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Y 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 ( Chag chi djah TANATRIL & nhimg sgwid bish sau )

1. Ny 6 tidn i msle el v bt ki thiind phikn o ciba thuds.

2. Ngpabi ob tidn wir phis miém (phil miém do thabe ¥ chi men chuyén snpotensin (ACE) v.v., phib
b do di traybn, pid nidm milc phii, pid mides ty phit v.v.) [C6 thé gip phis midm kidm kb th)

3. N diimg dextran celiulose sulfat @4 hip dy logi trir LDL - cholesterol [cb thé ghp sée] (xim doc
e THAN TRONG - ruong the thale).

& Nipwin c6 thiken phi loc mi vin ming acrylonstrie methallyl sulfonat natn (AN 69) (o6 thé gip néu
hvimg dang phis vi] (xin 86< mye THAN TRONG - trong the thube)

£, Nipetn mang thai hode ob B8 6 thai (xin doc mgc THAN TRONG - sir dyng ki mang thai, trd da
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Vi binh sk dinng B s mdu 0k

i dormerhuarde, ol gy he by menh sey i | penin wong Berdt neomg. win ding
rylion Blomothuarale ¥ v ) e ale Ay . e o i ghy by by
pdrochlonde, sba phii Sing tesdc | bp mgsh.
thda bong nby guim bly ihoy Sla
Tic of phlm chin [ (i | Trobu chimg agh Shc e (ol | Imdepril Sydrochionde bc dly o by |
cutonare |, ng, v, Jogs i) o6t plp. Clle | b lishinm & bng dhdn.
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Téa tong mai TANATRIL TANATRIL
Vién néa § mg Vidn nén 10 mg

Hoat chit Temadapril hydrocklonde

Him hugng Mbi vida § mg Mbi vién 10mg |

Th duoe Lactose, macrogol 6000, magnesi stearat.

Dgag b ché Vidn nén

M sl Tring

Hish thix T
00 | ®W0

Kich thate Druimg kdnk: 6,0 Bubdng kdah: 6,5
mam mm
B diy: 2.6 mm Bd diy: 2.6mm

Trong lugeg 0.08 009

M ob nidn bedt TA 1335 TA 136

CcHi pjNH

- Thag byl bp

- Thag huyit dp buydt bp aha 4 thin

LIBU LUQNG VA CACH DUNG:

Lidu udng tuimg ding cho ngui dn 1 § ~10 myg imidspnl hydrochlonde. ding bidu duy nkk: mdi ngiy.
C6 té ditu chind i tuy Bhude todi vi tid chilmg ol ngwiv binh. Vi ngw ting buydt ép nghséim

Thalc chlang veim dhieg sowd

Tis deng Lim ba bunh i oo il b

boém plkg thich hop. prostaglandin, sba NEAID ken
dmg he buyk dp ol isdepel
by drochiende
Tie ol piliem chirn WaBbimogeaase. | 0 Wk ning iy g Byt iip gk i | By gl 60 o smgch mibs od Mg m do
Bode phli bop v lesdapell | tke ol el el
Byl hhoride Srplirechioride wrin sy phda by ods kmia
wi ein bept vsh als sul bk ols
[ R
The ol 1k cb tic dymg Ui ha | Tie dung i by B bp o 0 sng | PR By Bullc 5o e dung odp dleg |
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e Cla do byl ip Bsing ki v
b chind Jab g o € T

A, Phin img b hal

Phin (g <0 hai 6o Tanatn| ghp & 442 wrong 8 6.741 bézh nhin (6,6%). Nbimg phdn dng hay gip oblt 1k
ho 4,5%, ching mit 0,2%, tyt huydt bp 0.2%, shixc dba 0.2%, kb chin & ko 0,7%, phat ban 0,1% v.v.
(54 bu tha thip dla thing 11/1996).
Nhitng bt thutng v xét nghiém céo lm sing o6 bén quas &én trede sy ghp & 47 trong sb K32 béah
nihde (5,6%). Nhimg bit thoimg bay gip 1 thng che men SAST (SGOT) (1.4%), tag SALT (SGPT) (1.7%).
vil thag creatinis mu (0,73) (& thii dsbm dugx clp phép).

(1) Nhimg phila dmg cé hyl cb § aghls lm shag (hibm < 0,1%. tha o chwm 10 do bio céo 1y phile).
1. P mbbm mype, bidu hidn blng sung mit, hudi, hl vl thank quis kim theo ko thé. Nés gip bl Ly
mit trong cie dlu heu trén, chn ngimg agay b vi 6 che bafn phiip thick hop, nhv ding thuds
khing bistamin, hormon v thepag thin v.v... vl @i ving dedmg b8 hip.
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ip b e ehidn, (i lidus Kbt s 1 mdd nighy uheg

[ <Taga rgag>.

{va-wﬂmﬁhﬂulidﬁﬂ I creantun <MmUphit boje sdag &) creatnn toag eyl
> 3 mgdL, thi chn thin trong khi dimg thelc ndy. Chn gidm mirs lidu hobe kéo di khoing cich

1#*ﬂhhtuﬁwnmmﬁhmm-w-uh-uuhhmm

| st b bk walt] { xin doc myc s wong )

THAN TRONG:

1) Si dyng thjn trpag (Cla dbag Tanstril thin trong & abimg agwid bjnh 1s)

=« Nipoid sary thiln {xin 80c cic mpe Lidu hegng vi cich ding - thin trong - philn (mg ob bai).

- N bep ddog mach ci hai bén thin (o thé Lim whm wong thém sy suy chix nlag thin).

- Ngubi b i logn mach sl (Hy buyt ip mysh & thé iy hibu hpt ddag miba 15i alo, nén Lim i 1f hon
trang thii ngai bgeh).

- Nguin cao tubi (xin doc muc Thin troeg-sir deng & ngwéi co i,

2) Nhimg thiin troeg quan tryng

Vi nibiimg nbdem g b seu dly o6 thé gip by byt dp ym thid nhmg nghilm trong s khi khin
@y dimg Tanaeril, ndn bit @iy bing idy thip hom, i thag dln by, ding thén phis theo 3B chie ngwir bénh
+ Nguti b thag huydt kp nghidm irong.

- Nguin daag thim phda I mba.

- Nigwin dang ding thube ot nidu (A bigt vin ngein min bk dhu ding thabe kn nigu)

« Niguin dang theo chi 83 In kidng mul nghiém aght.

Do s dyng Lim by huye dp cda thabe cb ihé gly chiog mit boje chodng ving. ngudi bink cln thin
trong khi tham gia clc hogt ddag ob rid ro Km &4 hoi sy tinh tho, nhve lis xe, b vide trén cao bode vin
hinh mby mdbe v.v..

) Khing ding thude 24 g trwde ki phlu thujt.

A Twomg tie thade.
ncﬂqmﬂlﬂlmhﬁmﬁ;ﬁphm:—mﬂq thude nan diy)

Do Mo, by cibrmgg v S Cor il v w1 gy om0
n-.ﬁ—ui.u-ﬂ O 0l by chesing Collclins Srniren slin Goh Jafn b Sai
v losl iy LD <holemrnd ol g By st vl i Bong ke v binslapil
Pl LI Lgamorbends HCT romg ke vin oo chle chuyda his ol

beadybunin S pode bop iy i g ded
T ety
ik ¢t b phis by mdeg | C6 08 ghp phie g phie vE Vi polyriecuniye ANGS® B Sy wn
wrphomitnde mwhailyl sl s b nm wosg miu wle sl
(AN by blorde tumg e win chll < hybe
bk i Dendyhinin, hbu gl 18 ik
Tradhy bnas.

2/Thiks tryag ki phli byp thube (Thin troag ki phil byp Teantril v cic thubc me diy)
in bl

Lols bttt chumg i B ) Cor chd vl v ol mgay v
Theale  bn miu gl Eah | ik heyng kab g beyl ash o) | imedipel bydrocklonds e oM s sek
inprealacions,  Wammvne  wv) | e tng K ph hop che thale sby, | saprnee L his gel B piem wh
e ) g bl Chah o v v ) | ke e 800 Y ol B hagmg sl | ldossevon, nin bk pl dlo B el
Himg Rt shash P g 2 Bt —n s sy

e DL Y S L SE gt SR VS B . S S LI, S R Gy, W S S
nhimg bits phiip ik i thich bop. —

3. Vi cé thd gho bad thin clp tish vl com kich nmqm&uauﬂwm
vi L e test chare ning thia. Néu pip blt thuimg, cls ob che bidn phip didu i thich hop, abu
ngimg thule

4. Co e glp vibm da tréc vily (06 da), bji ching abim myc - da - milt (W) ching Stevens -
Johnson vi trifu chimg gibng bab pemphigus: adu ghp cic iy chimg o ban 84, vit &g,
apia, sbt v.v ol egimg thulc v 0b nbing bidn phip i i thich hep.

(2) Nnmg phia dng o byl b § nghls im shng (v cic thade toomg 1)
1) Gidm buydt chu todn thé ob thé glp ks Sing cie thode khic &t chd men chuydn sagiotensia.
Néu gp cic tridu chimg, phii. ngimg thudc ngay vi 6 bidn phip dids i) thich hop,
2) Vidm ey clng ob ghp vii cic thudc khic ic chd men chuyén angiotenain. Néu thily of ting nlag
46 amylose, lipase... trong mia, cha c6 bién phip Gich bop, shy npimg thebc.

13) Chc phia img ob byl kivde.
Neéu ghp bt i phin img cb het o, chn o6 che bidn phip tich bop, niv npimg thede.

LTI T 5% > ik g ob bl 2 | Pk g 0 bt < 01%
0%
Mia O Mg cha  Memogibee,
emasocnt, b che
Tieg bach che i eosm
Thia Tieg BUN vi crostemn | Proten mds
= rong breyds ihank.
Thia hiak - hem e | Ballm g i dls, md shng, | Choday vieg L Sing Gy, mit ngs
shokag vieg
Tim mpch Fia by g Tom ddp manlh. (Gach b, ngec)
Ty io, chem i 05 chus | Do, K g
A3 qui & bong
i et Tialn nin, nim, Wbs chiw & dp diy, dae
ok b 1y By
= Tiog rGTP Thag SCOT vi SGFT broagh i vy &8
Qak mla cdm Ngy chm, M shey. | PRk baa, gl
iy day
e dag el ihde | My W, i wiL W | Tinglah el Gk |0 WL o g Bl ey 1Ak, Seg
oy creatmin plurpbokmase (UKL 8o mpes.
e, pha & vy s
5. Vi gl cuo tebi.

Phii thin troag dic bidt khi ding thubc cho 05 nwong niy, ki &le bing by thp hon (vi dy 2,5 mg)

v thea dd4 che thin nguin bésh.

1) TANATRIL thisi trir b yhu qua thiln. Vi & ngais cao nali, ob kisk ning b leu sleg 80 tulic cso trong.
s, il g tharimg o may ke chirc ning thia, aén cic phin éng o6 hai & xiy m bon vil the dung cis
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TrungTamThuoc.com mbe v aguii cso i (nbbi mku alo v.v..., o6 &l iy ).
6 Sir dyng kil mang thal, irir dy bode thid ki cho con bi.

(1) Cdag chi dinb TANATRIL & ngudd mang thai bole nghi ob thal (k nedc &, thai chés, th voog 5o
winh, by buydt ip, sey thin, thog kalimiu, giles sin ndo & ¢ om 5o sinb & Supe bio clo & ngwin
mg o6 thng buylt dp mi ding e i chl mea chiyda snpotensin (ACE) thin gisn gita boje culi
céa thal k. Cling gip 0 ¢hiln tay v bidn dang so-mit & tré 50 sinh ob é do nguyée abin &t sude &),

(2) Phw it bong thisi k che con b khdeg dupe ding TANATRIL. Néu nét thly thelc qui cin cho
ngubi me, phii agimg cbo con b sult thin ki s ding thudk (thir nghiém trén chult obng. thy
imidapril ydrochloride b G4 qua sl o).

7. Vi tré em:
Chusn ke S duge 39 an toln cla Bube dbi v wé em.

L Thintroag
Thia trgng +# phin phli thule:
Vi vitn nén TANATRIL dupe phin phdi treng vé ép (PTPL cla din &b aguds binh hiy My thube kbdi
v déng goi trode ki wlog (41 gip trodmg bop ngedi bink mdt cb v FTP, cie pic nboa ola vé o
thé cira vilo niém mac thye quin, gly abiing biln chimg nghidm wong she viém tung thin).

9. Thin trong khic:
Dl cb bbo cho ring vide philn phdi clic thude Gc chd men chuydn angictensn (ACE) cling v imvelin
Bolkc cic thubc hy duimg haylt khie dl diag ghy pibm dudng baylt

10, Qui b
Clars 6 trwimg bop qui Iabe nio duge bio cho. Nba o nghi ng ding qui libu, cln phis duge dida
cla B vi cb che bedn phip hi g phis bop

DUGC BONG HQC:

Imidapril bydrochloride chuydn héa cho 4 chilt chuyén hia vi chit me imidapn hydrockloride Trang &

chikt chuyda bba, chi ridng cb dang acid di-carboxy bic (imudaprilat) L ob bogt tinh duge 1.

1. Hilp thu:
Nt kbide manh sbey bidu don 10 mg unsdapnl bydrochlonde, thube 4ot pdng ) dinh wong Suybt teomg
sau ki udeg 2 o v dio thii b buydt ruong v thin gian bia thdi kboiag 2 gis. Imidaprilat U chlt
chuyln bie cén hogt tinbeds imidapril, dpt nlog &) dish (khoing | Sng/ml), sau khi wbng imidapril 6-8
0, dho thii dln 1ir hisydt neomg v thixi gian bin Bui kbolng 8 gad.

2. Chuydn bia vi thii i
Nigadn kbde manh wbeg tibs khod alu 10 mg imsdapn! hydrochlonde, thi 29,9 % Dby ding s2 s trd qua
nwde bbu trong M git

3. Tich My
Ngubi khoe mpsh vlag léu khin di 10 mg imidpeil hydrochlodide mie ln mdi gy, ding troag
mdt tule lidn, 8 ndag 89 ensdapritat trong buybt Rrong &t reng thii dn Sieh sy 3-5 agly diag thube.
Khéag cé diu hidu tich My thude . agwdi bink ob suy chire ning thin thi him hegng dinh imadsprilat
troag huy®t twomg tng K vi o chim s 1re kil baydt nong.

DUGC LY HOC
Imidagril hydrochloride i tién chir; s ki wdng, bi thaj phia 8 wo deag chayin bod acid dicarboxylic
(1 indaprilad) o hog tinh ic cbd men chayin angisteasia. Imdaprilat e chi boyt dag cla ACE. canym

MO TA

« Imidapril HC1 Li tinh thé miu tring. Khdng i bojc mdi hot djic hifu.

* D¢ tan trong methanol, tan osg nudr, it tan trong cthanol (99.5) vi kbiag tan troag acetate cthyl,
chloroform, dethyl ciher vk hexase.

DONG GOI:
Vidn nén TANATRIL $ mg:
Hép 100 vidn (10 x 10 viln) oong PTP

Vidn sés TANATRIL 10 mg:
Hép 100 vitn (10 x 10 vién) bong FTP.

DIEU KIEN BAO QUAX, THOT HAN ST DUNG, TIEU CHUAN,

- Bio quis: Blo quin tong bip kin, dudi 30°C. Trinh doh slng. Trink bm sau ki mé bip
- Thén ban 58 dyng: 48 thing ki 1 agly shn xelt
- Tidw chudn: cim nhi sin vuit

BOC KT TO HUGNG DAN TRUGC KHI SUDUNG. NEU CAN THEM THONG TIN, XIN
WO T KIEN BAC 81 HAY THONG BAO CHO BAC S] HOAC DUQC S NHONG TAC DYNG
KHONG MONG MUON GAP FIAIL KiI ST DUNG THUOC.

J

TAI LIEU THAM KHAQ
1)Y. Harota, e al - Rinshou-rylna (J Clin Thersp Mad) 8, 307 (1992)
2)K. Bamno, e sl : Report of Tanabe Seiyaku Laborasoires, p 63 (1993)
33 Y. Hirots, et al : Kiso-to-nnshou (Clinscal Repor) 18, 1457 (1992)
&) M. Ishii, et al: Rinshou —tyaku () Clin Therap Med ) &, 299 (1992)
53T, Sarata, et ol : Rinsheu -iyalou (J Clin Therap Med ) 8, 661 (1992)
6) T. Sugays, of al; Folia Pharmacol Japon 100, 39 (1992)
7) ML Ksbo, ¢t al.: Jpn J Phasmacel 53, 201 (1990)
&) T. Saruta, et al - Risshou ~fyaku () Clin Thersp Med ) 7, 2205 (1991)
9) 5. Nishiyama, ef al.: Anmeimizel-Forschung 42, 451 (1992)
10) M Kubo, ct al.: Jps ) Pharmacol 87, ST1 (1991)

\&, Metsubian Tanabe Pharma Comorason
1810 Mentama, Chao-bn, Osais 5418505 Japan
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PT. TANABE
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O thin cua Im vi tir huyét thanh nguin; sy &c cbé ndy phy thodc béu hugmg.

LT LD T A e | hydrochlonde vi imadaprilat ix o phy thuldk lidu heong sy tiag buyét
dp do dung angiotensin |
2. The dyng lm by huyle dp.

1) Chet cdag ubng imidapril hydrochlonde ¢ thc dyng he buydt ip pha Buix lidu lugng (chuit ting
Bayét dp ty phit vi chale ghy thag huyds dp blag 2 - kidney - | - clip Goldblast. Thadc chi ob thc dung
ba buydt dp nbe & chadt c6 huyét ip binh thudmg, nbung khing c6 hfu e & chal clng ply tag buyé:
&p blag DOCA/ nude mudi.

2) Chit ting huyét ip 1y phis wdag imdapril hydrochloride trong 2 tula, thily thude c6 the dyung be ip dn
&inh vi khdng cé Uc dung trén phip tim

3) Nguin bink cé ting buyét dp ty phit whng nidu ngly imidapnl hydsochlonde véi béu $ - 10 mg mi
ln mdi nghy, thiy thubc c6 thc dyng dn diah e ba buydt bp vi khing c6 tic dyng wéa sy thay 8i
Buydt 4p theo nhip sizh boc mit nghy dém.

MA Hoider in VietnanvCag 30 M GP ter Vil Nam:
Abbont Laboratories, USA (M)

NGHIEN CUU LAM SANG
Di thir aghifm TANATRIL trong Mm sang & 133 cofc @il tra, ghm thir nghifm so shah mi abi:
1. Ting buyét kp vé cin (tir nbg én trung biah)

TANATRIL o6 higu dyc & 80,8% (361/447) 56 binh ahin cb thag buyét bp v8 cn ti mic 8§ nbe dén trung
binh.

2. Biah ahin ob ting buylt bp nghitm troag vh thag buylt dp kim suy dja
TANATRIL o6 bidu byc & 100% (19/19) sd ngudi biah cé tiag beylt &p aghidm troag vi $4,0% (21/25)
s agedn binh ob ting hayét kp kém suy thia
Ting buyét dp nbu md thgn
Trong nghién céu lm sing trén béah nhia ting buyét &p ahu md thin. TANATRIL <6 hadu b & 80,6
(29/31) 35 béah abin.

LY HOA TINH

Téa thbag thrimg

Imidapnil hydrochlonde (JAN)

Imadapnl (TNN)

Tin bod hee:

(-} - (45)-3-[(28)- 2{[(1 S} | cthoxycarboayl-3-phenylpropy | Jumane jpropony 1| 1 -metiyi-2-osomidazolidne-
4-carboxybc acid hydrochlonde

Cbag thire phin tir: oy Ny O HCT ; 441,91

Céag thirc chu tpe:

Fo®.
- S



