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NHAN Vi GLIOVAN-H 160
(3ViNHOM/NHOM x 10 VIEN)
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NHAN HOP GLIOVAN-H 160

(2Vi NHOM/NHOM x 14 VIEN)

Kich thuéc:

Dai : 185 mm
Réng: 20 mm
Cao : 80 mm

B( Thuéc ban theo don

Gliovan-

Valsartan 160 mg

()
Hop 2 vix 14 vién bao phim

| A
THANH PHAN: BAO QUAN: B4 nol khé rdo, trdnh dnh sing, nhidt d8 khong qud 30 °C
Méi vién bao phim chisa Valsartan 160 mg. TIEU CHUAN: TCCs
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC SDK:
THONG TIN KHAC VE SAN PHAM: Xin doc ta huong din st dung
OF XA TAM TAY CUA TRE EM. Sdn xudt bak CONG TY CO PHAN DUCC PHAM GLOMED
BOC KT HUONG DAN sUf DUNG TRUGC KHI DUNG. 35 Bai Lo Ty Do, KON Viét Nam - Singapore, Thudn An, Binh Duong

r* Prescription only

liovan-

Valsartan 160 mg
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Box of 2 blisters of 14 film coated tablets

COMPOSITION: STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light
Each film coated tablet contains Valsartan 160 mg SPECIFICATION: Manufacturer's
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS REG. No:

AND OTHER INFORMATION: Please refer to the package insert
KEEP OUT OF REACH OF CHILDREN. Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.

READ CAREFULLY THE LEAFLET BEFORE USE. 35 Tu Do Boulevard, VSIF, Thuan An, Binh Duong
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NHAN HOP GLIOVAN-H 160
(3 Vi NHOM/NHOM x 10 VIEN)

Kich thudc:

Dai : 135mm
Rong: 20 mm
Cao : 80mm
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— THANH PHAN: M&i vién bao phim chita Valsartan 160 mg o
/ CHI BINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHAM: Xin doc b hudng din s dung
BF XA TAM TAY CUA TRE EM. BOC KY HUONG DAN 5U DUNG TRUGC KHI DUNG.
BAQ QUAN: D4 nai khi o, tranh anh sing, nhist 86 khang qué 30 °C
| mEv cHun: Tecs SEK:
Sin xuit bot CONG TY €O PHAN DUOC PHAM GLOMED
L | 35BeiLsTyDo, KCN Vit Nam - Singapore, Thudn An, Binh Duong
j
If/ - K Prescription only
| ) ry
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\ Box of 3 blisters of 10 film coated tablets

COMPOSITION: Each film coated tablet contains Valsartan 160 mg.

INDICATIONS, DOSAGE, ADMINISTRATION, C ATIONS AND OTHER IN

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.

STORAGE: Store at the tempesature not more than 30°C, in a dry place. protect from light.
| SPECIFICATION: Manufacturer's  REG. No:

panufactured by GLOMED PHARMACEUTICAL COMPANY, Inc.

15 Ty Do Boulevard, VSR Thuan An, Binh Duong ) -

Please refer to the package insert
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HUONG DAN SU DUNG THUOC
GLIOVAN-H 160

Valsartan
Vién bao phim

1- Thanh phin

M3i vién bao phim chira

Hoat chét: Valsartan 160 mg.

Ta dugc: Cellulose vi tinh thé, crospovidon, silic dioxyd thé keo, magnesi stearat, hypromellose, macrogol 6000, tale, titan dioxyd, oxyd sit ving,
2- M t sin phim

GLIOVAN-H 160 c6 dang vién bao phim ding dé udng chira valsartan, mt cht di khang thy thé angiotensin 1 (loai AT, ) dac higu, Vé hoa hoe, diy la N=(1-

oxopentyl)-N-[[2'-( | H-tetrazol-5-y1) [1,1"-biphenyl]-4-yljmethyl]-L-valin. Céng thirc phén tir cia nd 1a C3sHysNsOs, phin tir luomg 14 435,5, va cong thire cdu tao nhur
sau:

HsC.__CHy
i X
H’c\/\)LN COOH N=N
H

g

Mdi vién bao phim GLIOVAN-H 160 chira 160 mg valsartan.

3- Duge lye hge va duge ding hoe /
Q-
Durge lye hoc
| Valsartan la mét thube ch&ng‘ting huyét dp thé hé méi va la mot chét dbi khang thy thé angiotensin 11 (logi AT,) dac higu. Angiotensin I1 i mdt chét co mach manh va
1a hormon ¢6 hoat tinh chi yéu cia hé thong renin-angiotensin-aldosteron, déng vai trd quan trong trong sinh ly bénh hoc cia ting huyét ap. Valsartan va chét chuyén
hdéa c6 hoat tinh irc ché chon loc trén sy co mach va tc dung tiét aldosteron ciia angi in 11 bing cach ngin can c6 chon loc qua trinh gin angiotensin 11 vio cdc thy
the AT,.
Duegre djng hoc
Valsartan duge hap thu nhanh chéng sau khi udng, véi sinh kha dung khoing 23%. Nﬁng d6 dinh trong huyét twong cia valsartan dat dwge tir 2-4 gio sau 1 lidu ubng.
Thube gin két khoang 94-97% véi protein huyét twong. Valsartan b chuyén héa déng ké v bai tiét chit yéu qua mét dudi dang khong ddi. Nita diri thai trir cudi cing
khoang 5-9 gitr. Sau khi uéng 1 liéu, khodng 83% thude duge bai tiét trong phan va 13% bai tiét trong nuée tiéu. |
4- Chi dinh I
Tiing huyét dp.
GLIOVAN-H 160 duge sir dung riéng Ié hay phoi hop véi cac thude chdng ting huyét ap khac trong diéu trj ting huyét p.
Suy tim
Thude duge chi dinh trong diéu tri suy tim (43 1I-IV theo phan loai cia Hiép hoi Tim New York - NYHA) & bénh nhén dang dirge diéu trj theo ligu phap théng thuomg
nhur thude loi tiéu, digitalis kém véi hodc thude chen beta hodc thude ire ché men chuyén angiotensin (ACE).
Sau nhbi méu co tim .
GLIOVAN-H 160 con lam giam tir vong do tim mach & nhimg bénh nhén réi loan chirc ning tdm thit trai sau nhdi mau co tim. ‘}
5- Liéu diing vi cich diing ! ¢
% Liéu ding i .‘_..Fli
\/ Tiing huyét 4p j

Liéu khuyén céo: 80 mg hodc 160 mg, ngay 1 ldn, khéng phin biét chung tdc, tudi hodc giéi tinh. Tac dung chéng tang huya 4p thé hién rd trong vong 2 tudin va téc
dung tdi da ghi nhin drge sau 4 tudn. O nhimg bénh nhan ma huyét ap khong duge kiém soat mot cach ddy du, co thé tang lieu hang ngay dén 320 mg hodic c6 thé thém ;
thude lgi tiéu. o
Suy tim o~
Liéu khéi ddu khuyén cao: 40 mg, ngay 2 lan. Nan tang liéu 1én dén 160 mg, ngay 2 lan néu dung nap thude. Cén xem xét giam liéu thude lgi tiéu ding phéi hop. Liéu
16i da/ngay dugce ding trong céc thir nghigm 1dm sang 1a 320 mg chia lam nhiéu ldn,

Sau nhdi méu co tim

Diéu trj ¢6 thé bit ddu sém 12 gior sau khi bi nhdi mau co tim, Sau liéu khoi ddu 20 mg, ngay 2 lin, ligu phap valsartan nén dugc diéu chinh thanh 40 mg, 80 mg va 160
mg, ngay 2 lan trong vai tuin ke tiép.

% Cich ding

Ubng nguyén vién thude véi 1 ly nuée ddy, cing hofic khong cing voi bira an,

6- Chbng chi djnh
Min cam voi bt cir thanh phén ndo cta thube,

7- Luu ¥ va thin trong

Sir dung thude than trong trén nhirng bénh nhén bj hep déng mach thin, bénh nhén suy thin hay suy gan.

O nhitng bénh nhan bi giam thé tich ndi mach c6 thé xay ra tut huyét ap, nén diéu chinh tinh trang nay truée khi ding thude hode ding lidu khai diu thip hem,

Ngudri bénh nén duge quan sat nhimg diu hidu 1am sang vé mit cdn bing dich hodc dién giai nhw giam thé tich, giam natri huyét, giam clo huyét nhiém kiém, giam
magnesi huyét hodc giam kali huyét co thé xdy ra trong khi bi tiéu chay hodec ndn xay di xay lai.

Sir dyng cho tré em: Tinh an toan va hi¢u qua cia GLIOVAN-H 160 chua duge xdc dinh trén tré em. |
Sir dyng trén phy nir ¢é thai: Khong nén ding GLIOVAN-H 160 cho phy nir dang 6 thai hofic dang duv dinh c6 thai. Béc si khi ké dcm‘ béit cir thude ndo cé tic dong
trirc tiép trén hé renin-angiotensin-aldosteron (RAAS) nén khuyén nhimg phu nir c6 kha nang sinh dé vé nguy co c6 thé ¢6 ciia nhimg thudc nay trong thai ky. Néu phat
hién c6 thai trong thesi gian diéu tri, nén ngimg diéu trj voi GLIOVAN-H 160 ngay khi c6 thé,
Sir dyng trén phy nir dang cho con bii: Chua dugc biét valsartan c6 bai tiét trong sita me hay khéng. Valsartan duge bi tiét qua sita chugt me. Do d6 khéng nén ding
GLIOVAN-H 160 cho phy nir cho con b, J
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Anh hwimg ciia thube 1én kha ning diéu khién tiu xe va viin hanh mdy méc: Giéng nhu cac thude chéng tang huyét dp khc, phai cdn thin khi lai xe hay vin hanh
may moc.

8- Tuwong tic caa thube vivi cdc thude khie va cic dang trong tic khic

Téc dung chong ting huyét dp cua valsartan duge ting cutmg khi ding déng thoi véi cae thude lam ha huyét ap khéc.

Sir dung valsartan dong thi voi cac thube lam tang kali huyét nhir thudc lgi tiéu giir kali, cac ché phim bo sung kali hodc mudi chira kali co thé gy tang kali huyét.
Valsartan bj chuyén héa bai hé enzym cytochrom P450 va co thé anh huong dén chuyén hoa ciia mot vai thuée b chuyén héa béi cac enzym nay.

Cimetidin lam tdng dién tich duéi duéng cong (AUC) cia valsartan khoang 18%.

Phenobarbital lam giam néng 4§ valsartan va chit chuyén héa cé hoat tinh cia no.

Ketoconazol irc ché qué trinh chuyén valsartan thanh chit chuyén héa c6 hoat tinh.

Diing déng thiri valsartan va NSAID c6 thé lam giam higu qua ha huyét 4p cia valsartan. O nhimg bénh nhan cao tudi, suy giam thé tich tudn hoan (bao gom ca bénh
nhén diéu trj lgi tiéu), hodc c6 ton thiong chirc nang than, ding déng thoi valsartan va NSAID c6 thé din dén suy giam chirc ning thin, ké ca suy thin.

9- Tiic dyng khing mong muén

Tac dung ngoai ¥ do valsartan thuémg nhe va thoang qua bao gom chong mét, nhirc dau, va ha huyét ap thé dimg lién quan dén liu dung. Tinh trang ha huyét ap dac bigt
Xy ra & nhimg ngudi bj giam thé tich ndi mach (nhw nhimg :gm duge diéu trj vai thude loi tidu lidu cao).

Cic téc dung khac hiém khi xay ra nhu suy chirc ning thin, noi mén, may day, ngira, phis mach, va ting men gan. Tinh trang ting kali huyét, dau co va dau khép ciing
d4 duge bao cdo. Tac dung giy ho do valsartan it xdy ra hon so véi céc thude (re ché men chuyén doi angiotensin.

Cic tac dung ngoai y khac do thube déi khang thy thé angiotensin 11 gdm ri loan hd hip, dau ling, réi loan tiéu hoa, mét moi, va giam bach ciu trung tinh,

Negung sie dung va hoi § kién bde sTnéu: sung mat, moi hay hong, kho nudt hode kho the.
Théng bio cho bic s nhirng tic dung khong mong mubn gip phai khi sir dung thube,

10- Qud lidu va xir tri
Tri¢u chimg: Qua liéu GLIOVAN-H 160 c6 thé giy ha huyét dp rd rét, diéu nay co thé din dén lam gidm mirc 4§ nhan thire, tryy va/hodic sbe tudn hoan.,

Xie tri: Néu méi ding thude, nén cho udng than hoat véi lugng vira dii. Ngoai ra, bién phap xir ly thuomg dung 1a truyén tinh mach nuéc mudi sinh 1y, Valsartan khong |

thé bj loai bo bing tham phin mau vi nd gan két manh véi protein huyét twong,
11- Dang bao ché va déng géi

Hép 2 vi x 14 vién bao phim.

Hép 3 vi x 10 vién bao phim.

12- Bio quén:

Béo quan noi khé réo, tranh 4nh sang, nhiét d§ khéng qua 30°C.

13- Tiéu chufin chét lwgng: TCCS.

14- Han diing: 36 thing ké tir ngay san xuat.

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
POC KY HUGONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI

San xudt béi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: $& 35 Pai L Ty Do, KCN Viét Nam - Singapore, thj xd Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769094

PHO UC TRUONG




