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TO HUONG DAN SU DUNG THUOC
thi diing theo don thudc

PRESENT VALTRIDUO 80

2\ PHARMA
(S VALTRIDUO 160
“Doc ky huedng dan sir dung truée khi ding

Dé xa tam tay tré em”
1. THANH PHAN CONG THUC THUOC
Vién nén phdn tdn trong miéng VALTRIDUO 80 chita:
Thanh phan dugc chat: Valsartan ............c..cocoeeveveveesneenennn....80 Mg
THANK PRI B8 B s con0smersssosssnssissqssiosssnsesnspiissosssoss vira du 1 vién

(Mannitol, aspartam, sucralose, hydroxypropyl cellulose, natri croscarmellose, pearlitol flash,
aerosil, magnesi stearat).

Vién nén phan tdn trong miéng VALTRIDUO 160 chiza:
Thanh phén duogc chét: Valsartan ...........cccoceveecverneinnnnnn.... 160 mg
Thanh phan t8 QUOC .c.ccereimsmsesssssssssosssissasssrssnsasasasensss Vira 4 1 vién

(Mannitol, aspartam, sucralose, hydroxypropyl cellulose, natri croscarmellose, pearlitol flash, aerosil,
magnesi stearat).

2. DANG BAO CHE

Dang bao ché: Vién nén phén tan trong miéng.

Mo ta:

VALTRIDUO 80: Vién nén hinh tru tron, mau tréng, canh va thanh vién lanh lan.
VALTRIDUO 160: Vién nén hinh tru tron, mau tring, canh va thanh vién lanh lan.

3. CHI PINH
Piéu tri tang huyét ap.

4. LIEU DUNG, CACH DUNG

Cich dung

Dat vién nén trén ludi, lam dm bing nudce bot cho dén khi vién ra hét rdi nudt.

C6 thé udng cung véi nude hodc udng khéng c6 nudc.

Khong nén udng thude khi & tu thé nam.

Liéu diung

Nguwoi I6n: Ubng 80 mg x 1 1an/ngay. Lidu dung c6 thé ting hodc giam tiy thude vao do tudi hodc
triéu chimg. Liéu dung hang ngay c6 thé tang dén 160 mg khi can thiét.

Tré em tir 6 tudi tré lén: Didu chinh lidu dung theo d9 tudi, cin ning hodc tridu chimg. Liéu téi da
khong qua 80 mg x 1 lan/ngay.

Tré em duwéi 6 tuéi: Chua c6 nghién ciru 1am sang ndo duge thyuc hién trén tré so sinh nhe cén, tré so
sinh, hodc tré em dudi 6 tudi. Khong dung thude cho tré em dudi 6 tudi.
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D6i twong dic biét

Nguoi cao tui

Nghién ciru vé duoc dong hoc & ngudi cao tudi cho thiy ndng do valsartan cao hon so v6i ngudi tré
tudi. Thén trong khi dung thudc, bat ddu bang lidu thip.

Bénh nhén roi loan chitc ning thén

Tré em

Chua c6 nghién ctru 14m sang tién hanh trén tré em c6 d6 loc cau than (GFR < 30 mL/phtit/1,73 m?

hodc dang thim tdch mau). Can theo d5i chit ché chirc nang thin va ndng d6 kali huyét thanh. Trong
ting huyét ap & tré em thuong di kém véi bét thuong & than. Pic biét, can than trong khi dung thude
nay cho nhitng bénh nhén dang trong tinh trang ¢ anh hudng dén chirc nang than (sét, mit nuéce)
hodc khi ding ddng thai véi cac thude c6 thé gay tang kali huyét thanh.

Nguoi lon

Bénh nhan rdi loan chitc ning than nang (mic creatinine huyét thanh tir 3,0 mg/dL tr& 1én): Nén ding
than trong, nhu giam licu. C6 nguy co lam suy chirc nédng than tram trong. Bénh nhan dang tham tach
mau: Bat dau vai lidu thap va tang liéu dan. Co nguy co tut huyet ap dot ngdt, thoang qua (kém theo
ngat va mat y thire...) sau lieu dung dau tién.

Bénh nhdn réi loan chire ndng gan

Dung than trong bing cach giam lidu. Vi thudc chu yéu dugc bai tiét vao mat, nguy co néng do thude
trong méau cé thé tang 1én. DA c6 bio cdo & bénh nhan ton thuong gan nhe dén trung binh cé néng do
clia valsartan cao x4p xi gap d6i so v&i ngudi 16n khoe manh.

Khéng diing cho bénh nhén suy gan ning, xo gan tic mat va { mat.

Lidu dung cu thé tuy theo thé trang bénh va mirc do dién tién ctia bénh va theo chi dinh ctia Béc si.

5. CHONG CHI PINH

Qué mén v6i valsartan hay bat ky thanh phan t4 duoc nao cia thude.
Phu nit mang thai hoic phu nit kha ndng mang thai.

Bénh nhan déi thdo dudng dang dung aliskiren fumarat.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cinh bdo

V‘iél,n gan c6 thé xay ra trong qua trin.h‘sfx dung thudc d6i khéng thu thé angiotensin II. P4 ¢6 bao céo
ve ton thuong gan nghiém trong nén can thuc hién céc xét nghiém chitc nang gan.

Khlfyény cédo khong nél} ding thudc trong v?ng 24 giér'tmc'wc khi phiu thuét. Bénh nhin dang ding
thude doi khang thu thé ’angiotensin' IT c6 thé bi tut huyét ap trong qua trinh gdy mé va phau thut do
tac dong trc ché cua thudce 1én hé thong renin-angiotensin.

Td duoe: Thube nay chira it hon 1 mmol natri (23 mg) mdi vién, cé nghia la “khong c6 natri™.

Thén trong

Bénh nhan hep déng mach thdn hai bén hodc 6 bénh nhdn hep déng mach thdn mot bén

Nén tranh dung thudc & bénh nhan hep d(jrqlg mach thédn hai bén hodc & bénh nhan hep ddng mach
thdn mdt bén trir khi duoc cho 1a khong thé tranh khai vi 1y do diéu tri. Cé nguy co suy giam chirc

ndng than nhanh chéng do gidm luu luong méu dén than va giam ap luc loc cdu than.
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Bénh nhan tang kali mdu

Nén tranh ding thudc trir khi duge cho 1a khong thé tranh khoi vi 1y do diéu tri. Thudc ¢6 thé lam
trdm trong thém tinh trang tang kali mau. Ngoai ra, can than trong vé nong do kali huyét thanh &
nhimg bénh nhan ¢6 xu hudng c¢6 ndng d6 kali huyét thanh cao do rdi loan chirc ning than, tiéu dudng
kiém soat kém...

Bénh nhdn mac bénh mach mdu néo

Giam huyét 4p qua mirc c6 thé gdy giam luu lwong mau ndo va khién tinh trang trd nén t6i té hon.
Bénh nhan dang ché dp han ché mudi nghiém ngdt

Bit dau vdi lidu thip va tang lidu dan. Sau liéu dung déu tién, c6 nguy co tut huyét 4p dot ngdt, thodng
qua (kém theo ngét va mat ¥ thirc...).

Nguoi cao tuoi

Nghién ctru vé duoc dong hoc & ngudi cao tudi cho thiy ndng do valsartan cao hon so v&i ngudi tré
tudi. Than trong khi diing thudc, bét diu bang licu thap.

Nguy co giam huyét 4p qua mirc, nhdi mau nio.

Bénh nhdn r6i loan chirc nang thdn

+ Bénh nhan rdi loan chirc ning thin ning (mirc creatinine huyét thanh tir 3,0 mg/dL try 1én): Nén
ding than trong, nhu giam lidu. C6 nguy co 1am suy chirc ning than trim trong.

+ Bénh nhén dang thim tach mau: Bat dau v6i lidu thip va tiang lidu dan. C6 nguy co tut huyét ap dot
ngdt, thoang qua (kém theo ngét va mét ¥ thic...) sau lidu ding déu tién.

Bénh nhan réi loan chitc ning gan

Diing than trong bing cach giam liéu. Vi thudc chi yéu duoc bai tiét vao mat, nguy co ndng d6 thude
trong mau c6 thé tang 1én. D3 c¢6 bdo cdo & bénh nhan tén thuong gan nhe dén trung binh ¢6 ndng do
ctia valsartan cao xap xi gép dbi so véi ngudi 16n khée manh.

VALTRIDUO 80 c6 chira 24,00 mg aspartame trong mdi vién.

VALTRIDUO 160 ¢6 chira 48,00 mg aspartame trong mdi vién.

Aspartame bi thity phén tai éng tiéu héa khi diing dudng ubng. Mot trong nhing san phém thiy phan
chinh 1a phenylalanine. Chwa c6 bang chimg phi 14m sang hay 1am sang dé dénh gi4 viéc sir dung
aspartame cho tré dudi 12 tudn tudi.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai
Khéng dung cho phu nit ¢6 thai hodc phu nit ¢6 kha ning mang thai. Néu phat hién c6 thai trong qué
trinh duing thudc, hay ngimg ding thude ngay lap tic.
Thudc dbi khang thu thé angiotensin II va thudc trc ché men chuyén angiotensin, bao gbm ca thudc
nay, d4 duoc chimg minh 14 gdy tir vong cho thai nhi va tré so sinh, thiéu i, ha huyét ap thai nhi va
tré so sinh, suy than va ting huyét 4p & nhitng bénh nhan dung thudc trong giai doan tir gitta dén cudi
thai ky.
P4 c6 béo cdo vé céc tridu chimg nhu thiéu san so, co rut chi dugce cho 1a do thiéu i, di tat ndo va so
mat, va thiéu san phoi.
Ngoai ra, trong mot nghién ctru dich t& hoc hdi ctru vé thude trc ché men chuyén angiotensin, d c6
bdo cdo nguy co di tat thai nhi cao hon & nhitng bénh nhan duoc diéu tri ban dau bz?mg thudc trc ché
men chuyén angiotensin so v&i nhitng bénh nhan khong duoc diéu tri bing thudc ha huyét ap.
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Phu nit cho con b1

Tét nhit 1a khdng nén cho con bu. Trong céc thi nghiém trén dong vat (ubng thudc trong thoi ky cho
con bui & chudt) da c6 béo céo rang thude di vao sita véi lidu 3 mg/kg/ngay.

Ngoai ra, trong thir nghiém trén dong vat (dung duomg udng cho chudt trong thai ky chu sinh va cho
con bii) d3 quan sat thdy can niing khi sinh thip va ty 1& sdng s6t giam & lidu 600 mg/kg/ngay va su
cham biét hoa bén ngoai & lidu 200 mg/kg/ngay hodc cao hon.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chéng mat va choang vang cé thé xay ra do tac dung ha huyét ap, vi vay can than trong khi l4i xe

hodc van hanh may méc nguy hiém.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tdc clia thubc

Khong sir dung dong thoi véi cdc thuoc sau:

Thube

Diu hiéu, triéu chitng 1am
sang

Co ché/yéu té nguy co

Aliskiren fumarate (st dung cho
bénh nhén dai thao dudmg, trir khi
nhitng bénh nhan nay c¢6 huyét ap
kiém soat kém hiéu qua mac du da
dugc diéu tri v6i cac phuong phap
diéu tri ting huyét ap khac).

Da c¢6 bao céo tang nguy co dot
quy, roi loan chire nang than, tang
kali mau va ha huyét ap.

Kha néng gia tang tac dung
uc ché cta hé thong renin-
angiotensin

Thén trong khi sir dung dong thoi vi cdc thude sau:

Thudc

A A A - A a2
Dau hiéu, triéu ching lim sang

Co ché/yéu té nguy co

Aliskiren fumarate

C6 nguy co 1di loan chitc ning
than, ting kali mdu va ha huyét
ap. Nén tranh sir dung dong thoi
aliskiren fumarate & bénh nhan
réi loan chirc ning than va cé
eGFR duéi 60 mL/phut/1,73 m2
trr khi dugc danh giad 1a khong
thé trénh khoi vé mat diéu tri.

Kha néng gia tang téc dung
uc ché cua hé thong renin-
angiotensin.

angiotensin

Chat uc ché men

Co thé gdy rdi loan chic néng
than, ting kali mau va ha huyét
ap.

Kha ning gia ting tac dung
trc ché cua hé thong renin-
angiotensin.

Thudc loi tiéu ha huyét ap
Furosemide, trichlormethiazide

Sau lz"in'dl‘mg dau tién, c6 nguy co
tut huyet ap dot ngét, thoéng qua
(kém theo ngit, mét y thue.. )-
Bit dau dung thudc nay voi liéu
thdp va tang lidu dan dan.

Mot sb bénh nhan diéu trj
bang thudc loi tiéu ha huyét
ap c6 hoat tinh renin ting lén.
O nhimg bénh nhan bi suy
giam natri hodc thé tich ning
hiém khi c6 thé giy ha huyét
ap co triéu chimg.

spironolacton

Thubc loi tiéu gitt kali

Céc ché pham bd sung kali nhu
triamterene, kali clorua

Nong do kali huyét thanh c6 thé
tang

Viee w@c ché bai tiét
aldosterone cua thudc nay c6
thé lam ting tic dung giir
kali. Yéu t6 nguy co: Réi
loan chirc ndng thén.
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Thudc

Dau hiéu, triéu chirng lam sang

Co chér’yéu td nguy co

Drospirenone, ethinyl estradiol

Cyclosporine

Tri;nethoprim, sulfamethoxazole
phoi hop trimethoprim

Piéu nay duoc cho 1a do ting
ndng d6 kali huyét thanh do
thudc nay gy ra va hoat tinh
khang mineralocorticoid cua
drospirenone. Yéu té nguy
co: bénh nhén suy than, bénh
nhan c6 noéng d6 kali huyét
thanh cao.

Ngudi ta cho ring tic dung
tang kali mau duoc tang
cuong.

Tang nong do kali huyét
thanh.

Thudc giam dau khéng viém
khong steroid (NSAIDs)
Indomethacin...

Téc dung ha huyét 4p cia thude
c6 thé giam.

Tac dung ha huyét giam di
do cac NSAIDs trc ché tong
hop prostaglandin ¢ thédn.

C6 thé lam xau di chirc nang than

Piéu nay duoc cho la do luu
luong mau qua than giam do
tic dung rc ché cua céc
NSAIDs dbi v6i qua trinh
tong hop prostaglandin &
than. Yéu t6 nguy co: nguoi
cao tudi.

Cac bixalomer

D3 c6 bao c4o ndng d6 trong mau
ctia thude giam khoang 30 - 40%.
Tac dung cta thude nay c6 thé bi
suy yéu.

Céc Bixalomer lién két véi
phosphat ¢6 thé'lém chdm
hodc giam sy hap thu cua
thude néu ding ddng thoi.

Lithium

Pa c6 bao cdo ngd ddc lithium co
thé xay ra.

Ngudi ta cho rang su tich tu
lithium xay ra do tidc dung
bai tiét natri cua thudc.

Twong ky ciia thubc

Do khéng c6 cac nghién ciru vé tinh turong ky cta thudc, khong trdn 14n thude nay véi céc thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Céc tac dung phu sau dy c6 thé xay ra, vi vy hiy theo d5i bénh nhan cén than va néu quan st thy
bat ky ddu hiéu bat thudng nao, thuc hién cic bién phap thich hop nhu ngimg dung thudce

Tdc dung phu nghiém trong

Phu mach (ty 1é chua rd): Céc triéu ching cé thé bao gém sung mat, moi, hong va ludi.

Viém gan (ty 1€ chua 13).
Suy thén (< 0,1%).
Téng kali mau (< 0,1%).

Néu xay ra soc (khong 15 tin s0), ngét (khong rd tan sd), mat y thire (dudi 0,1%), cam giac lanh, ndn

mura, mat ¥ thirc...hdy thuc hién céc bién phép thich hop ngay lép tuec.

Mat bach cau hat (khéng 16 ty 1€ mic bénh), giam bach cau (khong rd ty 1¢ mic bénh), giam tiéu cau

(dudi 0,1%).
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Viém phdi k& (ty 1é chua r5).

Viém phdi k& kém theo sét, ho, khé thd, chup X-quang nguc bit thuomg...c6 thé xay ra trong nhimg
trudng hop nhu vy, nén ngimg ding thude va diéu tri bing hormone vo thuong than; can thuc hién
céc bién phap thich hop, nhur dung thude corticosteroid.

Ha duong huyét (ty 1¢ chua 13).

Néu xay ra bat ky triéu chimg nao nhu suy nhuge, déi, @ md héi lanh, run tay, giam tap trung, co
giat hodc rdi loan v thirc, nén ngimg dung thudc va thuc hién céc bién phap thich hop. Cé nhiéu kha
nang xay ra ¢ nhimg bénh nhan dang diéu tri bénh déi thao duodng.

Tiéu co vén (< 0,1%).

Tiéu co van, dic trung boi dau co, yéu co, ting CK va ting myoglobin trong mau va nude tiéu, c6
thé xay ra. Trong trudong hop nay, nén ngimg ding thudc ngay 1ap tirc va thuc hién cac bién phap
thich hop.

Hoai tir biéu bi nhidm doc (TEN), hdi chimg niém mac mit (hdi chimg Stevens-Johnson), hdng ban
da dang (ty 1€ méc bénh chua rd).

Bong nudc tu mién, Pemphigoid bong nude (khdng rd ty 16 mic ca hai).

Néu xuat hién mun nuédec, vét loét...hdy tham khao y kién bac si da licu.

Tdc dung phu khac:
0,1% dén <5% <0,1% Iyle.
chwa rd
Qu4 man Phét ban, nglra May day, ban do Nhay cam
véi  anh
sang
He¢ than kinh Chéng mat, nhirc dau Buon ngt, mat ngu
Mau Giam bach cau, tang bach cau
ai toan
Bénh da hong cau, thiéu méu
Tuin hoan Huyét 4p thap, danh trong nguc | Nhip tim nhanh, rung nhi
Tiéu hoa Budn ndn, dau bung Noén mutra, tiéu chay, tdo bon,
kho miéng, chan &n
Gan AST, ALT, LDH,
Ting ndng dd ALP va bilirubin
H6 hap Ho Viém hong
Than Tang néng dd acid uric trong
mau, tang BUN, tang creatinine
huyét thanh
Dién giai Ting ndng do kali huyét thanh | Ha natri mau
Téc dung khac Mét moi, phui né, ting CK Pau nguc, mét moi, té, vi | Pau co,
giac bat thudng, béc hda. | dau khép,
ting dudng huyét, ting sot
cholesterol ~mdu, giam
protein huyét thanh toan
phan, dau lung dudi, suy
nhuoc, U tai

Thong bdo ngay cho béc si hodc duoc si khi gép cac tac dung khong mong mudn nhu trén khi str dung
thudc hodic béo cdo cac phan img cé hai ctua thudc vé& Trung tdm Thong tin thudc va Theo d&i phan
{mg ¢6 hai cua thubc (ADR) Qudc Gia. Dia chi: 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Noi.
Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com '
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11. QUA LIEU VA CACH XU TRIi

Triéu chirng

Trudng hop qua lidu c6 thé gay tut huyét 4p dang ké, dan dén giam y thic va truy tudn hoan.

Cach xir tri

Khi c6 xay ra tut huyét 4p déng ké%, dat ngudi bénh ném pgfxa va ap dung ngay céc bién Phép thich
hop nhu ti€ém tinh mz_l‘ch nudc muodi s‘inh l}'f: Ty 1€ gan két cua valsartan véi protein huyét tuong la
trén 93% va khong thé loai bo duge bang tham tdch mau.

12. PAC TINH DUQC LUC HQC

Nhém duwgc Ij: Thube dbi khang thu thé Angiotensin II

Mi ATC: C09CA03

Co ché tdc dung

Valsartan lién két chon loc véi thy thé AT1 - mot phan nhém ctia thy t’hé angiotensin II, dbi khang
canh tranh v&i thu thé angiotensin IT ¢6 tac dung nhu mot chat ting huyeét ap.

Valsartan trc ch{é canh tranh su lién két (‘:fla angiotensin II vorl thu thé AT1 & co tron dong mach chu
cua chudt. Thudc it &i luc véi céc thu thé khac ngoai thu the ATI.

Valsartan khong irc ché cac con co that do noradrenaline, seroto'm'n hoic kali clorua gdy ra trong mau
dong mach chu tho ¢6 lap, nhung dac biét e ché cac con co that do angiotensin II gay ra.

Khi ding dudng ubng, valsartan khf),ng trc ché phan }'mg ap luc gay ra boi kich' thich than kinh giao
cam ho#c noradrenaline & chudt bi ton thuong tiy song, nhung déc biét tc che phan tmg 4p luc do
angiotensin [ gay ra.

Valsartan trc ché dang ké su san xuét aldosterone do angiotensin II gdy ra trong té bao 1ép cu than
thuong thén cua bo.

Valsartan khong anh huéng dén hoat dong ctia men chuyén va sy thodi hoa bradykinin trong té bao
biéu md phé quan ¢ nguoi.

Tdc dung diéu tri tang huyét dp

Udng valsartan phu thude vao liéu lam giam huyét ap ¢ chudt tang huy'ét ap df’ than, chudt tdng huyét
ap tu phat (SHR) va marmoset thiéu natri, nhung khong anh hudéng dén huyét ap & chudt tang huyét
ap DOCA/mudi.

Valsartan khong cho thdy tic dung hdi img & chudt tang huyét 4p thin va chudt ting huyét 4p tw phat
(SHR) ngay ca sau khi udng lién tuc (4 tudn) sau d6 ngimg thude.

Udng valsartan trong thoi gian dai (44 tudn) lam glam huyét 4p bén vfmg & chudt ting huyét ép‘tu
phat dot quy (SHR-SP), nhung khoéng lam thay d6i dang ké nhip tim. Udng thoi gian dai (48 tuan)
cling trc ché d¢ day mach mau ciua dong mach chu.

Téc dong lén huyét dong va tim

Ubng valsartan lam ting dang k& luu luong mau than ma khong lam giam luu lugng méu co quan &
chudt ting huyét ap tu phat (SHR).

Valsartan trc ché phi dai tim & chudt trong md hinh suy tim thiéu méu cuc bo khi ding dudng uéng
trong 4 tudn va frf: ché phi dai tim & chudt tang huyét 4p tu phét dé d6t quy (SHR-SP) khi dung duong
uong trong 48 tuan.
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Anh hieomg dén chire ndng than

Duing valsartan lién tuc trc ché sy tién trién cua ton thuong than & chudt cit bo than mot phan (6 tudn)
va chudt tang huyét ap tu phat dé bi dot quy (SHR-SP) (32 tuén, 40 tudn va 44 tuln).

13. PAC TINH DUQC PONG HQC
Hap thu
+ Liéu duy nhét

O ngudi 16m: Khi dung mét lidu duy nhét 20, 40, 80 hodc 160 mg (80 mg x 2) valsartan cho nam gidi
trudng thanh khoe manh, thudc dugce hip thu nhanh chéng va dang khong ddi cua thude trong huyét
tuong dat ndng do t6i da sau 2 dén 3 gio ubng. Cmax va AUC ting ty 1é thuan véi lidu 1én dén 160
mg va thoi gian bén thai khoang 4 dén 6 gio.

Li¢u ding Tmax Cmax AUCo-24 tin
(gi0) (ug/mL) (ug*gio/mL) (g10)
20 mg 2 0,86 + 0,53 52+3,1 3,7+0,8
40 mg 3 1,37+ 0,53 8,9+ 4,0 4,0+13
80 mg 3 2,83 +0,92 18,0+ 5,8 3,9+0,6
160 mg 3 5,26 =230 33,9+ 18,9 57+18

n =6, trung binh = dg léch chudn

O tré em: Cmax va AUC cua valsartan dung liéu duy nhat 20 mg hozc 40 mg cho tré em (tir 7 dén 14
tudi bi ting huyét ap, bénh than man tinh hogc hoi chimg than hw) ¢6 cin ning lan luot dudi 35 kg
hodc trén 35 kg, nhu sau:

Liéu dung Can niang Cmax AUCo-24
(kg) (ug/mL) (ug*gio/mL)

20 mg 20,2 dén 31,3 2,45+0,86 12,0+3,9

40 mg 38,8 dén 61,5 2,11+0,84 11,3+6,1

n = 6, trung binh + dg léch chudn

+ Liéu lap lai

Khi valsartan duoc ding dudng udng véi lidu 160 mg (80 mg x 2) mdi ngay mot lan, trong 7 ngay
cho nam gidi trudng thanh khoe manh, ndng d6 huyét tuong cia thudc dang khong ddi khong ting
theo s6 lidu. Ngoai ra, céc thong sé duoe dong hoc vao ngay dau tién va ngay thir 7 cta lidu ding hiu
nhu twong tu nhau va khong thiy su tich liy.

Chuyén héa

Liéu udng duy nhit 80 mg valsartan 14C dugc dung cho nam giéi trudmg thanh khoe manh trong
trang thai nhin an, 8 gi® sau khi ung tim thiy thudc trong huyét trong & dang khong ddi va chét
chuyén hoa 4-hydroxy. Céc nghién ciru invitro dd goi ¥ rang lién quan cha yéu dén CYP2C9.

Thai tric

Ty 1& thai trir sau khi dung lidu udng duy nhit 80 mg 14C-valsartan cho nam gi¢i truong thanh khoe
manh trong tinh trang nhin an nhu sau:

Phén Nwée tiéu
Ty 18 thai trir toan phén 86% (168 gid) 13% (168 gid)
Dang khong doi 71% (12 - 72 gid) 10% (48 gid)
4-hydroxy 8% (12 -72 gid) 1% (48 gio)
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Valsartan dugc dung duong uéng & lidu liéu duy nhét 20, 40, 80 hodc 160 mg (80 mg x 2) cho nam
gi6i truong thanh khoe manh trong diéu kién nhin &n, 9 - 14% liéu dung dugc thai trir dudi dang
khong d6i qua nudce tiéu trong vong 48 gi®r sau khi ubng.

Déi tiweong ddc biét
Ngudi cao tudi

Khi liéu duy nhét 80 mg valsartan dugc dung duong udng cho ngudi 1ém khoe manh tir 65 tudi tro
1én, ndng @ thudc trong huyét twong & dang thay ddi c6 Cmax cao hon 1,2 1an va ¢6 AUC cao hon
1,7 1an so v6i khi ding cho ngudi 16n khoe manh duéi 65 tudi va da quan sat thdy c6 su khac biét
dang ké (P < 0,05) & AUC va thoi gian ban thai.

14. QUY CACH PONG GOLI:
Hop 3 vi ALU/ALU x 10 vién nén phn tan trong miéng, kém t& huéng dan sir dung thude.
Hop 4 vi ALU/ALU x 10 vién nén phan tén trong miéng, kém t& huéng dan sir dung thudc.

Hop 5 vi ALU/ALU x 10 vién nén phan tan trong miéng, kém t& huéng dan str dung thude.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piéu kién bio quan: Noi kho thoang, tranh 4nh sang, nhiét 6 khong qud 30°C.
Han diing ciia thude: 36 thang ké tir ngay san xuét.

A A A ‘A 2 "
Tiéu chuan chat lwgmng: Tiéu chuan co so.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Tén co so san xuit: CONG TY CO PHAN DUQC TRUNG UONG 3

Dia chi: 115 Ngb Gia Tu, phuong Hai Chau 1, quan Hai Chau, thanh phé Pa Ning, Viét Nam
bién thoai: 02363830202

9/9




