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HUONG DAN SU DUNG THUOC

Vién nén bao phim
Z0OKORA-20

Thudc ban theo don
Deé xa tam tay tré em
Poc kj hwdng dan sir dung trwde khi dung

Théong bao ngay cho bac s§ hodic dwge s§ nhitng tic dung khéng mong mudn khi sir dung thude

THANH PHAN
MJi vién nén bao phim chira:
Olmesartan medoxomil ........ 20 mg

T4 dugc: Cellulose vi tinh thé M101, povidon, polysorbat 80, glycerol, natri starch glycolat,

magnesi stearat, HPMC EG6, titan dioxyd, tale, PEG 4000, dau thau dau.

MO TA SAN PHAM

Vién nén tron, bao phim mau vang, mdt mat cé dép logo ﬁ , mat kia c6 dap gach ngang.
QUY CACH PONG GOI:

Hop 3 vi x 10 vién.

DUQC LUC HQC

Ma ATC: CO9CAOS.

Nhém dwge Iy: Chit dbi khang thu thé angiotensin II.

Olmesartan medoxomil, d4n xuét cua benzimidazol, 1a mdt nonpeptid dbi khéang chon loc
thu thé angiotensin II typ 1 (AT1). Su dbi khang chon loc thu thé angiotensin II (AT)) lam
tang ndng do renin, angiotensin I va II, va giam ndng d¢ aldosteron trong huyét tuong.
Angiotensin II 13 hormon v4n mach chinh ctia hé théng renin-angiotensin-aldosteron va
dong vai trd quan trong trong sinh ly bénh hoc cta bénh ting huyét 4p thong qua thu thé
typ 1 (ATh).

Trong bénh ting huyét 4p, olmesartan medoxomil c6 tac dung phu thude lidu, giam huyét
ap dong mach kéo dai. Khong c6 bang chung cho thiy thudc gay ha huyét ap lidu dau, phan
xa tim nhanh khi diéu tri kéo dai, hodc tang huyét ap doi nguoc khi ngung thude.

Liéu uong 1 14n/ ngay olmesartan medoxomil cho tac dung ha huyet 4p hiéu qua va 6n dinh
trong sudt khoang thoi gian 24 gid gifta hai 1an dung thudc. Liéu olmesartan medoxomil 1
lan/ ngay co tac dung ha huyet ap trong vong 24 gio. Lidu 1 lan/ ngay cho hiéu qua ha
huyét 4p twong tu nhu lidu hai 14n mot ngay véi tng lidu hang ngay twong duong.

DUQC DONG HOQC

Hip thu:

Olmesartan medoxomil & mét tién chit ma hoat tinh duoc 1y, néu 6, 1a rat nho cho dén khi
bi thuy phan trong qua trinh hap thu & duong ti€u hoa tao thanh olmesartan. N6 duogc
chuyén hoa nhanh chéng thanh chit chuyén héa cé hoat tinh 13 olmesartan boi enzym
esterase ¢ rudt va mau tinh mach ctra trong khi hdp thu qua rudt. Khong tim thiy
olmesartan medoxomil hodc medoxomil dang nguyén ven trong huyét twong hodc chit bai
tiét. Sinh kha dung tuyét ddi ctia olmesartan khi sir dung dang vién nén la 25,6%.

Noéng do dinh trong huyét tuong cua olmesartan dat dugc trong vong 2 gi¢ sau khi uong
mot lidu olmesartan medoxomil va nong d6 olmesartan huyét tuong ting gan nhu tuyén
tinh dén lidu t6i da 80 mg.

Thirc an c6 tac dong rat it dén sinh kha dung ctia olmesartan, do d6 c¢6 thé udng olmesartan
medoxomil cung hodc khong cung véi thie an.
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Phan bo:

Olmesartan gin ket nhiéu voi protein huyét twong (99,7%), nhung kha nang xay ra tuong
tac canh tranh gin két protein huyét tuong giira olmesartan va cac thubc gén két nhleu
protein huyét tuong khac thp trén lam sang. Kha nang gén két clia olmesartan véi té bao
mau khong dang ké. Thé tich phan b sau khi dung liéu tiém tinh mach thap (16 - 29 lit).
Chuyén héa va thai tric:

D¢ thanh thai huyét twong toan phan ctia olmesartan 1a 1,3 L/ gid va tuong ddi chdm hon
so voi tbe dd mau & gan (90 L/ gid). Sau khi uong mdt lidu 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 dugc thai trir 'qua phan. Dya trén sinh kha dung toan than la 25,6%,
¢6 thé tinh duge lugng olmesartan hép thu duge thai trir qua than 1a 40% va gan 1a 60%.
T4t ca cac ddng vi danh ddu déu la ciia olmesartan. Khong co6 chét chuyén hoa khac duge
tim thdy. Chu trinh gan rudt ctia olmesartan thdp. Do phan 16n olmesartan dugc thai trir qua
dudng mat, chéng chi dinh olmesartan cho bénh nhan bi tic mat.

Tong thoi gian ban thai cta olmesartan bién thién tir 10 dén 15 gid sau khi sir dung lidu
udng lap lai. Trang thai 6n dinh dat dugc sau vai lidu dau tién va khong c6 tich liiy trong 14
ngay sau khi dung liéu lap lai. D6 thanh thai & than khoang 0,5 - 0,7 L/ gi¢ va khong phu
thudc lidu.

Duge djng hoc o doi twgng dic biét

Nguoi cao tudi (> 65 tu01)

O bénh nhan bi téng huyét ap, AUC cua olmesartan ¢ trang thai 6 4n dinh ting khoang 35%
& ngudi cao tudi (65 - 75 tu01) va khoang 44% & ngudi > 75 tudi so véi nhém tudi tré hon.
Nguyén nhin mdt phan c6 thé do su suy giam chitc ndng than & nhém bénh nhan nay.

Suy thin

O bénh nhén suy than, AUC cua olmesartan & trang thai 6 6n dinh tang khoang 62%, 82% va
179% lan lugt & bénh nhén bi suy than nhe, trung binh va ning so véi nhém chimg khoe
manbh.

Suy gan

Sau khi udng liéu duy nhét, gid tri AUC ctia olmesartan cao hon 6% & ngudi suy gan nhe
va 65% & ngudi suy gan vira so voi nhom chimg khoe manh. Sau khi st dung lidu lap lai &
bénh nhan suy gan vira, AUC olmesartan cao hon khoang 65% so véi nhém chimg khoe
manh. Gi4 tri Cmax cia olmesartan giéng nhau gitta nhém chimg khée manh va bénh nhan
suy gan. Olmesartan medoxomil chua dugc danh gid & bénh nhan suy gan néng.

Bénh nhan da den

Téc dung ha huyét ap ctia olmesartan c6 thé it hon & nhitng bénh nhéan da den so v6i nhitng
bénh nhin c¢6 mau da khac.

CHIPINH
Dicu tri tang huyét ap vo can.

7. LIEU DUNG - CACH DUNG

Nguoi lon

Liéu khoi dau théng thuong 1a 10 mg moi ngay mot 1an. Néu bénh nhan khong kiém soat
duoc huyét ap thich hop sau 2 tudn diu tri, lidu co thé tang 1én 20 mg (liéu téi wu). Néu
huyét ap khéng ha, c6 thé tang lidu 1én 40 mg/ ngay hoic dung thém hydrocloroth1a21d

Tac dung chéng tang huyét 4p thuong ghi nhan dugc sau 2 tuan diéu tri, v6i tic dung t6i da
dat duoc sau 8 tudn.

Nguoi cao tudi (> 65 tu01)

Khong can diéu chinh lidu khoi ddu cho bénh nhan cao tudi, néu cin dung lidu dén liéu tbi
da 40 mg/ ngay, can theo ddi chit chd huyét 4p.

L
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Suy thin

Liéu ding t6i da & bénh nhén suy thin nhe dén trung binh (d9 thanh thai creatinin 20 - 60
mL/ phut) 1a 20 mg/ ngay do kinh nghiém st dung lidu cao hon con han ché. Khong
khuyén céo sir dung & bénh nhan suy than ning (d6 thanh thai creatinin < 20 mL/ phut), vi
kinh nghiém con gidi han & nhém bénh nhan nay.

Suy gan

Khong cén diéu chinh liéu & bénh nhan suy gan nhe. O bénh nhén suy gan trung binh, liéu
khoi dau 14 10 mg x 1 14n/ ngay va lidu tdi da khong duoc vuot qua 20 mg x 1 1an/ ngay.
Theo doi chat ché huyet ap va chirc nang than ¢ bénh nhén suy gan dang st dung thubc loi
tidu va/ hoic thudc chéng ting huyét ap khac. Khong cé kinh nghiém sir dung olmesartan
medoxomil & bénh nhan suy than ning, do d6 khong khuyén céo str dung. Khong nén st
dung olmesartan medoxomil & bénh nhan tc mat.

Tré em

Khoéng c6 kinh nghiém sir dung olmesartan medoxomil cho tré em dudi 18 tudi.

Cach dung:

Pé d& tuan thu, khuyén cdo str dung thudc vao ciing mot thoi dlem trong ngay, cung hogc
khong cing v6i thirc &n, vi du nhu vao bita an sang. Nén udng thubc voi mét ly nude.
Khong dugce nhai vién.

CHONG CHI PINH

Qué man véi olmesartan medoxomil hodc bat ky thanh phin nao cua thude.

Ba thang giita va ba thang cudi cta thai ky.

Téc mat.

Str dung chung véi aliskiren & bénh nhén bi dai thdo duong hodc suy than (GFR < 60mL/
phut/ 1,73m?).

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC

Giam thé tich ndi mach

Ha huyét ap c6 triéu chimg, dic biét sau khi sir dung lidu dau tién, c6 thé xdy ra 0 bénh
nhén bi giam thé tich méu v&/ hodc giam natri méu do sir dung thude loi tiéu, ché do an
kiéng it muoi, tiéu chay hoac noén 6i. Phai khéc phuc cac tinh trang nay truée khi cho bénh
nhén str dung olmesartan medoxomil.

Cac tinh trang khac gay kich thich h¢ renin-angiotensin-aldosteron

O bénh nhan c¢6 truong luc mach méau va chirc ning than phu thudc chu yéu trén hoat dong
cta hé renin-angiotensin-aldosteron (vi du nhu bénh nhén bi suy tim sung huyét hodc bi
suy than, bao gobm hep dong mach thén), didu tri v6i cac thube anh hudng dén hé thong nay
c6 thé din dén ha huyét 4p cip, ting nito mau, thiéu niéu hodc hiém khi suy than cp.

Ting huyét ap do thian

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

Suy than va ghép than

Khi st dung olmesartan medoxomil & bénh nhén suy thén, can dinh ky theo doi ndéng do
kali va creatinin huyét thanh. Khong khuyén céo st dung olmesartan medoxomil & bénh
nhéan suy than néng (do thanh thai creatinin <20 mL/ phut). Khong c¢6 kinh nghiém diéu tri
cho bénh nhén vira dugc ghép than hodc bénh nhan suy than giai doan cudi (d6 thanh thai
creatinin < 12 mL/ phut).

Suy gan

Khoéng c¢6 kinh nghiém st dung olmesartan medoxomil & bénh nhan suy gan ndng. Do do
khong khuyén céo sir dung olmesartan medoxomil & ddi tuong bénh nhén nay.

3
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Ting kali huyét

Viée str dung cac thudc anh huéng hé renin-angiotensin-aldosteron cé thé gdy tang kali
huyét.

Nguy co c6 thé tang 1én, tham chi tir vong, & bénh nhan cao tudi, bénh nhan suy thén, bénh
nhén bi dai thao dudng, va ¢ bénh nhén str dung vdi cac thudc khéc c6 thé 1am ting kali
huyét v&/ hodc bénh nhan dang bi bién cb gian phat.

Trude khi dung chung véi cac thube anh huong 1én hé renin-angiotensin-aldosteron, nén
déanh gia loi ich - nguy co.

Yéu t6 nguy co chinh cta tang kali huyét bao gom:

- Dai thao dudng, suy than, trén 70 tubi.

- Str dung mét hodc nh1eu thudc anh hudng 1én hé renin- angiotensin-aldosteron va/ hoac
chit bd sung kali. Mot sb che pham hodc nhom thude ¢ thé gay tang kali huyet mudi thay
thé chua kali, thubc loi tiéu tiét kiém kali, chit tc che ACE, chét dbi khang thu thé
angiotensin II, thuoc chéng viém khong steroid (bao gém chét trc ché COX-2), heparin,
chét trc ché mlen dich nhu cyclosporin hodc tacrolimus, trimetoprim.

- Céc bién cb gian phat, ddc biét 1a mit nude, suy tim mét bu cdp tinh, nhi®m toan chuyen
hoa, giam thém chuc néng than, giam dot ngot chic néng than (vi du: cac bénh nhiém
trung), ly giai té bao (vi du: thleu mau chi cuc b, tiéu co, chan thuong ning).

Khuyén c4o theo dai chat ché ndng d6 kali huyét thanh ¢ nhiing bénh nhén cé nguy co.
Phong bé kép ciia hé thong renin-angiotensin-aldosteron

Phong bé kép he thong renin- angiotensin-aldosteron do sir dung ddng thoi chét wc ché
enzym chuyén angiotensin, chat d6i khang thu thé angiotensin II hodc aliskiren lam tang
nguy co ha huyét ap, tang kali mau va giam chirc nang than (bao gdm suy than cap). Khong
khuyén cdo sir dung dong thoi. Néu cén phai st dung chung, chi nén ding dudi su gidm sat
cta chuyén gia, theo doi chie nang than, chét dién giai va huyét ap thuong xuyén. Khong
nén str dung ddng thoi chét e ché enzym chuyén angiotensin va chit d6i khang thu thé
angiotensin II & bénh nhén suy than do dai thdo duodng.

Lithi

Tuong tw véi cac chit dbi khang thu thé angiotensin II khéc, khong khuyén cdo str dung
olmesartan medoxomil véi lithi.

Hep van dong mach chi va van hai 14, co tim phi dai tic nghén

Gibng nhu cac thube gidn mach khdac, than trong khi chi dinh cho bénh nhan bi hep dong
mach chu hodc van hai 14, hodc bénh co tim phi dai tdc nghén.

Cuong aldosteron tién phat

Bénh nhan cudng aldosteron tién phat néi chung s& khong dép tmg véi cac thubc chong
tang huyét 4p tac dong théng qua su e ché cua hé théng renin-angiotensin. Do do, viéc sir
dung olmesartan medoxomil khoéng khuyén céo & nhitng bénh nhén nay.

Tiéu chay man tinh twong tw Sprue

Trong céc ca hiém gip nghiém trong, tiéu chay man tinh kém véi sut can nhiéu da dugc
bdo c4o & bénh nhén sir dung olmesartan vai thang cho dén vai nam, ¢ thé do phan xa qua
man cham tai chd. Sinh thiét ruot bénh nhan thuong cho thiy teo 16ng rudt. Néu bénh nhan
c6 cac triéu ching nay trong qua trinh diéu tri v6i olmesartan, loai trir cac nguyén nhéan giy
bénh khac. Xem xét nguing olmesartan medoxomil trong truong hgp khong xéc dinh duoc
nguyén nhan gy bénh nao khac. Trong truong hop triéu ching bién mat va bénh duong
rudt tuong tu Sprue dugc xac dinh bang sinh thiét, khong nén diéu tri lai voi olmesartan
medoxomil.

Khac biét ching tje

Gibng nhu cac ché phdm c6 chira chit d6i khang thu thé angiotensin II khéc, tic dung ha
huyét 4p ctia olmesartan medoxomil it hon & bénh nhan da den so v6i bénh nhan mau da
khéc, ¢ thé vi ti 1é cao bénh nhan da den bi tang huyét 4p c6 renin thép.

N4
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Phu nir mang thai

Khong nén st dung chét dbi khang thu thé angiotensin II trong thoi gian mang thai. Trir khi
can thiét phai tlep tuc su dung chat d6i khang thu thé angiotensin II, bénh nhan du dinh
mang thai nén dbi qua thudc chong tang huyét ap khac di dugc chtmg minh an toan cho
phu nit mang thai. Khi duoc chan doan mang thai, nén ngung sir dung chét d6i khang thu
thé angiotensin II ngay va chuyén sang thudc khac.

Khac

Gibng nhu céc tac nhan chong tang huyét ap khéc, ha huyet ap qua muc ¢ bénh nhén thiéu
mau tim cuc b hodc thiéu mau néo cuc bd c6 thé din dén nhdi mau co tim hodc sbc tim.
Phin ng qua min

Phu mat da xay ra & nhitng bénh nhan st dung olmesartan medoxomil. Phan tng, ké ca cac
phan ng phéan vé va/ hodc phu mach khac nhau dd duge bao cdo ¢ nhitng bénh nhan st
dung thubc déi khang thu thé angiotensin II. Than trong & nhitng bénh nhén c6 tién str phu
mach lién quan hoic khéng lién quan dén chat e ché ACE/ thubc d6i khang thu thé
angiotensin II.

Dang bao ché két hgp

Khi olmesartan medoxomil dugc két hop véi amlodipin hodc hydroclorothiazid trong cac
dang bao ché phdi hop ¢b dinh lidu, cac luu y, chéng chi dinh va twong tic cla céc thudc sir
dung ddng thoi nay cling phai duoc xem xét khi st dung.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

St dung chét dbi khang thu thé angiotensin II khong khuyen c4o trong ba thang dau thai ky
va chdng chi dinh trong ba thang gilta va ba thang cu6i thai ky.

Bang chung dich t& hoc lién quan dén nguy co gdy quai thai khi st dung chét trc ché ACE
trong ba thang diu thai ky van chua dugc két luan, tuy nhién khong thé loai trir kha nang
lam téng nhe nguy co. Trong khi khong c6 dit liéu vé dich t& hoc ¢ kiém soat vé nguy co
ctia chat dm khang angiotensin II, nguy co tuong tu c6 thé xay ra trong nhém thube nay.
Trir khi can thiét phai tlep tuc sir dung chét e ché thu thé angiotensin, bénh nhéan du dinh
¢6 thai nén chuyén qua diéu tri bang thudc chdng ting huyet ap khac da dugc xac dinh la st
dung an toan khi mang thai. Khi phat hién c6 thai, ngimg didu tri voi chit dbi khang thu thé
angiotensin II va néu c6 thé nén bit ddu diéu tri bang thude khac.

St dung chét dbi khang thu thé angiotensin II trong ba thang gifra va ba thang cubi thai ky
da xac dinh gay hai cho thai nhi (gidm chuc nang thén, thiéu 6i, giam cbt hoa xuong so) va
doc tinh cho tré so sinh (suy than, ha huyét 4p, ting kali huyét).

Néu sir dung chit d6i khang thu thé angiotensin II trong ba thang giita cua thai ky, khuyen
cdo siéu am kiém tra chitrc nang than va hop so thai nhi. Tré sinh ra c6 me st dung chat dbi
khang thu thé angiotensin II nén duoc theo ddi kha ning ha huyét ap.

Thoi ky cho con bu )

Vi khong c6 thong tin lién quan dén st dung olmesartan medoxomil ¢ phu nit cho con bu,
khéng khuyén cao stir dung cho phu nit cho con bt va nén str dung céc thuoc da duge chiung
minh an toan khi cho con bu, ddc biét trong thoi gian tré maoi sinh.

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

Olmesartan medoxomil c6 tdc dong it va trung binh 1én kha ndng lai xe va van hanh may
moc. Chéng mat va mét modi doi khi co thé xay ra & bénh nhan dang st dung chat chong
tang huyét ap, co thé gay anh huong dén kha nang phan xa.

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

TAC KHAC
Tdc dung ciia cdc thudc khdc Ién olmesartan medoxomil
Cdc thudc chong ting huyét ap khdc
v
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Téc dung ha huyét 4p ctia olmesartan medoxomil c6 thé ting 1én khi str dung chung véi cac
thubc chdng tang huyét 4 ap khac.

Chdt tec ché enzym chuyén angiotensin (ACEI), chdt irc ché thu thé angiotensin II hodc
aliskiren

Dir liéu 1am sang cho thdy phong bé kép hé thong renin-angiotensin-aldosteron (RAAS) khi
st dung két hop ACEL chét d’01 khang thu thé angiotensin II hodc aliskiren lam ting tdn
sudt tac dung khong mong mudn nhu ha huyét ap, ting kali mau va giam chirc ning than
(bao gom suy than cip) so Vi viée str dung riéng 1€ cac thubc tac dong 1én RAAS.

Chdt bé sung kali va thudc loi tiéu kiém kali

Dua trén kinh nghiém s dung cac thudc tdc dong 1én hé théng renin-angiotensin-
aldosteron, str dung chung voi thudc loi tiéu gifr kali, chét bd sung kali, mubi thay thé chta
kali hodc cac thudc khéc c6 thé lam ting nong do kali mau (vi du: heparin) c6 thé din dén
tang nong d6 kali huyét thanh. Khong khuyén cdo sir dung chung céc thude ké trén.

Thubc chong viém khong steroid (NSAIDs)

NSAIDs (bao gdm acid acetylsalicylic & liéu > 3 g/ ngay va chét tc ché COX-2) va chét
d6i khang thu thé angiotensin II c6 thé c¢6 tac dung hiép déng gdy giam chic niang loc cau
than, c6 thé dan dén suy than cép. Theo doéi chirc nang than bénh nhan khi bét dau diéu tri
cling nhu can phai theo ddi viée bu nude clia bénh nhén.

Ngoai ra, viéc s dung chung v6i NSAIDs cling lam giam mdt phén tac dung chéng ting
huyet ap cua chét dbi khang thy thé angiotensin II.

Thudc gdn acid mdt colesevelam

St dung ddng thoi thude gén acid méat colesevelam hydroclorid 1am giam ndng do thudc
trong mau va ndng d6 dinh cta olmesartan, giam Ti. Str dung olmesartan medoxomil it
nhét 4 gio trude khi sir dung colesevelam hydroclorid dé giam tuong tac thude.

Cdc thuoc khdc

Sau khi diéu tri v6i antacid (nhém/ magnesi hydroxyd), c6 su giam dang ké sinh kha dung
cta olmesartan.

St dung chung véi digoxin va warfarin khong anh huong dén dugc dong hoc cta
olmesartan.

Tdc dung ciia olmesartan medoxomil Ién cdc thudc khdc

Lithi

Tang ndng d lithi huyét thanh va doc tinh lithi da dugc béo cdo trong qué trinh ding dong
thoi lithi v6i thube dbi khang thu thé angiotensin II, bao gdm ca olmesartan medoxomil.
Khéng khuyén cdo str dung chung. Néu cin thiét phai ding chung, theo doi nong do lithi
huyét thanh.

Cdc thubc khdc

Céc thube dd duoc nghién ciru trén 14m sang bao gdm warfarin, digoxin, antacid (magnesi
hydroxyd va nhém hydroxyd), hydroclorothiazid va pravastatin. Khong quan sat thiy
tuong tac nao dac biét va olmesartan medoxomil khong anh huong dén dugce dong hoc va
dugc luc hoc ctia warfarin, digoxin.

Trén lam sang, olmesartan khong c6 tic dung tic ché hé enzym cytochrom P450 1A1/2,
2A6, 2C8/9, 2C19, 2D6, 2E1 va 3A4 in vitro, khdng c6 hodc tac dung cam tmg thdp nhit
trén hé cytochrom P450 & chudt. Khong cé tuong tac trén lam sang gifta olmesartan va céc
thudc chuyén hoa boi hé théng cytochrom P450.

11. TAC DUNG KHONG MONG MUON

Cic tac dung khong mong mudn theo tin suit va hé co quan

Thuong gap, 1/100 <ADR < 1/10

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

Thén kinh: Chong mit, nhirc dau.
H6 hap: Ho, viém phé quan, viém hong, viém miii. ﬁ'(/
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Tiéu héa: Dau bung, tiéu chay, kho tiéu, tiéu chay nhiém khuan, budn non.
Co xuong khép: Viém khop, dau lung, dau co.

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

Toan than: Pau nguc, mét moi, triéu chimg gidng ctum, dau, phii ngoai bién.
It gap, 1/1.000 <ADR < 1/100

Hugé't hoc: Giam tiéu cau. 3

Mién dich: Phan Gng qua man.

Tién dinh: Chéng mt.

Tim mach: Dau that nguc.

Tiéu hoa: Non 6i.

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

Co xuong khép: Dau gan.

Toan than: Suy nhugc, phu mét, kho chiu.

Hiém gap, 1/10.000 < ADR < 1/1.000

Chyyén hoa: Tang kali huyét.

Tuan hoan: Ha huy¢ét ap.

Da: Phu mach.

Co xuong khop: Co co. )

Tiét niéu: Suy thén, suy than cap.

Toan than: Hon mé.

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

Tiéu héa: Tiéu chay man tinh triéu chimg nhu Sprue.

Thude c6 thé gdy ra cdc tac dung khong mong muédn khdc, khuyén bénh nhdn théng bdo
cde tdc dung khong mong muon gdp phdi khi ding thuéc.

12. QUA LIEU VA CACH XU TRi
Dir ligu li€n quan dén qué liéu & ngudi con han ché. Cac biéu hién thuong gap nhét khi qua
liéu 1a ha huyet ap. Trong truong hop qué lidu, theo ddi bénh nhan cén thén, diéu tri triéu
chting va hd trg.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qué lidu chi dinh.

14. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG
Diéu kién bdo quén: Dé thube noi khd rdo, tranh 4nh sang, nhiét do khong qua 30°C, va
ngoai tim vdi cta tré em. )
Han dung: 36 thang ke tir ngay san xudt.
Tiéu chuan chat lwgng: Tiéu chuan USP + TC NSX.

15. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

San xudt tai:
DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Budng D17, Khu cdng nghi¢p My Phudce 1, Phuong Théi Hoa, Thi xa Bén Cét,
Tinh Binh Duong, Viét Nam

Dién thoai: 0274 - 3567687  Fax: 0274 - 3567688
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16. NGAY XEM XET SUA DOI, CAP NHAT LAI NOFTL
THUOC ;

TUQ. CUC TRUCNG

TRUONG PHONG

2 X QTN
/@t{oyw fmfz/ ting

i
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