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HUONG DAN SU DUNG THUOC

Rx
1. Tén thudc: LISUSJTA
2. Cic ddu higu ru § va khuyén cdio khi diing thudc:
“Thudc ndy chi ding theo don thude”
“Khong dugce tiém”
“D¢ xa tam tay tr¢ em”
“Boc k§ hudng dan sir dung trieée khi dung”
3. Thanh phan cong thire thudc: Ze0039140,8
Thanh phédn dioc chét: Dung dich udng chira: NG TY
Lisinopril dihydrat trong trng voi 1151 apinf; P,, A

(W/v)

Duoec chit Ham lwgng trong mét on ?ﬁol/ meﬁ AM J* )
' Ong/gdi sml | Ongledi 10ml hat\L60mi}, TN i 150ml
Lisinopril 5mg 10 mg 100\%@; e 27150 mg
Thanh phdn 14 dwoc: Acid citric, natri citrat, natri benzoat, dung dich sotbitol, sucralose,
nurde tinh khiét.

4. Dang bao ché: Dung dich udng.

M6 ta dang bao ché: Dung dich trong khong mau dén hoi tring duc, mui thom, vi ngot.

5. Chi dinh:

Tang huyét dp

LISUSJTA dugc chi dinh dé diéu tri ting huyet ap 0 nguoilonva ue em tir 6 {udi tré 1én. Ha
huyét 4p 1lam giam nguy co tir vong va cac bién ¢b tim mach khong géy tir vong, chu yéu 1a
dot quy va nhdi mau co tim. Nhu’ng tac dung nay di duoc thiy trong cc thir nghiém cé dbi
chirng ciia cic nhém thudc ha huyét 4p khac nhau.

Kiém soat cao huyét ap 1a mot phin cua kiém sodt toan dién nguy co tim mach, bao gdm
kiém sodt lipid, kiém soat bénh tiéu duong, diéu tri chdng huyét khéi, cai thube 14, tip thé
duc va han ché lwrong natri. Nhidu bénh nhan s& yéu ciu nhidu hon 1 loai thudc dé dat dwoc
muyc tiéu ha huyét ap. Pé dugc tu van cy thé vé muyc tiéu va cach diéu tri, xem cic huéng
dn da dugc ban hanh, vi du nhw cac hudng dan cua Uy ban Diéu phoi Chuong trinh Gido
duc Cao huyét 4p Quéc gia (NHBPEP), uy ban Hon hgp Qudc gia chung vé Phong ngira,
Phat hién, Panh gia va Diéu tri Tang Huyét ap" (]N ).

Nhiéu loai thuéc ha huyét 4p khac nhau thudc nhiéu nhém dugc 1y va véi cic co ché tac
dung khdc nhau di dwoc ching minh trong c4c thir nghiém ngiu nhién c6 d6i chimg dé lam
giam ty 1& mic bénh va t vong do tim mach, va c6 thé két luan ring tdc dung ha huyét 4p
la gop phén 16n cho nhlrng loi ich dé, chi khong phai mét sb tac dung dwoc Iy khic cua
thudc. Cac loi ich 16n nhat va nhat quan nhat vé tac dung trén tim mach 1a giam nguy co dot
quy; giam nhdi mau co tim va tir vong do tim mach ciing dwoc quan sat thiy thudng xuyén.
Ting huyét 4p tAm thu hoic tim tmo’ng lam ting nguy co tim mach va nguy co tuyét doi
ting trén mdi mmHg 16n hon ¢ huyét ap cao hon, do do. ngay ca mirc giam vira phai cua
ting huyét 4 ap nghiém trong cling c6 thé mang lai 1gi ich dang ké. Giam nguy co tuong doi
cua ha huyet 4p 1a twong ti giita cac quan thé vdi rai ro tuyét doi khac nhau, vi vy loi ich
tuyét doi 1 16n hon & nhirng bénh nhin cé nguy co cao hon khéng phy thudc vao tinh trang
ting huyét ap cua ho (vi dy bénh nhan mic bénh tiéu dudng hoic ting lipid miu) va nhitng
bénh nhin nhu viy cé kha niing s& dugc diéu tri tich cuc 1ot hon dé dat diroc muc tiéu ha
huyét ap.

Mot s6 loai thudc ha huyét ap co tac dung ha huyét 4p kém hon (dudi dang don tri licu) &
nhém bénh nhan da den, va nhiéu loai thubc ha huyét 4p co chi dinh va tac dyng bd sung di
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dugc phé duy¢t (vi du nhu dau thit ngue, suy tim, hogc b¢nh than do tiéu duong). Nhirng

thudc ndy c6 thé dwoc xem xét dé hudng din Ira chon lidu phép.

LISUSITA c6 thé dugce sit dung don doc hoiic két hop véi cac thuée ha huyét 4p khic.

Suy tim

LISUSITA duoc chi dinh dé giam cac diu hiéu va tridu chimg cua suy tim tAm thu.

Gidm ty Ié tir vong trong nhdi mdu co tim cip tinh

LISUSITA duoc chi dinh dé glam ty 1€ tir vong trong diéu tri huyé 1 Apnganidiihbénh nhan

trong vong 24 gi¢ ké tir khi bi nhoi mau co tim cap. Bénh nhén peivdune cq phuyng phap

diéu tri tiu chuin dwgc khuyén nghi nhir thue 1am tan huyét khpi, aspiri :

beta néu thich hop.

6. Cich dung, li¢u ding

6.1. Cich dung: Thudc ding dudng udng.

6.2. Lidu dung:

Tdng huyét dp

Nguwoi Ion

Picu trj ban diu ¢ nguoi 16n: Licu khoi dau dugc khuyén céo 1a 10 mg lisinopril, uéng 1

14n/ ngay. Diéu chinh liéu hrong can thiét theo dap rng huyét ap Pham vi lidu lwong thong

thuong 1a 20 - 40 mg lisinopril mdi ngdy ding mot liéu duy nhat hang ngay. Liéu 18n dén

80 mg lisinopril méi ngay di dugc sir dung nhung dudng nhu khéng mang lai hiéu qua cao

hon.

Sir dung voi thude loi tiéu & nguoi lon

Néu huyét 4p khong duoc kiém soat chi véi LISUSITA, ¢6 thé thém mét lidu thudc loi tiéu

thap (vi du hydroclorothiazid 12,5 mg). Sau khi bd sung thudc 1gi tiéu, cé thé giam liéu

LISUSJTA.

Liéu khéi diu khuyén cdo ¢ nguoi 16n bi ting huyét ap ding thudc loi tiéu 1a 5 mg mét lan

moi ngay.

Tré em tir 6 tudi tro 1én bi tong huvét dp

Doi véi tré em c6 mirc loc cAu thin > 30 ml / phat / 1,73m?, liéu khéi diu kKhuyén cdo 1a

0,07 mg mdi kg (tong cong 1én dén 5 mg lisinopril) udng 1 1an/ ngay. Liéu dung nén dugc

diéu chinh theo dap {rg trén huyét ap, 1én dén liu t6i da 1a 0,61 mg/ kg (1én dén 40 mg

lisinopril mot 14n mdi ngdy. Lidu trén 0,61 mg mbi kg (hodic virgt qui 40 mg lisinopril) chura

dugc nghién ciru ¢ tré em.

LISUSJTA khong dugc khuyén cdo sir dung & tré em dudi 6 tudi hodc bénh nhin tré em cé

mirc loc cAu than < 30 ml / phit / 1,73m?

Suy tim

Liéu khéi dau duoc khuyén cdo cho LISUSJTA, khi duoc sir dung v6i thude 1o tiéu va

digitalis nhw liéu phap bo tro cho suy tim tim thu 13 5 mg lisinopril, uéng 1 1an/ ngay. Liéu

khéi dau khuyén c4o ¢ nhém bénh nhin suy tim bi ha natri mau (natri huyét thanh < 130

mEq /1) 14 2.5 mg lisinopril x 1 14n / ngdy. Tang khi dung nap 18n tdi da 40 mg lisinopril x

1 1an/ ngay.

Liéu ‘ghui()c 1oi tiéu co thé dwgc diéu chinh dé giup giam tinh trang giam thé tich tuan hoan,

c6 thé gép phan vao ha huyét ap. Sy xuat hién ha huyét ap sau liéu LISUSJTA ban diu

khong loai trir ca lidu dd didu chinh tiép theo dé, sau khi kiém sodt hidu qua tinh trang ha

huyét ap.

Gidm ty Ié tit vong trong nhdi mdu co tim cip tinh

Liéu ban déu

O nhitng bénh nhan cé huyét dong 6n dinh trong vong 24 git sau khi bét diu co cac tridu

chirng nhdi mau co tim cAp tinh, cho ubng 5 mg lisinopril, tlep theo 1a 5 mg lisinopril sau

24 gid, va sau d6 10mg lisinopril 1 1an/ ngay. Liéu dung nén tiép tuc trong it nhit sau tuin. O
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nhitng bénh nhan c6 huyét 4p tdm thu thap (< 120 mmHg va > 100 mmHg), trong 3 ngay
déu sau khi bt dau diéu tri dung 2.5 mg lisinopril 1 140/ ngay va diéu chinh lidu dua trén
kha ning dung nap.

Liéu duy tri

Licu duy tri thong thuong 1a 10 mg lisinopril x 1 1an/ ngay. Néu O] huyet ap tam
thu < 100 mmHg) xdy ra trong khi dleu tn duy tri, dung 5 mg lisiAcp: A/ rgdy véi mic
glam tam thoi dén 2,5 mg lisinopril néu cAn. Néu xay ra tinh trafig ) gg]my;tf ﬁp 40

4p tam thu < 90 mmHg hon 1 gi®), nén ngirng sir dung LISUSITA. i prAN
mmt PHP«M

Liéu ditng 6 bénh nhan suy than
th)ng can diéu Chinh liéu LISUSJTA Gbénh nhan co do than thai

g, 'n a la tang huyét
ap dung 5 mg lisinopril x 1 1an / ngay: suy tim tAm thu ding 2,5 mg lisinopril x 1 lan/ ngay
va nhdi mau co tim cap dung 2.5 mg lisinopril x 1 1an / ngay. Tang liéu khi dung nap 18n tbi
da 40 mg lisinopril m&i ngay. P4i véi bénh nhan chay thin nhin tao hodc dd thanh thai
creatinin < 10 ml / phit, liéu khéi diu dwgc khuyén cdo 1 2,5 mg lisinopril x 1 14n / ngay.
7. Chong chi dinh:

LISUSJTA chong chi dinh & nhirng bénh nhén:

- Tién sir phu mach hoiic qua mén lién quan dén viéc diéu tri trude do bang thudc e ché
men chuyén angiotensin.

- Phi mach di truyén hodc vé cin.

- Khong dung dong thdi LISUSITA véi aliskiren & bénh nhén tiéu duong (xem Twong tdc
cra thuc;c)

- Chong chi dinh két hop véi chat e ché neprilysin (vi du: sacubitril). Khong dung
LISUSITA trong vong 36 gid sau khi chuyén sang hodc tir sacubitril/valsartan, mot chat trc
ché neprilysin.

licu ban dau cua LISUSITA dén mot nira lidu khuy ¢n cao thong thuong

8. Cianh bdo va thin trong khi diung thude

DPéc tinh déi véi thai nhi

St dung cic loai thude tic dong 18n hé thdng renin-angiotensin trong 3 thang gitra va 3 thang
cudi cia thai ky 1am giam chirc ning than ciia thai nhi, ting ty 1€ méic bénh va tir vong ¢ thai
nhi va tre so sinh. )

Két qua 1a thiéu 6i c6 thé lién quan dén giam san phoi va cac bién dang xwong cua thai
nhi. Céc tic dung phu tiém 4n & tré so sinh bao gdm giam san hdp so, vo nicu, ha huyét ap.
suy thin va tir vong. Khi phat hién cé thai, hiy ngimg LISUSITA cang sém cang tot.
Phdn ving phit mach va phdan vé

Phit mach

Phit mach ddu va cé

Phu mach ¢ mdt. tr chi, moi, ludi, thanh mén va/ hodc thanh quan, bao gom mot s0 trueong
hop tir vong, da xay ra ¢ nhirng bénh nhan dwoc diéu tri bing thudc e ché men chuyén
angiotensin, bao gom lisinopril vao bat ky luc nao trong qua trinh diéu tri. Bénh nhan ¢6
bénh lién quan dén ludi, thanh mdn hodc thanh quan c6 kha niing bi tic ngh&n dudng thg,
diic biét 13 nhitng ngudi c6 tién sir phau thuit dwong tho. Nén ngimg dung llsmopnl ngay
1ap tirc, diéu trj thich hop va theo ddi can dugc tién hanh cho dén khi giai quyét dugce diy
du va 6n dinh cac diu hiéu va tridu chirng ctia phit mach di xay ra.

Bénh nhén ¢6 tién st phit mach khong lién quan dén diéu tri bing thube lrc ché men chuyén
co thé tang nguy co phu mach khi dung thudc Gtc ché men chuyén (xem Chong chi
dinh). Thudc trc ché men chuyén c6 lién quan dén ty 18 phu mach & ngudi da den cao hon
so voi nguoi khong da den.
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Bénh nhan dung dong thdi thude e ché men chuyén va mTOR (nhom trc ché muyc tiéu cua

rapamycin ¢ dong vat c6 vu) (vi du temsirolimus, sirolimus, everolimus) cé thé 1am ting

nguy co phi mach.

Phit mach ruét

Phii mach ruot da xay ra ¢ nhirng bénh nhan duge didu tri bang thuéc we ché men

chuyén. Nhitng benh nhan ndy c6 biéu hién dau bung (c6 hoic khong co buon nén hodc

ndn); trong mdt so tredng hop khong c6 tién sir phit mach mit trude-dd va nong do C-1

esterase binh thlm’ng Trong mot so tm’o’ng hop, phu mach d \* bang cac x¢t
. wthirng duoc

giai quyét sau khi ngirng thudc vic ché men chuyén.
Phan 1ing phan vé i
Phan :mg phc"m vé tron,q qua mnh g:a: man cc"zm

i dung thubc
trc ché men chuyén bj phﬂn rng phan v¢ de doa tinh mang kéo da1
Phan 1ing phan vé trong qud trinh loc mdu

Phan trng phan v¢ dot ngot va co kha nang de doa tinh mang da xay ra ¢ mot ) bénh nhan
dang loc mau véi mang thong lrong cao va duoc diéu tri dong thdi véi thude tre ché men
chuyen Trong trudng ho'p nhw vy, bcnh nhan phai ngung loc mau ngay 1ap tirc va phal bat
dAu diéu tri tich cuc cAc phan (g soc phin vé. CAc triéu chirng da khong thuyén giam béi
thudc khang histamin trong nhitng cic truong hop. O nhu:ng bénh nhan nay. nén cin nhic
loc mau dung loai mang loc khac hodc dung mot nhom thudc ha huyét 4p khac. Phan irng
phan v¢ cling di dugc duoc bao cdo ¢ nhirng bénh nhan trai qua qua trinh phin tach
lipoprotein mat dd thap bang dextran sulfat.

Suy gidam chirc ndng than

Theo ddi chirc ning than dinh ky ¢ nhirng bénh nhan dwgc diéu tri bing lisinopril. Nhitng
thay déi chirc ning than bao gdm ca suy than cap tinh c6 thé do thude trc ché hé thong renin-
angiotensin. Nh'tmg bénh nhéin c6 chirc ning thin c6 khi nang phy thudc mdt phan vao hoat
dong cua hé thdng renin angiotensin (v1 du bénh nhin hep dong mach than, bénh than man
tinh, suy tim sung huyét ning, sau nhoi mau co tim hodc suy giam the tich) co thé dic biét
phat trién nguy co suy than cap vgi l1smoprll Can nhic ngimg diéu tri & nhitng bénh nhin
bi suy giam chirc niing thin dang ké vé mit 1am sang véi lisinopril.

Hg huyét dp

Lisinopril co thé gay ha huyet 4p c6 tridu chirng, doi khi phirc tap do thiéu niéu, tang ur®
huyét tién tnen suy than cap hoac tir vong. Nhirng b¢nh nhan c6 nguy co ha huyét ap qua
mirc bao gém nhitng tinh trang sau: suy tim v6i huyét 4p tim thu dudi 100 mmHg, bénh tim
thiéu méu cuc b, benh mach mau nio, ha natri mau, liéu phap loi tiéu liéu cao, thim tich
than hodc suy giam thé tich va / hoac mudi nghiém trong do bat ky nguyén nhan nao.

O nhirng bénh nhan nay, nén bat dau dung lisinopril dudi sy gidm st y té chit ché va bénh
nhan nén dwoc theo ddi chit chd trong hai tudn déu diéu tri va bat cir khi nao tﬁng lidu
lisinopril va / hodc thuoc 1gi tiéu. Tranh st dung lisinopril & nhirng bénh nhan huyét dong
khong 6n dinh sau nhdi mau co tim cap

Ha huyet ap co tri¢u chirng ciling c6 thé xay ra ¢ nhirng bé¢nh nhan bi hep hodc phi dai dong
mach chu ning hodc bénh co tim phi dai.

Phéu thudt / Gay mé

¢} nhirng bénh nhan trai qua cudc phau thuat 1én hoiic trong khi gdy mé véi cic tac nhan gay
ha huyét ap, lisinopril ¢6 thé ngan chan sy hinh thanh angiotensin II thir phat do phong thich
renin bu trir. Néu x4y ra ha huyét 4p va dwoc coi 12 do co ché nay, né c6 thé dwoc diéu chinh
bing s tAng thé tich.

Tdng kali mau
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Kali huyét nén duge theo dai dinh ky & nhitng bénh nhan /dung lisinopril. Thudc trc che h¢
théng renm-anglotensm c6 thé gay ting kali huyét. Cac yeu t6 rai ro cho sur phat trién t{lng
kali mau bao gom suy than, d4i thdo dudng va sit dung dong thoi thudc lgi tiéu giit kali, chat
b6 sung kali va / hoic chat thay thé mubi c¢o chia Kali (xem Tiwong tdc ciia thuoc).

Suy gan

Thudc e ché men chuyen ¢6 lién quan dén h01 chitng bit dau !.: da 1r mat hodc
viém gan va tién trién thanh hoai tir gan t6i cAp va déi khi tix4: Co<hes
nay chwa dwgc biét. Bénh nhan dung thudc (¢ ché men chfe bﬂﬁﬁn@’ I
gan 1o rét nén ngimg thude trc ché men chuyén va diéu tri !tlndl’i‘ﬁ
Str dung cho tré em pudc P AM
T4c dung ha huyét 4p va tinh an toan ciia lisinopril da duoc thiek yenl T
6 i dén 16 wdi (xem Céch ding, liéu ding). Khong c6 sy Khiigecs it quan nao dugc
x4c dinh giira tac dung khong mong mudn giira bénh nhin tré em va b cnh nhan nguoi 1on,
Tinh an todn va hiéu qua cua lisinopril chua dugc thiét 1ip ¢ bénh nhin tré em dudi 6 tudi
hoiic & bénh nhan tré em c6 miic loc cAu thin < 30 ml/ phit / 1,73 m? (xem Cdch dimg, liéu
ding).

Tré so sinh ¢o tién sk tiép xic voi lisinopril trong tir cung

Néu xay ra thiéu ni¢u hodc ha huyét ap, cin hudng t&i sy ho trg huyét ap va sy twéi mau
qua than. Thay mau hoic loc mau cé thé dwoc yéu ciu nhir mot bién phap dio ngwoc ha
huyét ap va / hoiic thay thé cho rdi loan chirc ning than.

Sie dung cho ngwéi cao tudi

Khéng can diéu chinh li¢u lisinopril & ngudi cao tudi. Trong mdt nghién ciru 1am sang véi
lisinopril & bénh nhan nhdi mau co tim (thir nghiém GISSI-3), 4413 (47%) tlr 65 tudi tré
1én, trong khi 1656 (18%) tir 75 tudi tro 18n. Trong nghién ctru nay, 4,8% bénh nhan tir 73
tudi trd 1én phai ngieng diéu tri voi lisinopril vi réi loan chic ndng thin so vdi 1,3% bénh
nhan dudi 75 tudi. Khong cé sy khic biét nao khac vé do an toan hodc hidu qua durge quan
sat thiy giita ngudi cao tudi va ngudi tré hon, nhung khong thé loai trir d6 nhay cao hon &
mot sO ngudi cao twoi.

Chiing toc

Céc cht trc ché ACE, bao gom lisinopril, it anh hrong dén huyét ap ¢ bénh nhéan da den
hon & bénh nhin khong phai da den.

Suy thin

Can di¢u chinh li¢u lisinopril & nhitng bénh nhan dang chay than nhan tao hoic nhitng bénh
nhin ¢é do thanh thai creatinin < 30 ml / phat. Khdng can diéu chinh liéu lisinopril ¢ bénh
nhin c6 dd thanh thai creatinin > 30 ml / phut (xeim Cdch dimg, liéu ding).

* Cdnh bdo vé cdc thanh phén khdc ciia sdn phim

- Natri benzoat: C6 thé gay phan g di (g,

- Sorbitol: Cé thé gay tidu chay.

9. Str dung thudc cho phu nir ¢6 thai vi cho con ba

- Phu nit co thai:

Tom (it rili ro:

Lisinopril ¢6 thé gay hai cho thai nhi khi dung cho phu nir ¢6 thai. Swr dung céc loai thude
c6 tdc dung trén hé thdng renin-angiotensin trong 3 thang gitta va 3 thdng cudi cua thai ky
lam giam chirc ning thin cua thai nhi, 1am ting ty 1€ mac bénh va tir vong cia thai nhi va
tr¢ so sinh. Hau hét cac nghién ciru dich t& hoc ki¢m tra céc bat thuong cua thai nhi sau khi
tiép xuc véi viéc sir dung thude ha huyét ap trong ba thang dau khong phan biét thudc anh
hwang dén hé théng remn-anglotensm v6i thube ha huyét ap khic. Khi phat hién cé thai,
nging dung lisinopril cang sém cang t6t.
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Chura biét dwoc nguy co wéc tinh cua cac di tit bam sinh nghiém trong va say thai doi véi
cac nhém quin thé. Trong quin thé Hoa K¥ néi chung, nguy co wdc tinh cia di tt bAm sinh
nghiém trong va say thai trong cac thai ky duoc cong nhin trén 1am sang twong tmg 1a 2-
4% va 15-20%.

Cdn nhdc tr:én ldm sang

Ting huyét 4p trong thai ky 1im ting nguy co me bi tién san/g; 1ghai ky, dé non
\ ; - A - o . A A N 2 4 < ' AL r 5
va cac bicn chirng sau de (vi du: can mo lay thai va xuat huj Téis \ huySt ap lam

tang nguy co thai nhi bi han ché phét trién trong tr cung ¥ ‘:h?ﬁ g&w . Phy nir ¢
thai bi ting huyét 4p cin duoc theo dai cAn than va duwoc didi -.- u‘ﬂ

Phan zmg €6 hai Irén tha: nh: / tré so smh

‘hig aifgiotensin trong 3

thang giita va 3 thang cudi cua thai ky c6 thé dan dén nlumg hau qué sau: giam chirc ning
than ca thai nhi din dén vo niéu va suy than, giam san phoi thai nhi va bién dang xuwong,
bao gdm gidm san hop so. ha huyét 4p va tir vong. Trong tm(mg hop bat thuong ma khong
c6 liéu phap diéu tri thay thé thich hop bang cac loai thude tic dong trén h¢ thong renin-
anglotensm cho mdt bénh nhin cy thé, can thong bao cho nguwdi me vé viée ¢b nguy co tiém
an cho thai nhi.

Tién hanh cac 14n siéu am nbi tiép dé danh gia moi truong trong nuwoc 0i. C6 the kiém tra
thai nhi du:a trén tudn cua thai ky. Bénh nhin va bac si nén luu ¥ mng viéc thiéu 6i do co thé
khong xuat hién cho dén khi thai nhi di duy tri tinh trang bi ton thuong khong hoi phuc.
Theo ddi chit chg tré so sinh ¢6 tién sir tiép xic véi lisinopril trong tir cung dé biét ha huyét
4p, thiéu niéu va ting kali huyét. Néu thiéu niéu hodc ha huyét 4p xay ra & tré so sinh ¢ tién
sir tiép xuc voi lisinopril trong tir cung, cin hd tro huyét dp va tudi mau than. Thay mdu
hoic loc mau cé thé dwoc yéu cau nhe mot bién phip dao nguoc ha huyét ap va / hoic thay
thé cho 6i loan chirc ning than.

- Phu nit cho con bi:

Tom tdt riii ro:

Khong c6 dir liéu vé sy cd miit cua lisinopril trong sita me hoiic anh huéng cua lisinopril
trén tré so sinh b sita me hodc trén si tiét sira. Lisinopril c6 mit trong sita chudt dang cho
bu. Do ¢6 kha ning xdy ra cac phan irng c6 hai nghiém trong ¢ tré so sinh bu sita me, phy
nit khong nén cho con bi trong khi diéu tri bing lisinopril.

10. Anh hwdéng chia thuoc 1én kha ning lai xe, vin hanh may méc:

Khi 14i x¢ hay van hanh may méc phai chii y chong mit va mét moi déi khi cé thé xay ra.
11. Twong téic, twong Ky ciia thube

* Twong tic ciia thudc:

Thudc loi tiéu

Bat diu dung lisinopril & bénh nhin dung thudc lgi tiéu c6 thé din dén ha huyét 4p qua
mirc. Kha ning ha huyét ap véi lisinopril ¢ thé dwoc giam thiéu bing cdch giam hodic ngimng
thudc 1¢i tiéu hoiic ting lwgng mudi An vio trede khi bit diu diéu tri bing lisinopril. Néu
khong dugc, can giam liéu ban diu cua lisinopril (xem Cdch dimg, liéu ding va Canh béo
va than trong khi diing thuéc).

Lisinopril 1am giam sw mat kali do thudc loi tiéu loai thiazid. Thudc loi tidu giit kali
(spironolacton, amilorid, triamteren va nhing thudc khac) cé thé 1am ting nguy co ting kali
mau. Do do, néu chi dinh sir dung dong thoi lisinopril véi cic thudc nay. bénh nhin can
duoc theo doi kali huyét thuong xuyén.

Thudc chong ddi thdo dwong

Dung dong thoi LISUSITA véi thude diéu tri dai thao dudmg (insulin, thude ha dudmg huyeét
dudng udng) co thé gy ting tic dung ha dwong huyét voi nguy co ha duong huyét.
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Cic thubc chéng viém non - steroid bao gom thuéc iec ché Cyclooxygenase-2 cé chon loc
(Thubc tec ché COX-2)

0] nhung bénh nhan cao tudi bi suy giam thé tlch (bao gdom ca nhirng ngudi dang diéu tri
bang thude loi Ueu) hoiic ¢o chic ning than bi ton thucmg, si dung dong tho’l NSAID, bao
gom thube rc ché COX-2 ¢6 chon loc véi thuoc {rc ché men chuyén, bao gdm lisinopril, ¢6
thé din dén suy giam chirc ning than, bao gdm ca suy than cép. Nhung tac dong nay thuong

hoi phuc. Theo ddi chirc niing thin dinh ky & nhitng bénh nhan d o didy (ri bang lisinopril
va NSAID.

T4c dung ha huyét ap cua thude (rc ché men chuyén, bao bi giam do
NSA!D. ] <

Thuoc phong téa kép hé thong Remn-Angmtensm (RAS) |

Str dung thuoc phong t6a kép RAS véi thudc chen thy the hn [ iy uc ché men
chuyén hoic aliskiren lién quan dén ting nguy co ha huyét ‘.‘-. Angialitmg
chirc niing thin (k& ca suy thin cAp) so v6i don tri lidu.
Thir nghiém VA NEPHRON trén 1448 bénh nhin tiéu dudng tuyp 2, chi s6 albumin niéw/
creatinin va giam toc do loc cau than wdc tinh (GFR 30 dén 89.9 ml / phut). ngiu nhién héa
ching thanh lisinopril hodc gia duge trén nén lidu phap losartan va da theo déi ho trong thei
gian trung binh 13 2,2 nim. Bénh nhén dung két hgp losartan va lisinopril khong c6 bét ky
loi ich nio hon so véi don tri liéu cho két hop cua sy giam do loc cAu than, bénh than giai
doan cudi hoiic tir vong, nhung gia ting ty 1& ting kali mdu va chin thuong than cip so voi
nhom don tri li¢u.
No6i chung, tranh sir dung két hop cac chat irc ché RAS. Theo ddi chat ch huyét ap, chirc
niing than va dién giai & bénh nhin dung LISUSITA va céc chit khac anh hurong dén RAS.
Khong diung dong thoi aliskiren v6i LISUSITA ¢ bénh nhan tiéu dudng. Tranh st dung
aliskiren véi LISUSJTA & b¢nh nhan suy than (GFR < 60 ml / phut).
Lithi
Doc tinh cua lithi ¢4 duoc b4o cdo & nhitng bénh nhin dung lithi dong thei véi cic loai
thudc gay dio thai natri, ké ca thudc vrc ché men chuyén. Ddc tinh cia liti thuong c6 thé hdi
phuc khi ngimg sit dung lithi va thudc e ché men chuyén. Theo dai ndng do lithi huyét
thanh trong thdi gian sit dung dong thoi.
Vang
Phan ing nitritoid (cAc triéu chirng bao gdbm d6 birng mit, buén noén, ndn mira va ha huyét
ap) hiém khi duge bdo cdo ¢ nhitng bénh nhén dang diéu tri bing vang tiém (natri
aurothiomalat) va diéu tri dong théi véi thudc rc ché men chuyén bao gom lisinopril.
Chiit trc ché mTOR
Bénh nhan ding dﬁng thdi vdi chat e ché mTOR (vi du temsirolimus, sirolimus,
everolimus) cé thé ting nguy co phi mach.
* Twong ky cta thude:
Do khong cé cdc nghién ciru vé tinh twong ky cua thudc, khong tron 1an thubc nay véi cic
thudc khac.
12. Tic dung khong mong muon ciia thudc (ADR):
Tdc dung khong mong muén ciia thubc trén cdc thir nghiém lam sang
Do céc thir nghjém 1am sang duoc thic hién trong cdc didu kién khac nhau, ty 18 tac dung
khong mong muon quan sat dwoc trong cac nghién ciru 1am sang cua mot loai thudc khong
thé duoc so sanh truc tiép véi ty 1& trong nghién ciru lam sang cua mot loai thudc khac va
co thé khong phan anh ty I¢ duoc quan sat trong thyc té.
Tang huyét ép
Trong cac thir nghiém 1Am siang & bénh nhin ting huyét 4p dugc diéu tri bing lisinopril,
5,7% bénh nhan ngirng dung lisinopril khi ¢6 tac dung khong mong mudn.
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Céc tac dung khong mong mubn sau day (cdc tac (dung khong mong mubn trén lisinopril
nhidu hon 2% so v6i gia duoc) di dwoc quan sit thiy khi dung lisinopril don doc: nhirc dau
(3.8%), chong mit (3,5%) va ho (2.5%).

Suy tim

O benh nhan suy tim tam thu dwgc dleu tri bang llsmopnl dén 4 g TE gimg diéu tri

én lisinopril

Céc fz’ac dung khong mong muén sau day (cac tac dung khoty ¢
4D (3.8%) va

nhidu hon 2% so véi gia dwoc) di dwoc quan sat thiy véi lising]
dau nguc (2.1%).
Trong thir nghi¢ém ATLAS hai liéu & bénh nhan suy tim, ngimng dung lisinopril do cdc tac
dung khong mong mubn khong khac nhau giira cac nhém dung liéu thap va cao, ca vé tong
thé s 14n ngirng thube (17 18%) hoﬁc trong cic phan u:ng dic hidu hiém gip (<1%). Cac
tac dung khong mong mudn, chii yéu lién quan dén irc ché men chuyén, duoc bio cdo thudng
xuyén hon & nhém dung lisinopril liéu cao:

Bang 1. Téac dung khéng mong muon cia thuéc lién quan dén liéu heong: Thie nghiém

ATLAS
Liéu cao Liéu thap
(n= 1568) (n = 1596)
Chong mit 19% 12%
Huyét 4p thap 11% 7%
Téng creatinin 10% 7%
Tang kali mau 6% 4%
Ngat 7% 5%

Nhoi méu co tim cdp tinh

Bénh nhan dugc diéu tri bing lisinopril c6 ty 1& ha huyét ap cao hon (3,3%) va rdi loan chirc
ning than (ting 1.3%) so v&i bénh nhian khong dung lisinopril.

Céc tac dyng khong mong muén trén 1Am sing khac xdy ra & 1% hoic cao hon & bénh nhin
bi ting huyét ap hodc suy tim dwgc diéu tri bing lisinopril trong cic thir nghiém 14m sang
c6 doi chirng va khong ¢ trong cdc phan khic cua nhin da phé duyét duoc ligt ké dudi day:
Todn than: Mét moi, suy nhuoc, anh huéng i thé dirng.

Tiéu hoa: Vlem tuy, tdo bén, dy hoi, khé miéng, tiéu cha}

Huyét hoc: Hiém gip truong hop suy tuy xuong, thiéu mau tan huyét, giam bach cau / giam
bach cau trung tinh va giam tidu cau.

Noi tiét: Déi thao dudmng, tiét hormon chéng bai nidu khong thich hop.

Chuyén héa: Bénh gut.

Da: May day, rung toc, nhay cam v&i anh séang, ban do, con do bung mit, toat md hoi, gia
u lympho da, hoai tir bicu bi nhiém doc, hoi chitng Stevens - Johnson va ngira.

Cée gide quan: Mat thi hrc, nhin déi, nhin mo. U tai, so 4nh sdng, roi loan vi giac. roi loan
khiru giac.

Tiét nigu: Liét duong.

Khac Mot phuc hop tri¢u chirng da dwoc bao cao co the bao gdbm ANA duong tinh, ting
toc do ling hong cAu, dau khép / viém khép, dau co. sbt, viém mach, ting bach ciu 4i toan,
ting bach cAu, di cam va chéng mit. Phat ban, nhay cam 4nh sing hoiic cic biéu hién khac
trén da co thé xay ra don 1¢ hodc két hop vdi céc tridu chirng ndy.

Két qud xét nghiém trong phong thi nghiém
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Kali huyét: Trong cac thir nghiém 1Am sang ting kali huyét (kali huyét 16n hon 5,7 mEq /
L) xay ra twong (tng & 2.2% va 4.8% bénh nhan dirgc didu tri bing lisinopril bi ting huyét
ap va suy tim.

Creatinin, nito uré mdu: Tang nhe nito uré mau va creatinin huyét thanh, cé thé hoi phuc
khi ngirng diéu tri, dugc quan sat thdy ¢ khoang 2% bénh nhan bi ting huyét 4p dwoc diéu
tri bang lisinopril don doc. St gia ting thwong gip hon & bénh nhan ding dong thoi thudce
loi tiéu va ¢ bénh nhan hep dong mach than. Ting nhe co6 thé dao nguoc nito uré miu va
creatinin huyet thanh da quan sat thay & 11,6% bénh nhin suy tim didu tri dong thoi voi
thuoc 10'1 tiéu. Thuo’ng la nhu:ng bat thlro’ng nay duo’c cai thlcn khi giam liéu thuoc 101 tlell

hon 116ng dg creatinin ban d?lu trong huyét thanh). \
Hemoglobin va hematocrit: Giam nhe hemoglobin va hemated
img khoang 0.4 g% va 1.3 vol%) xay ra thuoéng xuyén ¢ nhi¥ng, A

bing lisinopril nhung hiém khi c6 y nghia 1am sang ¢ nhu:ng béaltahan khong co nguyén
nhan thiéu mau nao khac.

Trong cac thir nghiém 1am sang, it hon 0,1% bénh nhin ngirng diéu tri do thiéu mau.

Tdc dung khong mong mudn sau khi dwa thudc ra thi trudng

Céc tac dung khong mong mudn sau diy di dugc xdc dinh trong qua trinh sir dung lisinopril
sau khi dwa thudc ra thi truong va khong c6 trong cac phan khic cia nhian da phé duyét. Vi
nhitng phan tng nay dugc bao cdo mdt cach ty nguyén tir mot quan thé ¢d sb lugng khong
xac dinh, khong phai lic nao ciing c6 thé woc tinh tAn suat cia chiing mot cich dang tin ciy
hoiic thiét 1ap m6i quan hé nhan qua dbi véi viéc phoi nhiém thudc.

Céc phan tng khac bao gdom:

Réi logn chuyén hoa va dinh diedng

Ha natri mau, ha dudng huyét & bénh nhan d4i thio duong dung thube diéu tri dai thio
dudng durong udng hoic insulin.

Réi loan hé than kinh va tam than

Thay déi tim trang (bao gdm céc tridu chirng trim cam), réi loan tim than, 4o gidc.

Réi loan da va mé duéi da

Bénh vay nén.

Huwéng din cdch xiv tri ADR

Ho (clnem ti1¢ 5 - 20% nguoi bénh): Thudng gap trong tuan dau diéu tri, kéo dai sudt thoi
gian diéu tri, doi khi phai ngu’ng diéu tri.

Tac dyng khong mong muén nay co thé do thudc gian tiép gy tich lity bradykinin, chat P
va/hoic prostaglandin & phoi; s& mat trong vong vai ngdy sau khi ngirng lisinopril.

Phii mach (chiém ti 18 0,1 - 0,.2% ngudi bénh): Biéu hién 1 ngudi bénh nhanh chéng bi sung
phbng miii, mi¢ng. hong, méi. thanh qu{m thanh mon va phu heéi; tic dung khong mong
mubn ndy thudng khong lién quan t6i liéu dung va gan nhur ludn ludn xdy ra trong tuan dau
diéu tri, thuong 1a trong vai gio diu sau khi bit dau dung thudc. Phu mach co thé dan toi tic
nghén dudng ho hap, suy ho hap, thaim chi gay tir vong. Mic di co ché tac dung chua biét
13 nhung c6 thé do tich lu§ bradykinin, chit P va/hodc prostaglandin, do cam tmg tw khing
thé diic hi¢u cia mo hodc do rc che yéu 10 bat hoat bo the 1- esterase. Khi thay céc triéu
chirng phu mach xay ra phai ngurng lisinopril ngay 1ap tirc, tac dung khong mong mudn niy
s& mat dan sau vai gi0. Truong hop cap ciru phai dung adrenalin, thudc khang histamin,
vi/hoic corticoid dé diéu tri.

Pau ngyc thuong kém véi ha huyét ap niing.
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Ha huyet ap: Thuong xay ra khi dung lidu diu tién & ngudi bénh co tang hoat tinh renin
huyet tu:o:ng Cin phéu thian trong vé tic dung nay ¢ ngudi bénh An it mudi. nglrﬁn bénh dang
diéu tri phoi hop nhiéu thuéc ha huyét 4p va ngudi bénh bi suy tim sung huyét. O nhiing
ngudi bénh nay nén khoi dau diéu tri voi lidu rat thap hoic ting dn mudi va ngimg thudc loi
tiéu 2 - 3 ngay trudc khi bat dau diéu tri.
Ting kali huyét: Lisinopril giy ting kali huyét & ngudi bénh
thudc loi tiéu giir kali, ding cac chit bd sung kali, ding thudc ché gpé
chong viém non - steroid. of ©
Protein ni¢u thudng xdy ra vdi nguoi bénh suy than. |=
Ban da (rdt sin, may day): Thudng mat di khi giam lidu hoic
nang thi nén dung mot thuoc khang hlstamm

cO PHAN
nsﬁCPHAM

-;'1 ﬂ’ﬁ]%}?" Sy

colagen mach. Giam bach cau trung tinh duong nhu lién quan dén l1eu dung va c6 thé bat
dAu xuAt hién trong vong 3 thang ké tir khi bit diu diéu tri.
13. Qua liéu va cich xir tri:
- Tri¢u chirng qud liéu:
Sau mot lidu udng duy nhit 20 g / kg khong c6 kha ning gay chét ¢ chudt, va tir vong xdy
ra & mot trong sd 20 con chudt nhan cing mét lidu lwong. Biéu hién qua lidu co thé xay ra
14 ha huyét ap. CAch diéu tri thong thuwong 14 truyén tinh mach dung dich mudi dang trrong.
- Cdch xir tri:
Lisinopril ¢6 thé duoc loai bo bing tham tich méu.
14. Pac tinh dwgc luc hoc
Nhom dugc Ij: Thudc e ché men chuyén angiotensin, ma ATC: CO9AAO3.
Co ché tic dyng
Lisinopril trc ché men chuyén (ACE) & nguo’l va dong vat. ACE la mdt peptidyl dipeptidase
XUc tac chuyen dbi angiotensin I thanh chit co mach anglotensm II. Angiotensin II con klch
thich tiét aldosteron ciia vé thuong than. Tac dung c6 1¢i cia lisinopril trong ting huyét 4p
va suy tim dudng nhur chi yéu tir viée trc ché hé thong renin-angiotensin-aldosteron. Uc ché
ACE lam giam angiotensin II trong huyét twong dan dén giam hoat dong cua thudc van
mach va giam tiét aldosteron. Sy giam sau do c¢6 thé din dén sy gia ting nhe cua kali
huyét. O nhitng bénh nhan ting huyét 4p c6 chirc ning thin binh thudng duoc diéu tri bing
lisinopril don doc dén 24 tuan, mirc ting trung binh ciia kali huyét thanh 1a khoang 0,1 mEq
/L; Tuy nhién, khoang 15% bénh nhan c¢6 mirc ting 16n hon 0,5 mEq /L va khoang 6% giam
hon 0.5 mEq /L. Trong cung mdt nghién ciru, bénh nhan dwoc diéu tri béing lisinopril va
hydrochlorothiazid trong t&i da 24 tuAn c6 mirc giam kali huyét thanh trung binh 13 0,1 mEq
/L; khoang 4% bénh nhan cé mirc tdng 16n hon 0.5 mEq /L va khoang 12% giam hon 0.5
mEq/L. Sy loai bo hditic am cia angiotensin II trén s tiét renin lam ting hoat tinh
renin trong huyét twrong.
ACE gibng véi kininase, mdt loai enzym phan huy bradykinin. Tuy nhién mitc do ting cua
bradykinin, mot peptid giy trim cam mach manh, déng mt vai trod trong tac dyng diéu tri
cua lisinopril van con dugc 1am sang t6.
Trong khi co ché lisinopril 1am ha huyét ap dugce cho la chu yéu do irc ché hé thong renin-
anglotensm-aldosteron llsmopnl ha huyet 4p ngay ca ¢ bénh nhin ting huyét dp renin
thap Miic du lisinopril 13 thudc ha huyét 4 ap 0 moi chung toc nghién ciru, bénh nhan ting
huyét ap da den (thudng 1a dan s6 ting huyét dp renin thip) co ddp ing trung binh voi don
tr1 li¢u hon so véi bénh nhan khdng phai ngudi da den.
Dung dong thdi lisinopril va hydrochlorothiazid 1am ha thém huyét 4p & bénh nhan da den
va khong da den va bat ky sy khac biét chiing tdc nao trong dap (g v6i huyét ap 1a khong
con rd rang.
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Tdc dung dwoc lwc hoc

Tang huyét ap

Bénh nhin ngufm 16n: Sir dung lisinopril cho bénh nhin cao huyét 4 ap
khi nim ngira va khi dimg ¢ cling mot mirc do khong c6 tang nkip
tu thé c6 tridu chirng throng khong duwrgc quan st thiy mac dy aﬁ? T
dodn trudc ¢ bénh nhan bi sut glém thé tich va / hoiic muo' ﬁ{in cl8 PG Gng)\ i
tiéu loal thiazid, tAc dung ha huyét 4p cua hai loai thudc gan ﬁm lahqq;mg;ike
O hiu hét cac bénh nhan duo’c nghién ciru, tac dung ha huyét\s A
sau 1 gior sau khi udng mot lidu llsmopnl don dc, voi mirc ha gmr p-CagA
sau 6 gid. Mic du tac dung ha huyét ap da dwoc quan sit thiy trorg24-g10 sau kh1 dung
thudc v6i khuyén cdo ding liéu duy nhat hang nga} hi¢u qua nhét c quan hon va hi¢u qua
trung binh la 16n hon dang ké trong mét s6 nghién ciru véi liéu 20 mg hoac hon so vdi lidu
thap hon; tuy nhién, ¢ tat ca cac licu dugc nghién ciru, tdc dung ha huyet ap trung binh nho
hon dang ké 24 g10' sau khi ding thudc hon 13 6 gior sau khi dung thubc.

T4c dung ha huyét 4p cua lisinopril duoc duy tri trong thoi glan diéu tri 14u dai. Ngu'ng dung
lisinopril dot ngdt kKhong lién quan dén viéc ting nhanh huyét ap, hoic ting huyét ap dang
ké so v&i mirc huyét ap trude do.

(%dtchdng1uen1non steroid

Trong mot nghién ciru ¢ 36 bénh nhan bi ting huyét 4p tr nhe dén trung binh, tac dung ha
huyét 4p cua lisinopril don doc dwoc so sanh voi lisinopril dung dong thoi véi indomethacin,
vigc sir dung indomethacin ¢6 lién quan dén viéc giam tac dung, mic du sy khac biét gifra
hai phac db khong dang ké.

15. Pic tinh dugce dong hoc:

Bénh nhan ngueoi 1om: Lisinopril dang dung dich uéng twong dwong sinh hoc véi lisinopril
dang vién nén trong diéu kién nhin doi.

Sau khi uéng vién nén lisinopril, ndng do dinh trong huyét thanh cua lisinopril dat trong
vong khoang 7 gi, mic du thude cé6 khuynh hwdng dat dén nong do dinh trong mau chim
hon & bénh nhin nhdi mau co tim cAp. Thirc in khong 1am thay d6i sinh kha dung cua vién
nén lisinopril. Nong do thudc trong huyét thanh giam dan cho thay mot giai doan cudi kéo
dai ma khong gép phan vao sy tich liiy thudc. Giai doan cudi nay ¢é thé biéu hi¢n bing viéc
gin két bio hoa véi ACE va khong ty 1¢ véi lidu lugng. O cic lidu Lip lai, lisinopril c6 thoi
gian ban thai ¢ hi¢u qua do tich luy thudc 14 12 gio. “
Lisinopril dudng nhw khong gin két véi cac protein huyét thanh khac ngoai men chuyen
anglotensm Lisinopril khong qua chuyén hoa va duge bai tiét toan bd duéi dang khong doi
ra nuéc tiéu. Dura vao llrofng thudc trong nuréc tiéu, mirc do hap thu trung binh cua lisinopril
1 khoang 25%, véi su bién thién theo ting bénh nhan (6-60%) d6i véi cac liéu dugc nghién
ciru (5-80 mg). Sinh kha dyng tuyét doi cua lisinopril giam xudng con 16% & bénh nhan suy
tim sung huyét NYHA II-1V 6n dinh va thé tich phan bd dwdng nhw nho hon mot chit so
v6i thé tich phan bd & cac dbi trong binh thudng. Sinh kha dung dudng ubng cua lisinopril
& bénh nhan nhoi mau co tim cép tinh twong tir nhr & ngudi tinh nguyén khée manh.

Suy gidm chirc ning than lam giam thai trir lisinopril, vén duogc thai trir chu véu qua than,
nhung sy giam nay chi cé y nghia lam sang khi dg loc cau than dwéi 30 ml / phat. O mire
loc cAu than ndy, thoi gian ban thai thai da thay doi rat 1t Tuy nhién, v6i su giam nhiéu hon,
ndng do lisinopril dmh va day ting 1én, thoi gian dé ndng d6 dinh ting 1&n va thoi gian dé
dat duoc trang thai on dinh kéo dai. Lisinopril ¢ thé duoc loai bé bing thim tich mau.

Tré em: Duo’c dong hoc cua lisinopril dd dwoc nghién ciru ¢ 29 bénh nhan tre em tang huyét
ap tir 6 tudi dén 16 tudi co muc loc cau than > 30 ml / phat / 1,73 m?,

Sau liéu 0.1 - 0,2 mg/kg, ndng d dinh trong huyét tuong ¢ trang thai 6n dinh cua lisinopril
dat trong vong 6 gid va mirc do hip thu dua trén sy thu hdi trong nudc tiéu 1a khoang 28%.
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Nhitng gi tri ndy twong ty nhu nhitng gia tri thu duge trude ddy & ngudi 16n. Gid tri dién
hinh cua do thanh thai dudng udng cua lisinopril (d6 thanh thai toan than / sinh kha dung
tuyét d6i) & tré ning 30 kg 1a 10 L / h, ting ty 1& véi chirc ning thin.

16. Quy cach dong goi:

-Hop 4vix 5 6ng x 5ml, kém theo t& hudng dan sir dung thudc bén trong-héy
-Hop4vix5 ong x 10ml, kém theo to huéng din sir dung thudc btk
-Hopovix5 ong x 5ml, kém theo t& hiéng dan sir dung thudc #eh {ro: \?
-Hop 6 vi x 5 6ng x 10ml, kém theo t& hudng dan st dung thud @Fn tf@ng Hlop '
- Hop 20 goi x 5ml, kém theo t& hudng dan sir dung thude bén t oyig e PHAM
- Hop 20 g6i x 10ml, kém theo t& huéng dan st dung thudc bén @ﬂg h{mm /s
-Hop 30 g01 x 5ml, kém theo t& huéng din sir dung thudc bén trotighdp,—
- Hop 30 g6i x 10ml, kem theo o hudng dan sir dung thudc bén trong Tiop:
- Hop 1 chai x 100ml, kém theo coc dong chia lidu va t& hudng dan s dung thudc bén
trong hép.

- Hop 1 chai x 150ml, kém theo coc dong chia liéu va & huéng din sir dung thudc bén
trong hop.

17. Diéu kién biao quian, han dung, tiéu chuén chit lwgng cua thudc:

- Piéu kién bao quan: Noi khd, nhiét do duéi 30°C.

- Han diing cua thudc: 24 thang ké tir ngay san xuAt.

- Han dung sau mo nép cua chai: 30 ngay ké tir ngdy mo ndp, bao quan ¢ noi kho, nhiét do
dugi 30°C.

- Tiéu chuan chat lugng cua thudc: TCCS

18. Tén, dia chi ciia co s¢ sian xuit thudc:

Tén co' sé sin xudt : CONG TY CO PHAN DUGC PHAM HA TAY

Dia chi: T6 dan pho s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi

bT: 02433522203 FAX:024.33522203

DT: 02433824685 FAX: 024.33829054

Hotline: 024.33522525

12/ 12



