THUOC BAN THEO PON
TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
ZOKORA-20

Thudc ban theo don
Dé xa tAm tay tré em
Poc kj hwong dan sir dung truéc khi ding
Thoéng bao ngay cho bac sy hoac dwoc sy nhirng tac dung khéng mong muén khi sir dung thudc

X

1. THANH PHAN
MJdi vién nén bao phim chura:
Olmesartan medoxomil ........ 20 mg
Ta dugc: Cellulose vi tinh thé M101, povidon, polysorbat 80, glycerol, natri starch glycolat,
magnesi stearat, HPMC EB, titan dioxyd, talc, PEG 4000, ddu thdu dau.

2. MO TA SAN PHAM
Vién nén tron, bao phim mau vang, mot mat cé dap logo &, mat kia cé dap gach ngang.

3. QUY CACH PDPONG GOl:
Hop 3 vi x 10 vién.

4. DUQCLUCHQC
Ma ATC: CO9CAO0S8.
Nhém dwoc 1y: Chit dbi khang thu thé angiotensin 1.
Olmesartan medoxomil, din xuét ciia benzimidazol, 1a mot nonpeptld dbi khang chon loc
thu the ang10tens1n Il typ 1 (ATz1). Su ddi khang chon loc thu thé angiotensin II (ATz) lam
tang ndng do renin, angiotensin I va II, va giam ndng do aldosteron trong huyét twong.
Angiotensin II 13 hormon van mach chinh ctia hé thong renin-angiotensin-aldosteron va
dong vai trd quan trong trong sinh 1y bénh hoc ciia bénh ting huyét p thong qua thu thé
typ 1 (AT:). , ‘ ,
Trong bénh tang huy€t ap, olmesartan medoxomil ¢6 tac dung phu thudc li€u, giam huyét
ap dong mach kéo dai. Khong c6 bang ching cho thay thudc gy ha huyét ap liéu dau, phan
xa tim nhanh khi diéu tri kéo dai, hodc ting huyét ap doi nguoc khi ngung thude.
Liéu UOng 1 1an/ ngay olmesartan medoxomil cho tac dung ha huyet ap hiéu qua va 6n dinh
trong sudt khOang thoi gian 24 glo gitta hai lan ding thuoc. Liéu olmesartan medoxomil 1
lan/ ‘ngay co tac dung ha huyet ap trong vong 24 gio. Liéu 1 1an/ ngay cho hiéu qua ha
huyét ap twong tu nhu lidu hai 1an mot ngay véi téng liéu hang ngay twong duong.

5. DUQC DONG HQC
Hdp thu:
Olmesartan medoxomil 1a mot tién chat ma hoat tinh duoc Iy, néu co, 1 rat nhé cho dén khi
bi thiy phan trong qua trinh hap thu & duong tiéu hoa tao thanh olmesartan. N6 duoc
chuyén héa nhanh chong thanh chéat chuyén hoa co hoat tinh 1a olmesartan boi enzym
esterase O rudt va mau tinh mach ctra trong khi hap thu qua rudt. Khong tim thay
olmesartan medoxomil hogc medoxomil dang nguyén ven trong huyét trong hodc chat bai
tiét. Sinh kha dung tuyét ddi ctia olmesartan khi sir dung dang vién nén 1a 25,6%.
Nong d6 dinh trong huyét twong cua olmesartan dat duoc trong vong 2 gio sau khi u0ng
mot liéu olmesartan medoxomil va nong do olmesartan huyét twong ting gan nhu tuyén
tinh dén liéu t6i da 80 mg.
Thire an c6 tac dong rat it dén sinh kha dung cia olmesartan, do d6 c6 thé udng olmesartan
medoxomil cung hoac khéng cung véi thic an.
Phan bé:

17 0452.T1



6.

7.

Olmesartan gan ket nhiéu véi protein huyét turong (99,7%), nhu’ng kha nang xay ra tuong
tac canh tranh gan két protein huyét tuong gilra olmesartan va cac thudc gin két nhleu
protein huyét twong khac thap trén 1am sang. Kha ning gan két cua olmesartan véi té bao
mau khong dang ké. Thé tich phan bé sau khi dung lidu tiém tinh mach thap (16 - 29 Iit).
Chuyén hoa va thdi tra:

Do thanh thai huyét twong toan phan cua olmesartan 1a 1,3 L/ gid va twong d6i chdm hon
so vai tbe dd mau & gan (90 L/ gio). Sau khi uéng mot liéu olmesartan medoxomil danh
dau dong vi 14C, 10 - 16% thudc danh ddu ddng vi thai trir qua nudc tiéu (phan 16n trong 24
gio dau) va phan con lai duoc thai trir qua phan. Dya trén sinh kha dung toan than 1a 25,6%,
c6 thé tinh dugc lwong olmesartan hap thu duogc thai trir qua than 1a 40% va gan 1a 60%.
Tat ca cac dong vi danh ddu déu 1a cua olmesartan. Khéng co chét chuyén hoa khac dugc
tim thdy. Chu trinh gan ru6t ciia olmesartan thap. Do phan I6n olmesartan duogc thai trir qua
duong mat, chong chi dinh olmesartan cho bénh nhan bj tic mat.

Tong thoi gian ban thai cua olmesartan bién thién tir 10 dén 15 gio sau khi sir dung liéu
uéng lap lai. Trang thai 6n dinh dat dwoc sau vai lidu dau tién va khong c6 tich lity trong 14
ngay sau khi dung liéu lp lai. Do thanh thai & than khoang 0,5 - 0,7 L/ gio va khong phu
thuoc lidu.

Duwoc dpng hoc ¢ déi twong dic biét

Ngudi cao tudi (= 65 tudi)

O bénh nhan bi ting huyét ap, AUC cua olmesartan ¢ trang thai 6n dinh ting khodng 35%
& ngudi cao tudi (65 - 75 tum) va khoang 44% & ngudi > 75 tudi so voi nhém tudi tré hon.
Nguyén nhan mot phan c6 thé do sy suy giam chirc niang than & nhdm bénh nhan nay.

Suy than

O bénh nhan suy than, AUC cta olmesartan ¢ trang thai 6n dinh tang khoang 62%, 82% va
179% lan lugt & bénh nhan bi suy than nhe, trung binh va ning so vdi nhém chimg khoe
manh.

Suy gan

Sau khi udng liéu duy nhat, gia tri AUC ctia olmesartan cao hon 6% ¢ ngudi suy gan nhe
va 65% & nguoi suy gan vira so vdi nhom ching khée manh. Sau khi sir dung lidu lap lai &
bénh nhan suy gan vira, AUC olmesartan cao hon khoang 65% so v&i nhom ching khde
manh. Gié tri Cmax ctia olmesartan gidéng nhau gitta nhém chting khée manh va bénh nhan
suy gan. Olmesartan medoxomil chua dugc danh gia & bénh nhan suy gan nang.

Bénh nhan da den

Téc dung ha huyét ap caa olmesartan cd thé it hon & nhitng bénh nhan da den so véi nhitng
bénh nhan c6 mau da khéc.

CHIPINH
bicu tri tang huyét &p vo can.

LIEU DUNG - CACH DUNG

Ngu«ri lon

Liéu khoi dau thong thuong 1a 10 mg moi ngay mot lan. Néu bénh nhan khdng kiém soat
duoc huyet ap thich hop sau 2 tuan diéu tri, lieu c6 thé tang 1én 20 mg (liéu toi wu). Néu
huyét &p khong ha, c6 thé tang liéu 1én 40 mg/ ngay hoic dung thém hydrocloroth|a2|d

Téc dung chong tang huyét ap thuong ghi nhan duoc sau 2 tuan diéu tri, voi tac dung tdi da
dat duoc sau 8 tuan.

Ngudi cao tudi (= 65 tudi)

Khéng can diéu chinh liéu khoi dau cho bénh nhan cao tudi, néu can ding liéu dén lidu toi
da 40 mg/ ngay, can theo ddi chat ché huyét ap.

Suy than

Liéu dung t6i da & bénh nhan suy than nhe dén trung binh (46 thanh thai creatinin 20 - 60
mL/ phut) la 20 mg/ ngay do kinh nghiém st dung liéu cao hon con han ché. Khong
khuyen céo str dung ¢ bénh nhéan suy than nang (d6 thanh thai creatinin < 20 mL/ phat), vi
kinh nghiém con gidi han & nhdm bénh nhan nay.
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Suy gan_

Khong can diéu chinh liéu & bénh nhan suy gan nhe. O bénh nhan suy gan trung binh, liéu
khoi dau 1a 10 mg x 1 lan/ ngay va lidu téi da khong dugc vuot qua 20 mg x 1 lan/ ngay.
Theo doi chat ché huyet ap va chuc nang than & bénh nhan suy gan dang sir dung thudc loi
tiéu va/ hoic thudc chéng tang huyét &p khac. Khong cé kinh nghiém sir dung olmesartan
medoxomil ¢ bénh nhan suy than niang, do d6 khong khuyén céo sir dung. Khdng nén sir
dung olmesartan medoxomil & bénh nhan tic mat.

Tréem

Khong cd kinh nghiém st dung olmesartan medoxomil cho tré em dudi 18 tudi.

Cach dung:

Dé dé tuan tha, khuyén céo sir dung thudc vao cling mot thoi d1em trong ngay, cung hoac
khong cung voi thire an, vi du nhu vao bita dn sang. Nén udng thubc véi mot ly nudc.
Khong dugc nhai vién.

CHONG CHI PINH

Qua man véi olmesartan medoxomil hozc bat ky thanh phan nao cia thuéc.

Ba thang giita va ba thang cudi cua thai ky.

Tic mat.

Str dung chung vai aliskiren ¢ bénh nhan bi dai thao duong hoac suy than (GFR < 60 mL/
phat/ 1,73m?).

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Giam thé tich ndi mach

Ha huyét ap c6 triéu chung, dic biét sau khi sir dung liéu dau tién, cd thé xay ra & bénh
nhan bi giam thé tich mau va/ hoic giam natri mau do st dung thudc loi tiéu, ché d6 an
kiéng it mudi, tiéu chay hoac ndn 6i. Phai khic phuc cac tinh trang nay truéc khi cho bénh
nhan str dung olmesartan medoxomil.

Cac tinh trang khac gay kich thich hé renin-angiotensin-aldosteron

O bénh nhan co trwong luc mach mau va chie nang than phu thugc cha yéu trén hoat dong
cta h¢ renin-angiotensin-aldosteron (vi du nhu bénh nhan bi suy tim sung huyét hoic bi
suy than, bao gom hep dong mach than), diéu tri véi cac thudc anh hudng dén hé thong nay
c6 thé dan den ha huyét ap cép, ting nito mau, thiéu niéu hoac hiém khi suy than cap.

Ting huyét 4p do than

Tang nguy co bi ha huyét &p nang va suy than khi bénh nhan bj hep dong mach than hai
bén hodc hep ddng mach & than con hoat dong sir dung thudc anh huong dén hé renin-
angiotensin-aldosteron.

Suy than va ghép than

Khi st dung olmesartan medoxomil ¢ bénh nhan suy than, can dinh ky theo ddi nong do
kali va creatinin huyét thanh. Khong khuyén céo sir dung olmesartan medoxomil & bénh
nhan suy than nang (d9 thanh thai creatinin < 20 mL/ phat). Khong c6 kinh nghiém diéu tri
cho bénh nhan vira duoc ghép than hoic bénh nhan suy than giai doan cubi (d6 thanh thai
creatinin < 12 mL/ phat).

Suy gan

Khéng cé kinh nghiém st dung olmesartan medoxomil ¢ bénh nhan suy gan nang. Do do
khong khuyén cao sir dung olmesartan medoxomil & d6i tugng bénh nhan nay.

Ting kali huyét

Vigc str dung cac thudc anh huong hé renin-angiotensin-aldosteron c6 thé gay ting kali
huyeét.

Nguy co c6 thé ting Ién, tham chi tr vong, ¢ bénh nhan cao tudi, bénh nhan suy than, bénh
nhan bi dai thio duong, va ¢ bénh nhan sir dung véi cac thudc khéac c6 thé lam ting kali
huyét va/ hodc bénh nhan dang bi bién cb gian phat.

Trude khi dung chung véi céc thuc anh huong 18n hé renin-angiotensin-aldosteron, nén
danh gia lgi ich - nguy co.

Yéu t6 nguy co chinh cua ting kali huyét bao gom:
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- Dai thao duong, suy than, trén 70 tudi.

- Su dung mét hoac nhiéu thuéc anh huong Ién hé renin- angiotensin -aldosteron va/ hoac
chat b6 sung kali. Mot s6 ché pham hodc nhom thube co thé gay tang kali huyét: Mubi
thay thé chira kali, thudc loi tiéu tiét kiém kali, chat ic ché ACE, chat dbi khang thy thé
angiotensin 11, thudc chdng viém khong steroid (bao gdom chat ac ché COX-2), heparin,
chat &rc ché mian dich nhu cyclosporin hoic tacrolimus, trimethoprim.

- Céc bién cb gian phat, dic biét 1a mat nudc, suy tim mat bu cap tinh, nhidm toan chuyén
hoa, giam thém chirc nang than, giam dot ngot chirc nang than (vi du: Cac bénh nhiém
trung), Iy giai té bao (vi du: thleu maéu chi cuc bo, tiéu co, chan thuong nang)

Khuyén céo theo ddi chit ché nong d6 kali huyét thanh ¢ nhitng bénh nhan c6 nguy co.
Phong bé kép caia hé théng renin-angiotensin-aldosteron
Phong bé kép h¢ thong renin- angiotensin-aldosteron do st dung dong thoi chat tc ché
enzym chuyén anglotensm chéat dbi khang thu thé angiotensin Il hozc aliskiren lam ting
nguy co ha huyét ap, tdng kali mau va giam chire nang than (bao goém suy than cap). Khong
khuyén cdo sir dung ddng thoi. Néu can phai st dung chung chi nén dung dudi sy giam sat
cua chuyén gia, theo ddi chuc nang thén, chat dién giai va huyét ap thuong xuyén. Khong
nén sir dung dong thoi chét e ché enzym chuyén angiotensin va chat déi khang thu thé
angiotensin Il & bénh nhan suy than do dai thao duong.
Lithi
Tuong tu VGi cac chat dbi khang thu thé angiotensin Il khac, khdng khuyén céo sir dung
olmesartan medoxomil véi lithi.
Hep van dgng mach chi va van hai I4, co' tim phi dai tac nghén
Giong nhu céac thuoc gidn mach khéc, than trong khi chi dinh cho bénh nhéan bi hep dong
mach chii hoic van hai 14, hoic bénh co tim phi dai tic nghén.
Cuwong aldosteron tién phéat
Bénh nhéan cudng aldosteron tién phat ndi chung s& khong dap tng véi cac thudc chéng
tang huyét ap tac dong thdng qua su Gc ché cua hé thdng renin-angiotensin. Do d6, viéc str
dung olmesartan medoxomil khong khuyén céo & nhirng bénh nhan nay.
Tiéu chay man tinh twong tw Sprue
Trong cac ca hiém gap nghlem trong, tiéu chay man tinh kém véi sut can nhiéu da duoc
b&o cao & bénh nhan sir dung olmesartan vai thang cho dén vai nam, ¢ thé do phan xa quéa
man cham tai chd. Sinh thiét ruot bénh nhan thudng cho thay teo 16ng ruot. Néu bénh nhan
c6 cac triéu chimg nay trong qua trinh diéu tri véi olmesartan, loai trir cac nguy@n nhan gay
bénh khac. Xem xét ngirg olmesartan medoxomil trong treong hop khong xac dinh duoc
nguyén nhan gay bénh nao khac. Trong truong hop triéu chung bién mat va bénh duong
rudt tuong tu Sprue duoc xac dinh bang sinh thiét, khong nén diéu tri lai véi olmesartan
medoxomil.

Khac biét chang tgc

Gidng nhu cac ché pham c6 chira chat dbi khang thy thé angiotensin 11 khac, tac dung ha

huyét ap cua olmesartan medoxomil it hon & bénh nhan da den so véi bénh nhan mau da

khéc, co thé vi ti 1é cao bénh nhan da den bj ting huyét ap c6 renin thap.

Phu nir mang thai ‘

Khoéng nén st dung chat dbi khang thy thé angiotensin 11 trong thoi gian mang thai. Trr khi

can thiét phai tiép tuc st dung chét doi khang thu thé angiotensin II, bénh nhan dy dinh

mang thai nén doi qua thuoc chong tang huyet ap khac da duoc chung minh an toan cho
phu nit mang thai. Khi duoc chan doan mang thai, nén ngirng sur dung chat d6i khang thu
thé angiotensin Il ngay va chuyén sang thuéc khac.

Khéac

Glong nhu cac tac nhan Chong tang huyét ap khéc, ha huyet ap qua muac ¢ bénh nhan thiéu

mau tim cuc bo hodc thiéu mau n&o cuc bo cd thé dan dén nhdi mau co tim hoac sdc tim.

Phan wng qua man

Phu mit da xay ra & nhitng bénh nhan str dung olmesartan medoxomil. Phan ung, ké ca cac

phan ng phan v¢ va/ hodc phu mach khac nhau da dwoc bao cao ¢ nhitng bénh nhan st

dung thudc doi khang thu thé angiotensin 1l. Than trong ¢ nhitng bénh nhan c¢6 tién st phu
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10.

mach lién quan hoic khong lién quan dén chat (rc ché ACE/ thudc ddi khang thy thé
angiotensin 11.

Dang bao ché két hep

Khi olmesartan medoxomil duoc két hop véi amlodipin hoic hydroclorothiazid trong cac
dang bao ché phéi hop cb dinh liéu, cac Iuu y, chdng chi dinh va twong tac ctia cac thudc st
dung dong thoi nay ciing phai dwgc xem xét khi sir dung.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi Ky mang thai

Sir dung chat ddi khang thy thé angiotensin 11 khong khuyén céo trong ba thang dau thai ky
va chdng chi dinh trong ba thang giira va ba thang cudi thai ky.

Bang ching dich té hoc lién quan dén nguy co giy quai thai khi st dung chat ac ché ACE
trong ba thang dau thai ky van chwa duoc két luan, tuy nhién khong the loai trr kha nang
lam tang nhe nguy co. Trong khi khong c6 dit ligu ve dich t& hoc c6 kiém soat vé nguy co
cua chat d01 khang angiotensin II, nguy co twong tu €O thé xay ra trong nhém thudc nay.
Trir khi can thiét phai tiép tuc sir dung chat wc ché thu thé angiotensin, bénh nhan dy dinh
c6 thai nén chuyén qua diéu tri bang thudc chong tang huyét ap khac da duoc xac dinh 12 sir
dung an toan khi mang thai. Khi phét hién c6 thai, ngimg diéu tri véi chat déi khang thy thé
angiotensin Il va néu cé thé nén bit dau diéu tri bang thudc khéc.

St dung chat d6i khang thu thé angiotensin 11 trong ba thang gitra va ba thang cudi thai ky
da xéac dinh gay hai cho thai nhi (giam chirc ning than, thiéu 6i, giam cot hoa xuong so) va
doc tinh cho tré so sinh (suy than, ha huyét ap, ting kali huyét).

Néu sir dung chat d6i khang thu thé angiotensin 11 trong ba thang giira cua thai ky, khuyén
céo siéu &m kiém tra chirc ning than va hop so thai nhi. Tré sinh ra c6 me sir dung chat ddi
khéng thy thé angiotensin II nén dugc theo ddi kha nang ha huyét &p.

Thoi Ky cho con bu

Vi khong co thong tin lién quan dén st dung olmesartan medoxomil & phu nit cho con by,
khong khuyén cao str dung cho phu nir cho con bi va nén sir dung cac thude da duoc ching
minh an toan khi cho con bu, dac biét trong thoi gian tré méi sinh.

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

Olmesartan medoxomil cé tac dong it va trung binh Ién kha nang l4i xe va van hanh may
moc. Chong mit va mét moi doi khi ¢ thé xay ra & bénh nhan dang str dung chit chdng
tang huyét ap, c6 thé gay anh huong dén kha ning phan xa.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

Téc dung ciia cac thudc khac 1én olmesartan medoxomil

Céc thuoc chong tdng huyét ap khac

Tac dung ha huyét ap cua olmesartan medoxomil c6 thé tang 1én khi sir dung chung véi cac
thudc chong tang huyét ap khac.

Chdt irc ché enzym chuyén angiotensin (ACEI), chdt ic ché thy thé angiotensin 1l hogc
aliskiren

Dit liéu 1am sang cho thay phong bé kép hé théng renin-angiotensin-aldosteron (RAAS) khi
st dung két hop ACEI, chét doi khang thy the angiotensin II hogc aliskiren lam tang tan
suat tac dung khdng mong mudn nhu ha huyét ap, tang kali mau va giam chuc nang than
(bao gom suy than Cap) S0 Vi viéc st dung riéng lé cac thudc tac dong 1én RAAS.

Chdt bé sung kali va thudc lei tiéu kiém kali

Dua trén kinh nghiém sir dung cac thudc tac dong lén hé thdng renin-angiotensin-
aldosteron, sir dung chung véi thudc loi tiéu gitr kali, chat bo sung kali, mudi thay thé chira
kali hoic cac thudc khac cé thé lam ting ndng do kali méu (vi du: heparin) c6 thé dan dén
tang nong do kali huyét thanh. Khéng khuyén cao sir dung chung cac thudc ké trén.

Thudc chang viém khong steroid (NSAIDs)

NSAIDs (bao gom acid acetylsallcyllc & lieu > 3 g/ ngay va chét tc ché COX-2) va chat
d6i khang thu thé angiotensin Il ¢ thé c6 tac dung hiép dong gay giam chirc ning loc cau
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than, c6 thé dan dén suy than cip. Theo ddi chirc ning than bénh nhan khi bat dau diéu tri
cling nhu can phai theo ddi viéc bu nuéc cua bénh nhan.

Ngoai ra, viéc sir dung chung voi NSAIDs ciing lam giam mot phan tac dung chdng ting
huyét &p cua chat dbi khang thu thé angiotensin I1.

Thudc gan acid mdt colesevelam

Str dung ddng thoi thudc gin acid mat colesevelam hydroclorid 1am giam ndéng d6 thube
trong mau va nong do dinh cia olmesartan, giam Tu2. Str dung olmesartan medoxomil it
nhat 4 gio trude khi sir dung colesevelam hydroclorid dé giam twong tac thudc.

Cac thusc khac

Sau khi diéu tri véi antacid (nhdm/ magnesi hydroxyd), ¢é sy giam dang ké sinh kha dung
cua olmesartan.

Str dung chung véi digoxin va warfarin khong anh huong dén dwoc dong hoc cua
olmesartan.

Tac dung ciia olmesartan medoxomil 1&n cac thugc khac

Lithi

Tang nong do lithi huyét thanh va doc tinh lithi d& duoc bao céo trong qua trinh dung dong
thoi lithi vai thuoe doi khang thu thé angiotensin 11, bao gom ca olmesartan medoxomil.
Khong khuyén céo st dung chung. Néu can thiét phai dung chung, theo ddi nong do lithi
huyét thanh.

Cac thusc khac

Céc thube da dugc nghién ciu trén 1am sang bao gom warfarin, digoxin, antacid (magnesi
hydroxyd va nhom hydroxyd), hydroclorothiazid va pravastatin. Khoéng quan sat thay
tuong tac nao dic biét va olmesartan medoxomil khéng anh huéng dén duoc dong hoc va
duoc luc hoc cua warfarin, digoxin.

Trén 1am sang, olmesartan khong c6 tac dung &c ché hé enzym cytochrom P450 1A1/2,
2A6, 2C8/9, 2C19, 2D6, 2E1 va 3A4 in vitro, khéng c6 hoic tac dung cam Gng thap nhat
trén hé cytochrom P450 ¢ chudt. Khong co twong tac trén 1am sang gitra olmesartan va cac
thudc chuyén hoa boi hé thong cytochrom P450.

11. TAC DUNG KHONG MONG MUON

CA4c tac dung khdong mong muén theo tan suit va hé co quan

Thuwong gép, 1/100 <ADR < 1/10

Chuyén héa: Tang triglycerid huyét, ting uric huyét, ting creatin phosphokinase huyét,
tang uré huyét, ting enzym gan.

Than kinh: Chong mat, nhirc dau.

Ho hap: Ho, viém phé quan, viém hong, viém mii.

Tiéu hoa: Pau bung, tiéu chay, kho tiéu, tiéu chay nhiém khuan, budn nén.
Co xuong khép: Viém khép, dau lung, dau co.

Tiét niéu: Nhiém trung duong tiéu, tiéu ra mau.

Toan than: Pau nguc, mét moi, triéu chung giéng cm, dau, phu ngoai bién.
it gép, 1/1.000 < ADR < 1/100

Huyét hoc: Giam tiéu cau.

Mién dich: Phan ang qua man.

Tién dinh: Chéng mit.

Tim mach: Pau thit nguc.

Tiéu hoa: Non oi.

Da: Ban do, ban do lan rong, ngtra, may day.

Co xuong khép: Pau gan.

Toan than: Suy nhuoc, phu mat, khé chiu.

Hiem gap, 1/10.000 < ADR < 1/1.000

Chuyén hoa: Tang kali huyét.

Tuan hoan: Ha huyét ap.

Da: Phu mach.

Co xuong khép: Co co.
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12.

13.
14.

15.

16.

Tiét niéu: Suy than, suy than cap.

Toan than: Hon mé.

Rat hiém gap, 1/100.000 < ADR < 1/10.000

Tiéu héa: Tiéu chay man tinh tri¢u chimg nhu Sprue.

Thuéc cé thé gdy ra cdc tdc dung khéng mong muén khdc, khuyén bénh nhan théng bdo
cdc tdc dung khéng mong muén gdp phdi khi ding thudc.

QUA LIEU VA CACH XU TRi

Dt liéu lién quan dén qué lidu & ngudi con han ché. Céac biéu hién thuong gap nhat khi qué
lidu 12 ha huyet &p. Trong trudng hop qué lidu, theo ddi bénh nhan can than, diéu tri triéu
chiing va ho tro.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qua liéu chi dinh.

DIEU KIEN BAO QUAN HAN DUNG VA TIEU CHUAN CHAT LUQONG

Piéu kién bao quan: Dé thudc noi kho r4o, tranh 4nh sang, nhiét d6 khong qua 30°C va
ngoal tam vai cua tré em.

Han dung: 36 thang ké tir ngay san Xuét.

Tiéu chuan chat lwgng: Tiéu chuan USP + TC NSX.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Buong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi x4 Bén Cat,
Tinh Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: 07/08/2018

Tén san pham: ZOKORA-20

M4 s toa: 0452.T1

Kiém soat sira doi: - Chuyeén file in theo Ho so ding ky (dot 163)
Nhan vién thiét ké:
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