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THUOC U'C CHE CO CHON LQC MEN CHUYEN ANGIOTENSIN
TANATRIL® Vién nén 5 mg

TANATRIL® Vién nén 10 mg
<Imidapril hydrochloride>. THUOC NAY CHI DUNG THEO PON CUA THAY THUOC

CHONG CHi BJNH { Chlag chi djnh TANATRIL & nhimg ngwid bnh san )

1. Nguii ¢ tién sir min ehem véi bdt ki thinh phin ndo cia thude.

2, Mgusiri ¢6 tin sir phit niém (phil niém do thube éc ché men chuyén angiotensin (ACE) v.v., phi
niém do di trayén, phid pigm mbc phii, phil nidm ty phat v.v.) [C6 thé ghp phil niém kém khd tha].

3. Nguii diing dextran cellulose sulfar & hip thy logi trir LDL - cholesterol [ct thé glp sbe] {xin doc
mye THAN TRONG ~ tuomg the thude).

4. Nguini o thim phin Inc miu véi ming scrylonitrile methally] sulfonat natri (AN® 69) [c6 thé glp tridu
chimg dang phin vE] (xin doc myc THAN TRONG - img the thudc),

5. Nguelri mang thai hofic o6 thé o6 thai (xin dgc myc THAN TRONG - sir dung khi mang thai, trd da
hode cho con ba).

L e gy v
(trichlormethiazide,
Bydrochlorothiaxide v.v.).

Vi béah abdn dung tebe Igy ssfu b

1 i, W I msf L thagg bogt tinh

thé gip ha hupl dp manh mu khi | remin woog buyk roemg. nén ding
Wit dlu g imudapeil | imudapril ide s o iy b9 husdt
Eydrochloride, nén phii dimg thubc | dp mpsh.

thijn trong nhu gidm B khéi dlu.

Cic cbd phlm chim Lt (hehi
carbonaie),

Tridu chimg g 85 liium (bebn
g, nm, Jogn i) oo thé ghp. Cln
fioh lugmg dwimg ki nlog 8
lithinm trong miw. Nba gip didu bis
thuimg, cdn gidm lidw bolkc ngimg cd
2 thube.

Tmidapnil hydrochlonde Ui diy 1 Bp
thva lithium & dog thin.

Tholc chlng vim Kbbng steroid

MO Ti
Tén thuong mad TANATRIL TANATRIL
Vitn nén 5 mg Vién nén 10 mg
Hogt chilt Imidapril hydrochloride
Him hegng MBivignSmg | Mbivien 10 mg
Th duge Lactose, macrogol $000, magnesi stearat,
| Dyng bio che Vidn nén
Miu sic Triing
Hinh thire 7
®e0 (S0
Kich thube Bimg kinh: 6,0 Buimg kinh: 6,5
mm mm
Bé diy: 2.6 mm Bé diy: 2.6mm
Tegng lugng 0,08g 0.09g
Ml 56 nhjn bift TA 135 TA 136
CHi DINH :
- Ting ]myé: ap
- Ting huyét dp huyét dp nha mb thin.
LIEU LUQNG VA CACH DUNG:

Litu uhng thrimg ding cho ngwér 1ém 1 5 =10 mg imidapril hydrochloride, ding lidu duy nkdt mdi ngly.
Cé thé didu chinh lidy tuy thide tubi vi trigu chimg cia ngris bénk, Vi ngudi ting huydt dp nghiém
trgng, thng huyét dp kém bénh thin hofic ting hupét 4p nhu mé thin, thi lifu ki dhu b mBi ngay uing

o rd g 2 i AL & .

a2 S

<Thjmtrgng>. .
Vi ngiedi bénh suy thin nfing mi 43 thanh lpe creatinia <30ml/phit hodc ndag &3 creatinin trong huyét
thanh > 3 mg/dl, thi cln thin trong khi ding thube ndy. Cln gidm nira lifu hoje kéo ddi khoing cich
|g.'||h cic lidu ding [o6 thé gip ha huydt dp nghitm trong hodc suy thiin hom nira do m tén bai h hegng
| muste riéu bai xult] ( xin dpe muyc thin wong )

THAN TRONG:

I]S&duqﬂhmu;(ﬂndl‘mgTamuﬂlhhuuuinhingllnﬁihhliun)

- N suy thin {xin doc cic myc Lidu legng vé cich diing - thin trong - phin dmg o6 hai).

- Mg bep ding mach i hai bén thin (cé thé lam trim trong thém sy say chire ning thin).

- Mg ¢6 i lopn mach nilo (Ha huyét dp maeh cd thé gly thifu hyt déng méu 16i ndo, nén lim 15i t¢ hom
tryng thiii ngudi biah).

- Nguii cao tudi (xin dpe myc Thin trong—sir dyng & ngudd cao tudi),

2) Nhimg thin trgng quan trgng

Vi nhimg nhém ngu bénh san iy cé thé ghp by huyét 4p tgm thiri nhumg nghiém trong sau khi khi
i ditng Tanatril, nén bt diu bling lidu thip hon, rbi ting din lifu, dbng thir phai theo ddi chiit ngudi bénh.
- N bj ting huyét p nghiém trong.

- Nguii dang thim phin loc miu.

- Ngudi dang ding thube Igi nigu (dhe bigt vdi ngudi mdi bit dlu ding thude Igi nigu).

- Mguir dang theo chié 49 3n kidng mubi nghitm ngit.

Do the dung lim ha huyét dp cia thube ed thé giy chong mit bode chodng ving, nguii bénh cin thin
trong khi tham gia che hogt dfng cb il ro 1om dii hid sy tinh tho, nhyr 16 xe, lum vige twén cao hojc vin
hinh mdy mde V...

3) Khéng ditng thufic 24 giér trrée khi phiu thuji.

3. Twong the thube.

Tae dyng Him by buyi by o b B
giden., B huydt bp thisdmg kv oo
bite phip thich hap.

Wi ke thulde chieg vibm khimg meviod
(NSAIY) b cbd o adag  hep
prostaglandin, nén NSAID lim gidm the
dmg by baydt dp cin  imadageil
bupderochlaride.

Sy giln oo tron mach miu 58 Bing Ka do
dc deng e chd caa  imsdapril
Mydrochloride trén sy phin huy <ia kinia
vi tén host Gnh sin rolt kine cus

The twlc khic cb the dyng L by
uyéa i feke thbe gile b, oo mitrat

A

The dgng lim by buylt dp ob tl ting
lén. Cin do huyk bp cwimg ki vi
i chhinh libu hrmg i cé 2 thobe .

Phlii hop thule mo tc dung hfp dleg
wiing lim gidm manh hayds dp.

4, Phin (mg cb hal

Phin img c6 hai do Tanatril glp & 442 trong 56 6.741 bénh nhin (6,6%). Nhimg phan tmg hay gip nht li
bio 4,5%, ching eadt 0,29, tat huy &p 0,2%, nhire dhu 0,2%, khé chju & hi 0,2%, phit ban 0,1% v.v.

(56 lidw thu thip dén thang 11/1996).

Nhitng bit thuimg ik x&1 nghigm cin lim sing ¢ lién quan dén thube ndy glp & 47 trong sb 832 binh
nhdn (5,6%). Nhimg bdt thuimg hay gip 14 tng céc men SAST (SGOT) (1,4%), ting SALT (SGPT) (1,7%),
vil tng creatinin médu (0,796) (& thivi didm duwgpe cip phép).

{1) Nhimg phin émg e hyl cé § nghla lim shng (hiém < 0,1%, tin 56 chua 13 do béo cho by phit).
1. Phit nbém mype, bids hién bing sung mt, e, hhu vi thanh quin kém theo khé th. Méu gip bdt ki
mit trong cde diu higu wén, cdn ngimg ngay thude va cé cic bifn phip thich hyp, nhu ding thude
khing histamin, hormon v thirgmg thin v.v... vh gilt vimg dutmg b hip.
2. Hiém gip ghiim tifu chu nghigm trong. Néu gip cle ri¢u chimg niy, phii ngimg thube ngay v cb
. nhitng bifn phiip digw trj thich hop. - i
3. V1 eb thé glip bénh thiin clp tinh vi com kich phit cia suy thin, chn theo d3i chdt ch® ngudi bénh
vit lim ehe test chie ning thin, Néu gip bt durimg, ehn o6 che bign phip didu trj thich bhp, nhy
ngirmg thude.
4, C6 thé glp vibm da trie vy (46 da), hii chimg nidm mac - da - mit (hfi chimyg Stevens -
-Tnlmnvinﬂuchhnh?nz miwmﬁﬂpmmmmmmmm
ngira, sét v.v cin rgimg thudc vi cd nhimg bién phip diéu trj thich hop.

(2) Nhimg phin dmg cd bl cb § nghia lim sing (v6i cic thude twong i)
1) Gldim huyét cliu todn thé cb thé glp khi diing cic thude khic de ché men chuyén angiotensin.
Néu glp cée trifu chimg, phii ngimg thulic ngay vi co bign phip didu trj thich hep.
2) Vidm tuy clng cb glp i cic thube khic ic ché men chuyén angiotensin. Néu thiy c6 ting ning
& amylose, lipase... trong miu, chn cb bign phip thich bop, nhu ngimg thube,

{3} Cic phan img o6 bai khic.
i gip bht Iy phin tmg cb hai ndo, clin cb cée bign phip thich bop, abir ngimg thude.

1) Chiing chi dinh phii hyp thude (Khing dwye ding Tanatrll cing véi nhimg thulc sau diy)

Bésh nhin o thim phis blsg ming
jtrile methalbyl sulfonst par

i

Tén e ‘Diu i, trigu chimg v ik b T chd v yiu th nguy oo
DMeng dextram celluloss salfat AE bp | Co the by chodng Celbelise dextran sulfst ek dign & e
phu logi bt LI ~chobesterod {oft hdp Ay shn olt kinis trong mdu i imidepe]
phy LDL: Liposorbendh HCT iwomg i wii oo chbi chuyés hie cia
bradykinin. Sy phebi hop mly lim thng tich
luf bewdyicinin.
Cothé ghp phis img phin v Vi polyelectrolyte ANSH" thie dly win

xubt kinin wong mbs, ofn  imaSapril
hydrochloride trowg the wii chlt chydn
hod ciia bradykinin, hbu qui W tich luf
bradykinin.

2)Thin trong khi phéi hyp thude (Thin trong kbi phéi hyp Tanatril vid cic thule sau diy)

Tén thudc D b, trifu chimg vi didu irj Cor bt v v o8 mgpay oo

Thebe ki nifu gt kali | Hien bogng kali tong buylt tanh b | Imidapril bydrockionde dre cbl ada el

(spircsclacione,  iamicrene  v.v), | thé ting. Khi pbdi hop céc thubc niy, | angiceenisin [1, hju quii I gidm tét

thuc b sung kali (kali chloride v.v.). | cln theo di chiit chd bdm hoomg kali | aldosseron, nén ldm gidm dbo thai kali
oo huytt thasb, Thin trong 3 bilt viri nguin sy thin.

Tia o8 chua & % > phin (mg ob hai = | Phin img o byl = 0,1%
1%
hematocrit, tita cha
Ting: bach cdu 1m eosin
Thin Thag BUN vh creatinan | Peotein nigu
o huyés thash
Thin kink - t3m kdn | Budn ngh Mhirc dls, mé sing, | Chodng ving hi dimg dby, mlt g
ehodng ving
Tim mpeh Ha huyt dp Tim djp manh {dinh tréng ngwc)
Hi hilp Ho, chm gike kb cigu | Bom, khan giong
e quie & bong
Thbe bod Budn nda, nbn, kbd chiu & dp ddy, dm
bung, chin &n, lidu chdy
Gan Ting y-GIF Ting SUOT vl SGPT | Thag phosphatass kibm va LIDH- vang da
Cruck mbln i Wigy cim, beh simg | Phai ban, ngim
iy day
Fhin dmg b byl khic | Ryog ¢, yeu mét, & | Ting kalihuyfithanh | 0wl v gike ble dwimg, khic eing
chag «areatinin phbosphokinase (CPK), tic ngwe,
méi, phil, dis nbng mit

5. Vird ngwidd cao tudl
Phdi thin trong dfic bift khi dimg thube cho 88i twomg ndy, khir diu bing liéu thip hon (vi dy: 2,5 mg)
va theo ddi cin thiin ngui bénh.
1) TANATRIL thi trir chi yéu qua thén. Vi & ngudi cao mubi, o6 khi ning tbo lru nbng 43 thube can trong
mdu, mi ki thuimg b suy gidm chire ning thin, nén cic phin tng c6 hyi df xiy r bom v te dyng cla
thabe ¢6 thé ting Mn,
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2) Hyp huyét dp qui mide 1i didu kbing mong mubn véi nguin cao tadi (nhéi méu niio v.v... b thé xiy ra).

6. Sir dyng khi mang thai, tré dg bodc thid ki cho con b,

(1) Chéng chi dinh TANATRIL & nguivi mang thai hokie nghi ¢ thai (it mutre &, thai chés, tis vong so
sink, hy huyét dp, suy thin, ting kalifmdu, gidm sin 6o & té em so sinh di duge bio cio & ngwli
m¢ cb ting huyét ip mb ding thube ire ché men chuyén angiotensin (ACE) thid gian gilm hojic cubi
cia thai k. Cling gip co chin tay vi bifn dang so-mijt & tré s sinh o thé do nguyén nhin it mude &).

(2) Phy nil trong thiri ki cho con bi khing duge ding TANATRIL. MNéu xét thily thude qua cin cho
nguti me, phii ngimg cho con b sult thir ki me ding thudc (thir nghiém trén chult cing, thiy
imidapril hydrochloride bai tife qua sita me).

7. Viri tré em: )
Chara xéic djnh duge 83 an todn ciia thude déi véi tré em.

8. Thin trgng
Thin trong vi phin phéi thubc:

Vi vidn nén TANATRIL duge phin phéi trong v ép (PTP), cin din db nguwir binh hiy Wy thube khii
wb Aéng goi trudre khi uling (48 ghp truimg hop nguti bénh nubt ci v PTP, che goc nhon ol v cd
thé cira véio nidm mac thye quin, gly nhimg bifn chimg nghiém trong shar viém trung thit),

9. Thin trgng khic:
Pi ¢ bio cdo ring viée phin phii el thube (e ché men chuyén angiotensin (ACE) cilng i insulin
bee che thube by dwimg huykt Kbie oF ding gly gidm duimg buyée

10. Qud litu
Churt c8 trirtmg hop qud lidu ndo dupe béo cho, Néu ob nghi ngd ding qud liby, chn phai dwpc dibu trj
ciin thin vit c6 cdc bign phip hd trg phis bep

DUGC BONG HOC:

Imidapril hydrochloride chuyén bba cho 4 chit chuyén hda vi ehdt me imidapril hydrochloride. Trong 4

chilt chiydn héa, chi rigng cd dang acid di-carboxylic {imidaprilat) 14 cb hogt tinh duge 1.

1. Hiip thu:
N kbie manh uing lidu don 10 mg imidapril hydrochloride, thudc dat nbng 44 dinh trong huyét tmong
sau khi ubng 2 gitr vi dibo thii rir huyét naong vén thin gian bin thii khokng 2 gitr, Imidaprilat 1 chit
chuyén héa cén hogt tinheta imidapril, dgt ndag ¢ dinh (khodng | Sng/ml), sau khi ulng imidapril 68
gity, dio thii ddm tir huyét teomg vé thivi gian ban thii khoing 8 gié.

2. Chuyén hoa vi thii i
Nguti khde manh udng v khéi diu 10 mg imidapril hydrochloside, thi 25,5 % liku ding s2 thi trir qua
nute tifu trong 24 gid.

3, Tich lay
Wi khoe manh ubng litu khés diu 10 mg imidapril hydrochloside mde lin mbi nghy, ding trong
mit ralin lidn, thi ndng df imidaprilat trong Wuyét nrong dat trgng thii &n dinh sau 3-5 ngiy ding thube.
Khéng e div hifu tich liy thode .0 nguéi bénh cb suy chire ning thin thi him logng dinh imidaprilat
trong huyét twong thng lén v 58 chim thii trir khéi huyét teong.

DUGE LY HQC

Imidapril hydrochloride I tién chit; sau khi wdng, bi thuy phin d2 tgo dang chuyén hod acid dicarboxylic
{14 iméaprilat) cé hot tinh i ché men chuyén angiotensin. Imdaprilat e ché hogt dgng cda ACE, cazym
phin bé rdng khp trong mdu v of bio ndi mé cla ohidu loai mé, Thc dyng lim ha huyét dp cia imidapeil
bydrochloride L do e ché ACE, tir 46 kim him sy e thinh angiotensin I, két qui 14 tnee tifp bode gin
tidp lém gidin mpch ngogt bién vi gidm sirc cn thinh mach.

1. Ue ché ACE
1) Imidaprilat 14 chit chuyén had can hogt tinh, Ge ché cd canh tranh hogt tinh cdc ché phim ACE Ly
tir vé thin cia Ign va tir huyét thanh mgui; sy irc chié ndy phy thule iy leeng.
) Trén chuft céng, ulng imidapeil bydrochloride vi imidaprilat e ché phy thuic lidu lugmg sy ting huyét
ip do ding angictensin 1.
. The dyng lam ha huybt 4p.
1) Chudt cdag udng imidapril hydrochloride ob tic dyng ha huyét ip phy thude lidu Tugng (chje ting
buyét dip t phit vi chudt gly ting huyét ip bing 2 - kidney - 1 - clip Goldblatt, Thube chi o tic dyng

ha huyét dp nhe & chudt ob huyét dp binh thwimg, niumg khéng ob higu lye & chuft cdng gy ting huyb

ip bling DOCA/ mrde mudi.

2) Chugt ting huyét p ne phit ubng imdapeil hydrochloride trong 2 tuln, thiy thubc o6 tie dyng ha ip én
dink vi khiing cé tdc dung trén nhip tim.

3) N bénh cb tEng buyét dp by phit wing ahifu ngdy imidapril hydrochloride véi lidu § - 10 mg mt
thn mdi ngly, thiy thude ¢6 the dyng dn dinh Hm he buyét &p vi khing c6 tic dyng trén sy thay 4di
huyés ip theo nhip sinh hoe mijt ngly dém.

NGHIEN CUU LAM SANG

B4 thir nghigm TANATRIL trong lim sang & 133 cubic Aidu tra, ghm thir nghigm so sfoh ma a8

1. Thing huyét dp v cin (tir nhg dén trung bink)
TANATRIL cé higu Iy & 80,8% (361/447) 56 bénh nhin cé ting huyét ip v clin ti mirc 4§ nhe dén tung
Binh.

2. Bgah nhin ¢ ting huy ip nghiém irgng vi ting huybt dp kém suy thin
TANATRIL cé hilfa lye & 100% {19719 b nguéi bénb ob ting huyét &p nghidm trong vi $4,095 (21/25)
sb ngwdri bénh cé tng hayét &p kém suy thin
Tang huyét dp nhu mé thin
Trong nghidn cin im sy trén bénh nhiin tag buydt p nhu mé thin. TANATRIL 6 hifu lyc & §0,6
(25/31) sb bénh nhin.

LY HOA TINH

Tén thing thimg

Ienddapril hydrochleride (JAN)

Imidapril (TNN}

Tin bod hye:

(=) = (48)3-3-[(28)-2[[( 1 5} 1 -ethoxycarbony]-3-phenylpropyl Jamine]propionyl}- 1 -methyl-2-oxoimidazelidine-
4-carboxylic acid bydrochloride

Céng thire phin rir:
Céng thire cdn tgo:

ConHyyMy0HCI : 441.91

COOH

COOC,H,

MOTA

« Imidapril HCI 1 tinh thé mdu tring. Khiing mii hofic mii hoi d§ic higu.
"'Nmm‘mmew&_Hmmcﬂn.nﬂl(‘ﬂ‘?.j}\lklﬂﬂnglantmmdh}'h
chlaroform, diethy ether v hexane.

BONG GOI:
Vién nén TANATRIL 5 mg:
Hgp 100 vién (10 x 10 vién) wong PTP

Vién nén TANATRIL 10 mg:
Hip 100 vign (10 x 10 vidn) trong FTP.

BIEU KIEN BAO QUAN, THOT HAN SU° DUNG, TIEU CHUAN.,

- Béo quin: Bdo quin trong hip kin, dindi 30°C. Trink dnh ndng. Trinh &m sau khi o hip
- Ther han sir dyng: 48 thirg ké tir ngdy sin xuit
- Tidu chudn: cita nhi sin xuit

POC KT TOHUGNG DAN TRUGC KHI 5 DUNG. NEU CAN THEM THONG TIN, XIN
HOI ¥ KIEN BAC 1. HAY THONG BAO CHO BAC SI HOAC DUQC SI NHUNG TAC DYNG
KHONG MONG MUON GAP PHAI KHI S0 DUNG THUOC,

J
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