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THUOC U'C CHE CO CHON LOC 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 DINH ( Chéng chi djnh TANATRIL & nhimg nguwiri binh sau )

1. Ngudi ¢6 tién sir min cém vén bit ky thanh phin ndo cua thude.

2. Ngui ¢6 tién sit phit niém (phi niém do thude irc ché men chuyén angiotensin (ACE) v.v., phit
niém do di truyén, phi niém mic phai, phi niém ty phét v.v.) [Cé thé gip phi niém kém kho tha].

3. Nguii ding dextran cellulose sulfat & hip thy logi trir LDL - cholesterol [c6 thé gip sdc] (xin doc
myc THAN TRONG - twong tic thudc).

4. Ngudi c6 thim phin loc méu véi ming acrylonitrile methallyl sulfonat natri (AN* 69) [c6 thé gip triéu
chimg dgng phan v¢] (xin doc myc THAN TRONG - tuomg tic thudc).

5. Nguiri mang thai hofic cb thé c6 thai (xin doc myc THAN TRONG - sir dung khi mang thai, tro dg
hodic cho con bi).

Thedc v nsfu gam buydt dp Vi binh ahin ding thudc i mdu co | Vi dung thedo Ign nidu lam ting hogt tinh
(tnchlommethande, ﬂ*hhﬁb.ﬂ—m renin  trong
bydrochlorothiande v.v.)

carbonate).

Tholc ching viem Akhong sicrosd | Thc dung lm hy huy®t dp o0 e b | Vi chc tholc ching viém khing steriod
) gibm. Do huydt dp thuomg kj vé cb | (NSAID) e ché sy thng

MO TA
Tén thuong mgi TANATRIL TANATRIL
Vién nén § mg Vién nén 10 mg
Hogt chit i il
Ham lugng Mi vién § M3 vién 10
Té duge Lactose, macrogol 6000, magnesi stearat.
Dang bio ché Vién nén
Miu sic Tring
Hinh thirc
®e0 | SO0
Kich thude Duimg kinh: 6,0 Dutmg kinh: 6,5
mm mm
Bé ddy: 2,6 mm B day: 2.6mm
T 0.08g 0.09¢
M 36 nhin biét TA 138 TA 136
CHI DINH
- Ting huyét dp

- Ting huyét dp buyét ép nhu md thin.
LIEU LUQNG VA CACH DUNG:

Libu udng thuomg dimg cho ngudi Iém 14 § ~10 mg imidapril hydrochloride, dung lidu duy nhit mdi ngay.

€6 thé didu chinh lidu tu thude tudi va trigu chimg cia nguén bénh. Vi nguin ting huyét &p nghiém
trong, ting huyét dp kém bénh thin hoje ting huyét ip nhu md thin, thi liéu khoi diu 14 mdi ngly ubng

<Thin trong>.

Vi ngudi bénh suy thin nfing md 49 thanh loc creatinin <30mU/phit hodc ndng 49 creatinin trong huyét
thanh > 3 mg/dl, thi cdn thin trong khi diing thube ndy. Cin gidm nima lidu hoje kéo dii khodng cich
gitra cie lidu ding [c6 thé gip ha huyét 4p nghiém trong hojc suy thin hon nira do lim tdn hai ey lugng |
nude tidu bii xudt] ( xin dge myc thin trong ) |

THAN TRONG:

1) Sir dyng thin trong (Chn diing Tanatril thin trong & nhimg agudi binh sau)

- Ngui suy thin (xin doc cdc myc Lidu hegng va cich ding - thin trong - phan img ¢ hai).

- Nguin hep ddng mach ca hai bén thin (c6 thé lim trim trong thém sy suy chirc ndng thin).

- Ngudi ¢0 rbi logn mach ndo (Hy huyét &p manh 6 thé gy thiéu hut dong mdu 161 ndo, nén lam i t¢ hon
trang this nguor benh).

- Nguvi cao tudi (xin doc myc Thin trong-sir dung & nguiri cao twéi).

2) Nhimg thin trong quan trong

Vi nhimg nhdm nguoi bénh sau diy c6 thé gip ha huyét ip tam third nhumg nghiém trgng sau khi khoi
dliu ding Tanatril, nén bit ddu bing lidu thip hon, rdi ting din lidu, ddng thoi phi theo ddi chit nguin binh
- Ngudi by ting huyét dp nghiém trong.

- Nguti dang thim phén loc méu.

- Ngudi dang ding thude lgi ni¢u (e biét v ngudi moi bt dhu ding thube 1i nidu).

- Nguii dang theo ché 49 an kidng mudi nghiém ngjt.

Do téc dung lm ha huyét ép cila thubc ¢6 thé giy chong mit hodic chodng ving, nguin binh cin thin
trong khi tham gia cdc hogt ddng c6 riki ro lm doi hoi sy tinh tho, nhur ldi xe, lim viée trén cao hode vin
hanh mdy mbe v.v...

3) Khing ding thube 24 giir trude khi phiu thugt.

3. Twomg tée thube.
ncu-gcuq-n,ulmmk(mmm'rmmmm thubc sau diy)
Tén thude *m“n&n Co ché va you tb nguy co

Diing dextran cellulose sulfat 68 hip | Co thé bj chodng
phu logi trir LDL-cholesterol (cdt hip
phu LDL. Liposorberd)

Celiulose dextran sulfat tich dién Am thisc
@y sdn valt kinin trong miu vi imidapeil
HC! toomg the vén co chit chuydn bdo coa
beadykinin. Sy phdi hop niy lem ting tich
huj bradykiin

Bénh nhin o6 thim phin bing ming | C6 thé gip phin img phis vé
acrylonitrile methallyl sulfonat natrs
(ANGO").

Vi polyelectrolyte AN6S" thic dly sin
xult kinin toog mde, ofn imidepeil
hydrochlonde twong the voi chit chuyén
bod cia beadykinin, hia qui B tich ki
bradylima

2)Thin trgng khi phdi hop thude (Thin trong khi phdi hop Tanatril vid cic thube sau diy)

Tén thude D hstu, tnéu chimg va du try Cor chd va yiu th nguy co

Thude ol nifu  p@  kali | Ham lugng kali trong huydt thanh cb | Imidepeil hydrochlonde oc ché sim wullt
(spironolactone,  triamterene  v.v), | thé ting. Khi phdi bop che thude ndy,
thude bd sung kali (kali chlorsde v.v) | cin theo dii chit che him lugng kali | aldosteron, nén lim gum dio thii kah
trong huyét thash. Thiln trong d3c beét vin aguin suy thin.

Buto phip thich hap.

Cac cbd phlm chaa kallidinogenase

Cic Gulc Whic b tc dung Wem ha | The dung bhm hy huylt dp o i tang | Phai hop thulc to the dung bidp ddag
byl dp (ke thubc gidm dp. chc niat | Men Cln do buyds dp thuomg &y vi | cOag hm gk manh haydt bp.
vy didu chinh 1idu hegng céa cé 2 thudc

4, Phin dng 6 byl

Phin (mg c6 hai do Tanatril ghp & 442 trong s6 6.741 binh nhin (6,6%). Nhimg phan {mg hay gip nhdt la
ho 4,5%, ching mit 0,2%, tyt huyét &p 0,2%, nhirc dlu 0,2%, khd chiu & hiu 0,2%, phat ban 0,1% v.v.

(S tigu thu thiip dén thing 11/1996).

Nhimg bt thudmg vé xét nghiém ciin lim sing c6 lién quan dén thubc niy gip & 47 trong sb 832 binh
nhin (5,6%). Nhimg blt thuomg hay gip 14 ting céc men SAST (SGOT) (1,4%), ting SALT (SGPT) (1,7%),
vi ting creatinin mdu (0,7%) (& thér diém dwoc cdp phép).

(1) Nhimg phin émg cé hai c6 § nghis lm sang (hiém < 0,1%, thn s chua 16 do bio co ty phit).

1. Phib niém mae, bidu hién biing sung mit, ludi, hbu v thanh quin kém theo kho tho. Néu gip bit ky
mit trong céc dbu higu trén, chn ngimg ngay thubc vi ¢6 céc bién phip thich hop, nhu ding thube
Khing histamin, hormon v thugng thin v.v... vi gilt vimg dudmg b hip.

2. Hidm gip gidm tiédu chu nghiém trong. Néu gip cic trigu chimg ndy, phai ngimg thudc ngay vi co
nhimg bién phap didu tri thich hop.

773, Vich thé ghp binh thin chp tinh vi con kich phit cia suy thin, chn theo ddi chit chd ngudi bénh
v lm céc test chirc ndng thin. Néu gip bt thuomg, chn c6 cic bign phip didu tri thich hop, nhu
ngimg thubc

4.couuupm-anuuy(am.mm-u--.e da - milt (bl chimg Stevens -
Johnson v triu chimg gidng binh pemphigus: néu gip chc tridu chimg nhu ban do, vét ddp,
ngira, sbt v.v clin ngimg thulc vi c6 nhimg bién phip diéu trj thich hop.

(2) Nhimg phin émg cé hai c6 ¥ nghia lm sing (voi cic thubc wong ty)
1) Gidm huyét chu toan thé c6 thé gip khi ding che thube khic i ché men chuyén angiotensin,
Néu ghp cic rigu chimg. phii ngimg thudc ngay va co bién phap didu trj thich hop.
2) Viém tuy cling c6 gip vén céc thude khac irc ché men chuyén angiotensin. Néu thy c6 ting ndng
85 amylose, lipase... trong méu, chn c6 bi¢n phép thich hop, nhu ngimg thube.

(3) Céc phin img c6 hai khic.
Néu gip bit ki phan img co hai ndo, chn c6 céc bin phip thich hop, nhur ngimg thube.

Tha o8 chua 10 $% > phin Gmg c6 hai = | Phan img co hal < 0,1%
0,1%
[Miks Giam:  Bbog  chu,  Hemoglobine,
hematocrit, tibu chu
Ting: bch chu wa cosin
Thin Thng BUN vh creatiin | Protein nilu
trong huydt thank
Thia kinh - then thin | Bubn ngs Niic @l mé shng. | Chodng ving ki Gomg ddy, mit ngd
chokng ving
Tim mpch Ha buylt dp Tim 8bp manh (ddnh tdog ngyc)
o hlp Ho, chm gikc kho chiu | Dom, khi giong.
1 k¥ quic & hoag
Tidw ok Bubn ndn. non, kb chiu & dy dhy, du |
| bung, chia in, tido chiy
Gan Tang yGTP Tang SGOT va SGI'T Tang phosphatase kidtn vi LDH, ving da
Qui mia chm Nhay chm, doh séng. | Phit ban, agie
miy day
Phin g b hpi khibc | Rung e, ybu mét, 1 | Thng kali buydt thank O tal, v gibc bt thudmg, khit, ing
cing creatinin phosphokinase (CPK), tirc ngwe,
mét. phu. 86 nony mbt
S. Vi nguid cao tubl.
Phii thin trong ddc bi¢t khi ding thudc cho dbi tugng nity, khoi diu bing lidu thip hom (vi dy: 2,5 mg)
va theo ddi cin thin ngudi bénh.

1) TANATRIL thai trir chis yéu qua thin. Vi & ngudn cao tudi, c6 kh ning tdn luu ndng 49 thubc cao trong
miu, ma lgi thuimg cb suy gidm chirc niing thin, nén cic phan (mg o6 hai d& xdy ra hon va thc dung clia

thudc co thé ting Kén.
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2) Hy huyét ap qui mirc I didu khing mong mudn vi ngudi cao tudi (nhdi miu ndo v.v..., ob thé xiy ra).

6. Sir dyng khi mang thai, trér dg hode thid k¥ cho con bi.

(1) Chéng chi dinh TANATRIL & ngudi mang thai hoc nghi c6 thai (it mudc 84, thai chét, 1 vong so
sinh, ha huyét dp, suy thin, ting kali/méu, gidm sén ndlo & tré em so sinh 4 duge bo cho & nguin
mg c6 ting huyét ép ma ding thudc irc ché men chuyén angiotensin (ACE) thin gian gila hoje codi
ciia thai ky. Cling gip co chin tay va bién dang so-mit & tré 50 sinh ¢ thé do nguyén nhin it nudc 8i).

(2) Phy nit trong thi ky cho con b khong duge ding TANATRIL. Néu xét thiy thudc qud cin cho
ngudi me, phii ngimg cho con bis sudt thai ky me ding thude (thir nghim trén chudt cbog, thity
imidapril hydrochloride bai tiét qua sita me).

7. Vi tré em:
Chua xdc dinh duge 49 an todn cisa thube i von tré em.

8. Thin trong
Thin trgng vé phin phéi thude:
Vi vién nén TANATRIL duge phin phdi trong vo ép (PTP), cin din do ngudi bénh hiy My thubc khoi
vo dbng goi trude khi udng (41 gip tnamg hop ngudi bénh nudt ca vo PTP, cic goc nhon cia vé cb
thé cita vio niém mge thye qudn, gly nhitng bién chimg nghidm trong nhw viém trung thit).

9. Thin trong Khic:
DA ¢6 bio cdo riing vige phin phdi cic thude irc ché men chuyén angiotensin (ACE) ciing véi insulin
hojic cdc thudc ha duimg huyét khic & ding giy gidm duimg huyét.

10.Qui -

Chua ¢ truomg hop qué lidu ndo duge bio cdo. Néu cb nghi ngo ding qud lidu, cin phai duge didu trj
cin thin vil 6 cic bign phip hd try phi hop

DUQC PONG HOC:

Imidapril hydrochloride chuyén hoa cho 4 chit chuyén hoa va chit me imidapril hydrochlonde. Trong 4

chilt chuyén héa, chi riéng c6 dang acid di-carboxylic (imidaprilat) i c6 hogt tinh duoe Iy.

1. Hip thu:
Ngudsi khoe manh udng lidu don 10 mg imidapril hydrochloride, thudc dat ndng 8 dinh trong huyét twong
sau khi udng 2 gir v ddo thii tir huyét twong v thoi gian bin thii khodng 2 gidr. Imidaprilat 1 chit
chuyén hoa con hogt tinheita imidapril, dgt ndng 49 dinh (khodng 1Sng/m), sau khi udng imidapril 6-8
gid, dio thai din tir huyét tuong véi thoi gian bin thii khodng 8 gio.

2. Chuyén héa vi thii tir
Nguin khoe manh wong liéu khot ddu 10 mg imidapril hydrochlonde, thi 25,5 % lidu ding s¢ thii i qua
nue tidu trong 24 gid.

3. Tich lby
Ngudi khoe mgnh ubog liéu khén ddu 10 mg imidapril hydrochloride mt ln mbi ngdy, ding trong
mt tudn lidn, thi ndng 40 imidaprilat trong huyét twomg dat trang thii Sa dinh sau 3-5 ngity ding thubc.
Khong c6 diu higu tich 10y thudc O ngudi bénh cé suy chirc ning thin thi him lugng dinh imidaprilat
trong huyét twong ting 1én va s& chim thai trir khoi huyét nrong.

B

DUQC LY HOC

Imidapril hydrochloride 1 tién chdt, sau khi ubng, bj thuy phin 8¢ tso dang chuyén hod acid dicarboxylic
(14 imdaprilat) ¢ hogt tinh trc ché men chuyén angiotensin. Imdaprilat i ché hogt d0ng cia ACE, enzym
phin bd rng khip trong mdu va 1€ bdo ndi md cia nhidu logi md. Téc dung lim hy huyét ép cia imidapril
hydrochloride 1 do e ché ACE, tir 46 kim him sy tgo thinh angiotensin 11, két qua 14 trye tiép hoje gidn
tiép lim gidn mgch ngogi bién vi gidm sirc can thinh mach.

1. Ue ehé ACE

1) Imidaprilat i chit chuyén hod cdn hogt tinh, irc ché c6 canh tranh hogt tinh cic ché phdm ACE Iy
wwmmmumm&mmumcﬂmmmhﬁm

2) Trén chut cdng, ubng imidapril hy de va imidaprilat @c ché phy thudc hidu lugng sy ting huyét
#p do ding angiotensin |,

2. The dyng lm hy huyée dp.

1) Chudt céng wdng imidapril hydrochloride ¢6 tic dung ha huyét &p phy thubc liéu lugng (chudt ting
huyét dp tw phit vi chudt gy ting huyét ép bing 2 - kidney - 1 - clip Goldblatt. Thube chi c6 tic dyng
by huyét dp nhe & chudt ¢6 huyét ép binh thudmg, nhumg khdng cd hidu lyc & chudt cdng gy ting huyét
4p bng DOCA/ nude mudi.

2) Chudt ting huyét ip ty phit ubng imdapril hydrochloride trong 2 rull, thiy thudc c6 tic dyag ba ép 8o
dinh vit khong c6 tic dyng trén nhip tim.

3) Nguin bénh c6 ting huyét dp tv phit udng nhidu ngdy imidapril hydrochloride véi lidu S - 10 mg mdt
lin mdi ngdy, thiy thudc c6 téc dung dn dinh lim ha huyét ép vi khong c6 the dyng trén sy thay ¢bi
huyét ép theo nhip sinh hoc mét ngiy dém.

NGHIEN CUU LAM SANG

Di thir nghi¢m TANATRIL trong lm sang & 133 cufe didu tra, gbm thir nghi¢m so sdnh mi ddi:

1. Ting buyét dp vd cin (tir nhe dén trung binh)
TANATRIL ¢ hidu lye & 80,8% (361/447) sb bénh nhin ¢6 ting huyét ép vé cin tir mirc 46 nbe dén trung
binh.

2. B¢nh nhin cé ting huyét dp nghiém trong vi ting huyét dp kém suy thin
TANATRIL €6 hidu e & 100% (19/19) 36 nguot bénh co ting huyét 4p nghiém trong va 84.0% (21/25)
sb nguvi bénh c6 ting huyét &p kém suy thin
Ting huyét p nhu md thin
Trong nghién clru lim sing trén bénh nhin ting huyét 4p nhu md thin. TANATRIL c6 hi¢u lyc & 80.6
(25/31) b bénh nhin.

LY HOA TINH
Tén thong thuwimg
Imidapril hydrochloride (JAN)
Imidapril (INN)
Tén hod hoe:
() = (48)-3-{(2S)-2{[(1S)-1-cth yl-3
4-carboxylic acid hydrochloride
Cong thirc phin tir:
Cong thirc chu tyo:
COOH
/ < CH,

CoHy N0, HC : 441.91

MOTA

« Imidapril HCI 14 tinh thé méu tring. Khdng mili hojc mii hoi djc higu.

* D¥ tan trong methanol, tan trong nudx, it tan trong ethanol (99,5) vi khing tan trong acetate cthyl,
chioroform, dicthyl ether vi hexane.

PONG GOI:
Vién nén TANATRIL $ mg:
Hap 100 vién (10 x 10 vién) trong PTP

Vién nén TANATRIL 10 mg:
Hop 100 vién (10 x 10 vién) trong PTP.

PIEU KIEN BAO QUAN, THOT HAN SU DUNG, TIEU CHUAN.

- Bdo quin: Bio qudn trong hip kin, duti 30°C. Trinh dnh ning. Trinh dm sau khi mé& hip
- Thén han sir dung: 48 thing ké tir ngay san xult
- Tiéu chulin: cia nha sin xudt

a&o{wi.&rgcmnuo:znw:x:cnucMmt:MNc%m
KIEN HAY THONG BAO CHO BAC ST HOAC DUQC SI NHUNG TAC DYNG
KHONG MONG MUON GAP PHAT KHI SO DUNG THUOC.
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