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2. Nhan trung gian.
a). Nhan hop 2 vi x 14 vién nén bao phim.

RX THUGC BAN THEQ BON

PRESCRIPTION ONLY

DOMESCO

Doraval 80

Valsartan 80 mg
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Valsartan 80 mg

i x 14 vién nén bao phim
GMP-WHO Box of 2 x 14 film-coated tablets

THANH PHAN: M3i vign nén bao phim chia: CHi BINH, LIEU LUJNG & CACH DUNG, CHONG CHi BINH,
- Valsartan ..o 80mg TUONG TAC THUGC, TAC DUNG KHONG MONG MUGN VA
STAAUIC oo VU3 G0 CAC THONG TIN KHAC: Xem trong o hudng din sif dung
BAO QUAN: Nai kho, nhiét dd dui 30 °C, tranh 4nh sang. kém theo.

WUXS U 05

dx3/gH “BINMS ARBN

AN XUAT NHAP KHAU Y TE DOMESCO

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

K

Doraval 80 ...

Valsartan 80 mg

U/ DYNG TRUGC KHI DUNG
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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DE XA TAM TAY TRE EM

TIEU CHUAN AP DUNG: TCCS

REGISTRATION NUMBER. ................

UGNG D
o PH

MANUFACTURER'S SPECIFICATION

BOC KY H
66, Qudc 1§ 30, P. My Phi, TP. Cao Lanh, Béng Thép

66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Bat chitng nhan 1S0 9001: 2015 & 1SO/IEC 17025: 2005)
(Certified 1S0 9001: 2015 & ISO/IEC 17025: 2005)

CONGTYC

COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
‘ S RISATIANS syt s et i S 80mg  CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS

= EXCIBIBNE v nanmsai i s.0.f.  ANDOTHER INFORMATIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C, protect from light,

TP. Cao Lanh, ngay thang nam 2016
'ONG GIAM POC v~ =

Tran Thanh Phong
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TO HUONG DAN SU DUNG THUOC
Rx |
Thudc ban theo don t

DORAVAL® 80 mg

THANH PHAN: M&i vién nén bao phim chira

oo N T AT o S R R R R A S P R S B R e s 80 mg

- Ta dugc: Microcrystallin cellulose PH102, Crospovidon CL, Magnesi stearat, Colloidal silicon dioxid

A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol

6000, Talc, Titan dioxid, Mau Tartrazin lake, Mau Red iron oxid.

DANG BAO CHE: Vién nén bao phim, ding udng.

QUY CACH PONG GOI:

Hop 2 vi x 14 vién. hop 10 vi x 14 vién.

CHI PINH

- Diéu tri tang huy ét ap.

- Diéu tri suy tim tir dp I1 dén do 1 Vtheo phin loai cia Hpi tim mach New York (NYHA) ¢ nguwoi lon

khong dung nap voi iic ché men chuyén.

- Cai thién su song con sau nhdi mau co tim & nhitng bénh nhan 6n dinh vé 1am sang c6 triéu chitng suy

tim hodc roi logn chirc ning thit trdi klhong triéu chirng sau nhoi mdu co tim tiv 12 gio dén 10 ngay.

LIEU LUONG VA CACH DUNG '

* Cdch dimg: Ding udng, nén udng cach xa bira dn va nén ding kém véi nudc.

* Liéu diing cho nguoi lon:

- Tang hwer dp: Liéu khoi diu khuyén cido 80 mg x 1 lan/ngay. tic dung chong:> tang huyét 4p thé hién

trong 2 tudn va tac dung toi da dat sau 4 tuan. Trén nhitng bénh nhan ¢6 huyet ap khong dugce kiém soét

thoa dang, lidu hang ngay co thé tang lén 160 mg x 1 lan/ngay téi liéu toi da 320 mg/ngay, hoic c6 thé

thém thudc loi tiéu.

C6 thé ding Doraval 80 mg véi cac thude chong tang huy &t ap khac. ~

- Suy tim: Liéu khoi dau khuyén cdo la 40 mg x 2 lan/ngay. Tity theo dung nap cua b¢nh nhan, co rke Q_\'

ting heu én dén 80 mg - 160 mg, 2 !an/ngay, khoang cach dé hiéu chinh liéu thuéc téi thiéu la 2 tua A /(t
A

Liéu téi da hang ngay dung trong cdc thir ngh:em lam saug la 320 mg chia thanh cac liéu nho. Cin S

xem xét giam liéu khi diéu tri dong thoi véi thuéc loi tiéu. Valsartan co thé duoc diung vm cdac phwor

phdp diéu tri suy tim khdc. Tuy nhién, sw két hop ciia ba thuoc: Thubc irc ché men chuyén, valsartan

va thubce chen beta hodc mét thuéc loi tiéu giiv kali khona dwoce khuyén cdo.

Nén thuong xuyén dinh gia b¢nh nhan bi suy tim bao gom ddanh gid chirc nang than.

- Sau nhoi mau co tim: Diéu tri c6 thé bat dau sém 12 gio sau khi bi nhdi méau co tim. Sau lleu khoi dau

20 mg x 2 IdnfnLd} liéu diéu chinh thanh 40 mg, 80 mg va 160 mg x 2 lanmgdy trong cac tuan sau. Liéu .

dich t6i da la 160 mg x 2 lan/ngay.
|
|
|
|
|

Valsartan c6 thé ding & bénh nhén da dugc diéu tri bang cac thude khac sau nhdi mau co tim (thude lam

tan huyét khi. acid acetylsalicylic, thudc chen beta hodc cac statin).

- Khong can chinh liéu 6 bénh nhan suy than cé Cler > 10 ml/phiit, véi bénh nhan suy gan nhe dén
trung binh khong do dwong mat va khong bi i mat, khong dung qud 80 mg/ngay

* Pg an toan va hiéu qua cua valsartan chua duge xac dinh ¢ tré em va thiéu nién (dudi 18 tudi).

CHONG CHI PINH

- Qua man véi cac thanh phan cta thude.

- Phu nir ¢o thai va cho con bu.

- Tré em va thiéu nién (duéi 18 tudi).

- Suy gan ndng, xo gan dwong mit, ir mat. K!mng dang pkaf hop véi aliskiren ¢ bénh nhin ddi thio |
dwong hay suy thin (FFR <60 ml/phut/ 1,73 ).

THAN TRONG KHI SU DUNG

- Nguy co ting kali huyét, dic biét trén cdc bénh nhan suy tim hogc nhitng nguoi bénh cé suy thin
kém rr'rea Khong nén sir dung dong thoi valsartan véi cdc ché p!mm bo sung kali, thuéc lgi tiéu giw
kali, muéi thay thé chiva kali hodc cdc thudc khdc c6 khd ndang tang nong dj kali (nhu heparin). Cin
theo doi nong do kali mot cach thich hop.

- Luu § khi phong bé kép hé renin-angiotensin-aldosteron (RAAS): Cé bang chirng cho thiy viéc si
!
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dung daug thoi cdc thude ec ché men dm) én, chen thu thé ang:orensm ir hoac ahsi‘tren lam rang

nguy co ha huyét ap, tang kali mdau va suy giam chirc nang than (bao gom suy thin c‘np). Do do, khong
nén phong bé kép hé renin-angiotensin-aldosteron thong qua viéc phoi hop cic thuoc icc ché hé renin-
angiotensin-aldosteron.

Néu liéu phdp phong bé kép la can thiét, chi nén thwe hién dwéi sw giam sdt ciia btic si chuyén khoa va
bénh nhan duwgc theo doi chat ché thwong xuyén chirc nang than, dién giai va huy ét dp. Khong diing
dong thoi cic thuéc e ché men ch uyén va chen thu thé angiotensin Il ¢ nhitng bénh nhin cé bénh
than do dai thdo duong.

- Bénh nhan mat natri va/hodc mat dich: Bénh nhan mat natri va/hodc mat dich nang nhu dang dung thude
loi tiéu liéu cao, ha huyét dp cé tri¢u chirng da xay ra o' 1 s6 it bénh nhdn sau khi khoi dau diéu tri bang
Doraval 80 mg. Mat natri va/hodc mét dich can duge diéu tri trude khi bat dau diéu tri bang Doraval 80 mg.
vi du giam liéu thude loi tiéu.

Néu xay ra ha huyét ap. phai dat bénh nhan nam ngtra va néu can, truyén tinh mach dung dich mubi dang
truong. Co thé tiép tuc didu tri mot khi huyét ap da én dinh.

- Bénh nhan hep dong mach than: Chwa xdc dinh dwoc dé an toan cua valsartan 6 bénh nhin hep dong |

mach than 2 bén hay 1 bén ¢ bénh nhin chi con I thin. Tranh ditng cho déi tiwong nay.

- Khong cé div ligu vé dj an toan khi siv dung valsartan cho bénh nhin suy chivc ning than ning (dé
thanh thii creatinin nhé hon 10 ml/phiit) va bénh nhan tham phan mdu, bénh nhin sau ghép than.

- Thén trong ¢ bénh nhan suy gan miic d nhe dén trung binh khéng cé i mat.

- Khéng nén diang valsartan cho bénh nhan cuwong aldosteron nguyén phdt do hé renin-angiotensin- |

aldosteron klhong dwoc hoat hoa.

- Bénh nhan suy tim hoac sau nhoi mau co tim: St dung Doraval 80 mg ¢ nhtmg bénh nhén bi suy tim |

hodc sau nhdi mau co tim thuong dan dén giam phdn I’]d() vé huy ét ap, nhung vi¢c ngimg dung do ha huy ét
ap triéu chimg dang dién tién thuong khong can thiét mién la ding liéu theo ding chi dén.

Can than trong khi bat dau diéu tri & bénh nhan bi suy tim hoéc sau nhdi mau co tim.
O bénh nhan bi suy tim nang ma chic nang than cua ho co thé phu thudc vao hoat dong cua hé renin-
angiotensin-aldosteron, viée diéu trj bang valsartan ¢6 lién quan voi thiéu niéu va’hodc tang nito' ure huyét
va (hiém gap) suy than cap va/hodc tir vong. Khi déanh gia bénh nhan b suy tim hodc sau nhdi mau co tim
phai ludn danh gia chirc néng than.
O bénh nhan suy tim, viéc ph{)! hop 3 logi thubc gom e c!:e men chuyen angiotensin, thuéc chen beta
va valsartan khong dwoc khuyén cdo. Khong nén ding pho 0i hop thuéc doi khing thu thé angiotensin
11 va ivc ché men chuyén angiotensin 6 bénh nhan ddi thdo duong.

- Phu mach: Valsartan nén dugce ngung ngay lap tire ¢ nhrng bénh nhén bi phit mach va khong nén tai su |

dung valsartan nira.

PHU NU CO THAI VA CHO CON BU

- Phu nit ¢o thai: Valsartan khong nén su dung trong thoi ky mang thai. Pa ghi nhan tac dung cua cac
thude e ché men chu\'én anLiotensin (nhom thude dic tri tac dung trén h¢ renin-angiotensin-aldosteron)

| trong 3 thang gilra va 3 thang cudi thai ky gdy ton thuong va chét doi voi thai dang phat trién trong tu

cung. Theo cac dir liéu hoi ciru, v ]CC st dung cac thude tre ché men chu\«cn angiotensin trong 3 thang dau
thai ky co lién quan den nguy co tiém tang cta nhimg khiém khuyét & tré so sinh. Da c6 bao cao vé say
thai tu phat, it nude 6i va roi loan chuc nang thdn ¢ tré¢ moi sinh khi nguoi phu nit ¢6 thai vo y ding
valsartan. Néu phat hién ¢ thai khi dang diéu tri thi phai ngimg valsartan cang som cang tot

- Cho con bii: Chua 13 ¢6 phai valsartan dugc bai tiét vao stta me hay khong. Khong nén dung valsartan
cho phu nit dang cho con bt do chua du dit liéu chimg minh tinh an toan cua thube.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thube ¢6 thé gay dau dau, chong mit, than trong khi dung cho nguoi dang lai xe va van hanh may mac.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Tang nouo do lithi huyet thanh va doc tinh da dwoc bdo cdo trong qud trinh st dung dang thoi voi
cde thube tke ché men chuyen. Do thiéu kinh ngfuem trong viéc sir dung dung thoi valsarrau va lithi, s
két hop nay khéng dwoe klhuyén cdo. Néu sy két hop la can thiét, can theo déi can thin nong dp lithi
huyét thanh.

- Thén trong khi dung dSng thoi véi cac thude loi tiéu gitt kali (spironolacton. triamteren, amilorid). cac
thude bo sung kali, hodc céc chat mudi thay thé chia kali vi ¢6 thé dan dén tang kali huyét thanh va
bénh nhan suy tim dan dén tang creatinin huyét thanh.

- St dung dong thoi thude dbi khang angiotensin Il véi cc thude NSAIDs, giam hiéu qua ha huyét ép co |
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thé xay ra. O bénh nhan cao tudi, suy giam thé tich tuan hoan (bao gdm ca bénh nhan diéu tri loi tiéu).

hodc ¢6 ton thuong chire nang than, su dung dong thoi cac thude doi khang angiotensin 11 va NSAIDs ¢6

thé dan dén tang nguy co suy giam trdm trong chire néng than. Vi vay, theo doi chire nang than duoc

khuye én cdo khi bat dau hodc thay dbi diéu tri.

- Diéu tri dong thoi v6i cde chit tic ché enzym van chuyén hap thu (rifampin, ciclosporin) hodc enzym vin

clmyen ra ngoai (ritonavir) c6 thé lam tang su tiép xiic valsartan trong co thé. Chua thy tuong tac thude dang

ké vé lam sang. _

TAC DUNG KHONG MONG MUON

Céc tac dung khong mong mudn duoc bao céo tir kinh nghiém hau mai va cac két qua can lam sang:

- Thudng gap (> 1/100, < 1/10): Chong mat, chong mat khi thay déi tu thé. Ha huyét ap, ha huyét ap tu thé

dung. Giam chire ndng than va suy than.

B fl gap (= 1/1.000, < 1/100): Ho, dau bung, budn non. tiéu chay, suy nhuge, mét moi, tang kali huyét.

ngat. dau dau, suy tim, phi mach. Suy than cap. tang creatinin huyet thanh.

- Chua biét: Giam hemoglobin, giam hematorit, giam bach céu trung tinh, giam tiéu cdu. Qua man cam

bao Uom bénh huy ét thanh, tang kali huy ét thanh, viém mach. Tang cac chi s6 vé chirc nang gan bao gom

ca tang bilirubin huyel thanh, phu mach, viém mach, ban ngtra, dau co. Giam chirc ndng than va suy than,

tang creatinin huyét thanh, tang nito uré huyét.

Thong bao cho bac sT nhitng tac dung khong mong mudn gap phai khi str dung thudc.

QUA LIEU VA CACH XU TRIi

Qud liéu voi valsartan c6 thé gay ha huyét ap rd rét, dua dén giam tri gidc, truy tudn hoan va/hodc sbc.

Néu méi udng thube. can gdy non. Mit khéc, didu tri thuong dung 1a truyén tinh mach dung dich mudi

dang truong. Valsartan khdng chic duoc loai bo bang tham tach mau.

DUQC LUC HQC

- Hormon ¢6 hoat tinh cua h¢ renin-angiotensin-aldosteron la angiotensin II, dugc hinh thanh tir

angiotensin [ qua men chuyén angiotensin. Angiotensin [I gan voi cac thy thé dic hiéu trén mang té bao

cua cac mo khac nhau. N6 ¢6 tac dung rong rdi vé sinh ly déc bi¢t bao g gdm ca sy tham gia truc tiép va

gian tlep trong viée didu hoa huyét 4 ap. La mot chét co mach manh, angiotensin II géy dap ung tang huye ét

ap truc tiép. Ngoai ra, no con thic day gilr natri va kich thich tiét aldosteron.

- Valsartan la mot thude dbi khang thu thé angiotensin 11 (Ang I1) ¢6 hoat tinh, manh va déc hiéu dung

duong udng. N6 tac dong mot cach chon loc [én thu thé AT, chiu trach nhiém dbi véi cac tac dung da biét

cta angiotensin [1. Nlong d6 cua angiotensin II trong huyét twong tang 1én sau khi thu thé AT, bi trc ché

bang valsartan c6 thé kich thich thu thé AT, khong bi Gc ché, ¢6 tac dung lam can bang véi téc dyung cua

thu thé AT,. Valsartan khéng cho thay bat ky hoat tinh dong van mot phan nao tai thu thé AT, va c6 éi luc

dbi voi thu thé AT, cao hon nhiéu (gép khoang 20.000 lan) so véi thu thé AT,.

- Valsartan khong trc ché men chuyén angiotensin con duoc goi 1a kininase II, ¢6 tac dung chuycn

angiotensin I thanh angiotensin II va thodi bién bradykinin. Vi khong c6 tac dung trén men chuyén
angiotensin va khong 1am manh thém bradykinin hay chdt P, cac thude ddi khang angiotensin I1 khong

chac lién quan v&i ho. Trong céac thu nghiém lam sang trong do valsartan dugc so sanh voi mt thudc trc

ché men chuyén angiotensin, ty 1¢ ho khan thap hon déng ké (P <0,05) ¢ bénh nhan diéu tri bang

valsartan (2.6 %) so vo1 bénh nhan diéu tri bang thude wrc ché men chuyén (7.9 %). Trong mot thu nghiém

lam sang trén céc bénh nhan co tién st ho khan trong khi dang diéu tri bing thude trc ché men Chuycn

19.5 % bénh nhan trong thir nghiém da dung valsartan va 19 % bénh nhan dang dung thude loi tiéu thiazid

bi ho so véi 68.5 % bénh nhan diéu tri bang thude tre ché men chuyén (P < 0,05). Valsartan khong gin vao

hodc khdng chen céc thu thé khéc cua hormon hoic khong chen cac kénh ion duoc biét la quan trong trong

viée diéu hoa tim mach.

DUQC bONG HQOC

. Hfip thu: Sau udng valsartan don liéu. ndng do dinh trong huyét tuong cua valsartan dat duoc trong 2-4

gi0. Sinh kha dung tuyét dbi trung binh 1a 23 %. Khi ding valsartan cing véi thire an, dién tich dudi

duong cong nong do (AUC) trong huyet tuong cua valsartan giam 48 % mdc du khoang 8 gio sau khi

dung, nong do valsartan trong huyét trong tuong tu nhau dbi véi nhom da an va nhém nhin doi. Tuy

=

=</l u .

\PAR =

nhién, su giam vé AUC khong kém theo giam tac dung diéu tri ddng ké trén lam sang, vi vdy c6 thé dung |

valsartan cung hodc khong cung vai thic an.

* Phén bo Valsartan gan manh vao protein. huyét tuong (94-97 %), chu yéu la albumin huyét thanh.

« Chuyén héa: Valsartan khéng dige ch uyen héa nhiéu, chi khoang 20 % lidu dung dugce tim thd} dudi
dang cac chit chuyén hoa. Mot chat chuyén hoa hydroxy da duoc xéc dinh trong huyét twong & nong do thap
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(it hon 10 % AUC valsartan). Chat chuyén hoa nay la dugc chét khong hoat dong.

* Thai trir: Valsartan c6 duoc dong hoc phan ra theo ham s6 mii da boi (1, alpha < I gio va ty, beta

khodang 9 gio). Valsartan chu yéu thai trir qua phén (khoang 83 % liéu dung) va nudc tiéu (khoang 13 %

liéu diing). chu yéu la ¢ dang khong dbi. Thoi gian ban huy cua valsartan 1 6 g gio.

Dugc dong hoc ctia valsartan tuyén tinh theo murc lidu duge tha nghiém. Khong co su thay doi vé dong

hoc cua valsartan khi ding lap lai va su tich ldiy it khi dung liéu 1 lan/ngay. Cac ndng do trong huyét

tuong duoc thdy tuong tu nhau & nam va ni.

Thoi gian dat duge ndng do dinh trung binh va thoi gian ban thai cua valsartan ¢ bénh nhan suy tim tuong

tu nhu di quan sat & nhitng ngudi tinh nguyén khoe manh. Céc tri s6 AUC va Cpa clia valsartan taing mot

cach tuyén tinh va hau hét ty 1¢ voi su tang liéu khi ding mire liéu trén 1am sang (40-160 mg, 2 lan/ngay).

Yéu td tich Ity trung binh khoang 1,7. D§ thanh thai biéu kién cua valsartan sau khi uéng 1a khoang 4.5

lit/gio. Tudi tac khong anh huong dén do thanh thai biéu kién & bénh nhan suy tim.

BAO QUAN: Noi khd, nhiét d¢ dudi 30 °C, tranh anh sang.

HAN DUNG: 36 thang ké tr ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI.

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG. .

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.

DE XA TAM TAY TRE EM. | ]

NHA SAN XUAT VA PHAN PHOI \
X
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vovisco | Dién thoai: 067. 3851950
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