bénh nhén méc phai, Cic ADRs xdy ra & nhitng bénh nhén sau khi bi nhbi
méu co tim vashodc suy tim duge ligt ké phia dudi:

Sau nhdi mdu co tim va/hofic suy tim (chi nghién ciu trén nguoi trudng
thanh):

Roi loan méu va hé bach huyét

Chura biét | Giam tidu cdu

Roi loan hé mién dich

Chua biét Phan tmg qua man, bao gdm cac bénh
huyét thanh

Réi loan chuyén héa va dinh dudng

Khaéng thudmg gip Tang kali mau

Chua biét Téng kali mau, ha Natri mau

Roi lq.gndf{ihﬁn l!'mh trhns_trong

Thuopg gay -~ . Chéng mit, chong mat tur thé dimg

Khéfig th _ﬁ&ﬂp: un oyl ‘\ Ngét, dau dau
Ré loan hé tien dinh -~ ¢\

Kbz tGladeb kb -/ H 1 Y1 ! || Chong mat
RéiToan tim, mach If
KHoWE thutm n‘d"‘““ ’U;’ | Suytim

Ha huyét ap, ha huyét 4p thé dimg

RéMofinnfabi(Hd YA -
Thudnd @i _ - "?’I
Chua bl 3 7 Viém mach

Ri loan lrunfth&&l&nﬁ ngie va hé ho hiap

Khéng thuong gip | Ho
Rii loan hé tiéu hda
Khéng thuong gip | Bubn nén, tidu chay

Rai logn gan — mét

Chura biét | Ting cac chi 6 chirc ning gan

Roi loan da va md dudi da

Khéng thuing gip Phit mach

Chua biét Ban, ngua

Roi logan co' xuong vi mé lién két

Chua bigt | Dauco

Rbi loan thin va hé tiét niéu

Thudng gip Suy thiin va suy gidm chirc ning thin

Khéng thuéng gip Suy thédn céap, ting ndng do creatinin
huyét tuong

Chua gt Tang nito, ure mau

Roi loan chung va tinh trang co thé

Khéng thuimg gip | Suy nhuge, mét moi

13.  Anh hudéng trén kha niing lai xe va véin hanh may méc:

Chua c6 dit liéu d& cap vé anh hudng cia valsartan I1én kha nang l4i xe va vin
hanh may maéc. Khi 18i xe hodc van hanh may méc cdn luu v 14 thinh thoang co
chéng mit hoic mét moi co thé xay ra trong thoi gian diéu tr voi bt ky loai
thude tr tang huyét 4p nao.

14.  Qui lidu va cich xir tri:

Biéu hién triéu chimg:

Khi sir dung qua lidu valsartan c6 thé gy ha huyét ap ro rét, lam giam nhan thirc,
truy tudin hoan vi/hodc séc.

Xir tri:

Bién phap xir Iy phu thudc vao thot gian ubng thube, bidu hién va mirc dd trigu
chimg. diéu kién én dinh tuéin hoan 1a yéu t6 quan trong hang déu.

Neéu ¢6 ha huyét ap, bénh nhan phai dugc dit ndm ngira va b di thé tich mau,
Valsartan khong bi loai bo bing cach loc méu.

15.  Ditu kién bio quin:
Khéng bao quan & nhiét dd qua 30°C. Béo quéan & trong bao bi nguyén ven dé
tranh &m.
16.  Quy cich déng goi: W
Hop 4 vi x 7 vién nén bao phim.
17.  Han diing: 24 thang ké tir ngay san xudt
18.  Tén va dia chi nha san xvit:
Jubilant Life Sciences Ltd,
Village Sikandarpur Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur,
Roorkee, District Haridwar, Uttarakhand 247661, An B3
Dé xa tdm tay tré em

Doc kit Inrimg dén sir dung triude khi ding.

Néu cdn thém théng tin xin hoi ¥ kién bdc s7



