https://nhathuocngocanh.com/

THUOC POI KHANG CALCI
HERBESSER®

HERBESSER® 60
<Diltiazem hydrochloride>. THUOC NAY CHI DUNG THEO PON CUA THAY THUOC

L

CHONG CHI PINH ( Chéng chi dinh ding Herbesser va Herbesser 60 cho nhimg ngwdi bénh sau )

1. Ngudi ¢6 bénh tim sung huyét nghiém trong (c6 thé 1am trim trong thém cac tri¢u chimg bénh tim).

2. Nguai bi bléc nhi - thit 49 2 va d¢ 3 hodic c6 hdi chimg yéu nit xoang (nhip xoang cham lién tuc (du6i 50 nhip/phit), ngimg xoang, bléc
xoang - nhi v.v.) [C6 thé gip ire ché qua mire nhip xoang va te ché din truyén tim).
3. Ngudi ¢6 tién sir qua min cam véi bét ky thanh phin ndo cua thuéc.

4. Ngudi mang thai hofic c6 thé c6 thai (xin doc muc Thin trong - sit dung khi mang thai, tré dp hoic thoi ky cho con bii).

Carbamazepin  (huéng  than,
chéng dong kinh, diéu tri con
hung cam)

Triéu chimg (budn ngu, budn nén, ndn,
chong mat ..) do ting ndng do
carbamazepine trong mau. Cin theo di
thudmg ky céc triéu chimg 1am sang. Néu
gip bit thudng cén giam liéu hodic ngimg
dung carbamazepin.

Selegiline hydrochloride (chéng

MO TA
Tén thuong mai RBESSER | HE 60
Hoat chit Diltiazem hydrochloride
Ham lugng 30 mg 60 mg
Té duge Lactose, dau hydrogen hod, macrogol 6000, magnesi stearat.
Dang bio ché Vién nén
Mau sic Mau tring
i @O0 @00
Kich thuc Pudng kinh: 8,0 mm Puong kinh: 8,0 mm
B diy: 3,45 mm Bé day: 3,45 mm
Trong lun, 0,19g 0,185g
Ma s6 nhén biét TA 120 TA 125
CHI PINH :
- Pau thit ngyc, bién thé cia dau thit ngyc.
- Cao huyét 4p vo can ( tir nhe dén trung binh).
LIEU LUONG VA CACH DUNG:
1. Dau thiit nguc, bién thé ciia dau thit ngyc:
Li¢u udng thong thuong cho ngudi 16n mdi lan la 30mg Diltiazem hydrochloride, mdi ngay ding 3 lin (90 mg mdi ngay). C6 thé
tang liéu lén mdi lin 60mg, mdi ngay udng 3 lan (tirc 1a 180 mg/ngay), khi can thiét.
2. Tang huyét 4p v6 ciin (tir nhe t6i trung binh):
Liéu uéng thong thuong cho ngudi 16n mdi lin 1a 30 - 60 mg Diltiazem hydrochloride, m3i ngdy ding 3 lin (tirc 12 90 -180
mg/ngdy). C6 thé diéu chinh liéu ding tuy thuc tudi va tri¢u chimg cuia ngudi bénh.
THAN TRQNG:

1. Sir dyng thin trong (Dimg HERBESSER vi HERBESSER 60 thin trong & nhimg ngn)i b¢nh sau)
* Ngudi ¢6 suy tim sung huyét (tri¢u chimg bénh tim c6 thé trim trong thém).
* Ngudi c6 nhip tim qué chim (dudi 50 nhip mdi phut) hodc co bléc-nhi - thit d§ 1 (nhip xoang va din truyén tim cé thé bj irc ché qua

mirc).

* Nguoi bj ha huyét ap nghiém trong (huyét 4p c6 thé bj giam hon nira).
* Nguoi c6 réi loan nghiém trong vé chirc niing gan - thn (tic dung cua thudc ¢ thé ting lén do giam chuyén hod, giam thai trir).

2. Nhimng thén trong quan trong

* Ngimg dot ngot thubc déi khang calci s& lam triéu chimg ning thém. Vay khi muén ngimg ding HERBESSER va HERBESSER 60, cin
gidm liéu dén dén va theo di cin than ngudi bénh. Dan do nguoi bénh khong duge ty ¥ ngimg thude néu chua xin ¥ kién thiy thude.

* Do tic dung 1am ha huyét ap ciia thudc, nén c6 thé gip chong mit v.v..

ro 1ém doi hoi sy tinh tdo, nhu Idi xe, lim viéc trén cao, tiép xic voi miy moc v.v....

* Ding thube khac chéng loan nhip tim

nhip thit.
3. Tuong téc thude.

., ngudi bénh cin thin trong khi tham gia vio céc hoat dong co rii

cling véi

6 thé gay kéo dai han QT cua dién tim db va loan

Thin trong khi phdi hgp thudc (Thin trong khi phdi hgp HERBESSER VA HERBESSER 60 véi cic thude sau ddy)

Téc dung vd doc tinh cua Selegiline
hydrochloride c6 thé ting 1én. Theo ddi
thuong ky céc trigu chimg lam sang. Néu
gip bt thuomg, hdy giam liéu hodc
ngimg dung Selegiline hydrochloride.

Theophylline (gidn phé quan)

C6 thé gap nhlmg triéu chimg (budn non,
nén, nhire diu, mét ngu v.v) do ting nong
dd theophyllin trong méu. Theo doi
thudng ky céc trigu chimg ldm sang. Néu
gdp bt thuong, hdy giam liéu hojc
ngimg ding theophylline.

Cilostazol (thudc chéng két tip
tiéu chu)

Téc dung cua cilostazol c6 thé ting lén.
Theo ddi thudng ky céc trigu chimg lam
sang. Néu gip bit thuomg, cin giam liéu
hodic ngimg dung cilostazol.

Vinorelbine tartrate (chéng u ac
tinh)

Téc dung cta vinorelbine tartrate c6 thé
ting lén. Theo doi thuang ky cac méu
chimg lam sang. Néu gip bét thuomg, cin
giam liéu hoic ngimg dung vinorelbine
tartrate.

Cyclosporin (thudc e ché mién
dich)

C6 thé gap céc triéu chimg (rdi loan chirc
ning thin vv) do ting néng do
cyclosporin trong méau. Theo ddi thuomg
ky céc tri¢u chimg 1am sang. Khi gap bét
thudmg, hdy giam lidu hodc ngimg ding

Tacrolimus hydrate (thube e
ché mién dich)

C6 thé gap céc triéu chimg (réi loan chirc
nang thin ....) do ting ndng do tacrolimus
trong méau. Theo ddi thuong ky céc tri¢u
chimg lim sang. Néu gip bit thuong, cin

iam lidu hojic nging ding tacrolimus.

Phenytoin (chong dong kinh)

C6 thé gap céc trigu chimg (That diéu,
chéng mit, rung giat nhan ciu v.v) do
tang ndng 4o phenytoin trong mau. Theo
doi thudng ky cac mcu chimg lam sang.
Néu gip bét thuong, cin gidm liéu hogc
ngimg dung phenytoin khi can. Téc dung
cua diltiazem hydrochloride cé thé giam

Diltiazem hydrochloride {rc ché enzym gan
(cytochrom P450) xtc tic cho chuyén hoa cia
Phenytoin, hiu qua 1a 1am ting néng 4o

henytoin trong méu. Va phenytoin ciing lim
léng chuyén hoé cua Diltiazem hydrochloride,
nén lam giam ndng d¢ diltiazem hydrochloride
trong mau.

Cimetidine (thudc ddi khang &
thy thé H2)

Thube e ché HIV protease
(ritonavir, saquinavir mesylate
v.v)

C6 thé gap cac triéu chimg (lam ting tic
dung 1am giam huyét 4p, nhip tim chim

Céc thuéc ndy Gc ché enzyme gan
(cytorchrom P450) xuc lac cho chuyén hoa
cua dilti hau qua la lam

v.v) do ting ndng do dilti
hydrochloride trong mau. Theo ddi
thuong ky céc triéu chimg lam sang, lam
dién tam d6 khi can. Néu gap bét thuong,
cin giam lidu hofc ngimg diltiazem
hyrochloride.

ting ndng d¢ diltiazem hydrochloride trong
mau.

hydrochloride, atenolol....)

dd, va néu c6 bét thuong, cin giam lidu

Tén thude Diu hi¢u, tri¢u chimg va diéu trj Co ché va yéu t6 nguy co

Thube ¢6 tic dung chéng ting | C6 thé ting tic dung lim ha huyét ap, do | Cach phéi hop ndy mang lai tic dung hiép
huyét dp huyét ap va diéu chinh liéu lugng cia | déng cong lam giam huyét ap.

(Thuéc chéng ting huyét ap, cic | mot hodc ca hai thude.

nitrat...)

Phong bé beta (bisoprolol | Co thé gap nhip tim cham, bldc nhi - that, | Cach phdi hop nay mang lai tic dung hiép
fumarat, propranol | bléc xoang - nhi v.v. Theo ddi dién tim

ddng cong, giy Gc ché nhip xoang va din
én tim, lam giam co bép soi co tim va

Rifampicin (chéng lao)

Téc dung cia ide c6
thé giam. Theo ddi thudng ky cic trigu
chimg 1am sang, va néu c6 thé dugc thi
dinh  luong ndng do  dilti

i gdy cam Ung enzym gan
(cytochrom P450) xiic tic cho chuyén hoa cia
diltiazem hydrochloride, hdu qui lam gidm
ndng d6 dilti ide trong méu.

hydrochloride trong mau. Néu gap bat
thudmg, can c6 bién phap thich hop, nhu
chuyén sang céc thude khic hodc ting
liéu diltiazem hydrochloride.

Ché phdm cua Rauwolfia | hay ngimg mét hodic ca hai thudc. gidgm huyét ép. Phai than trong dic biét khi Thuéc mé (isoflurane, enflurane,
(reserpin, v.v.) phéi hop 3 thi thuéc (Diltiazem halothane v.v.)

hydrochloride, Thuéc phong bé B , ché phim

digitalis).

C6 thé gap nhip tim chdm, bléc nhi - that,
ngimg xoang v.v. Lam dién tam dé va khi
gap bét thuong, cén giam lidu hay ngimg
mdt hodic ca hai thube.

Céch phdi hop nay mang lai tac dung hiép
ddng cong giy trc ché nhip xoang va trc ché
dan truyén tim.

Ché phim cua Digitalis (digoxin,
metyldigoxin)

C6 thé gap nhip tim chdm, bloc nhi - thit
v.v. Céc trigu chimg ngd doc digitalis
(budn ndn, nén, nhire diu, chodng véng,
thi gidc bt thuong ...) gdm ca loan nhip
tim, do ting ndng do ché phim digitalis
trong mau. Lam dién tam dd va theo ddi
thudmg ky doc tinh cua digitalis. Khi cin,
dinh lugng néng do ché phim digitalis
trong méu. Néu gap bit thuémg, cin giam

liéu hay ngimg mot hodc ca hai thudc.

Thubc chéng loan nhip tim
(amiodarone hydrochloride,
mexiletine hydrochloride v.v.)

Céch phéi hop nay tao tic dung hiép ddng
cfng, gy tc ché nhip xoang va din truyén
tim. Ddc biét than trong khi phéi hop 3 loai
thube (diltiazem hydrochloride, thuée phong
bé B ,ché phim digitalis).

Diltiazem hydrochloride lam ting ndng o
ché pham digitalis trong méau.

Thudc gidn co (pancuronium
bromid, vecuronium bromid)

Téc dung cua thubc gidn co cb thé ting
1én. Hay quan sat tac dung cua thubc gian
co, néu gip bit thuong, can giam liéu hay

ngimg mét hodc ca hai thude.

Diltiazem trc ché s tiét acetylcholine tir cac
ngon ddy thin kinh tién - sy nap cua ch néi
than kinh - co.

C6 thé gip nhip tim chdm, block nhi -
that, ngimg xoang v.v. Lam dién tam do
va khi ¢6 bat thuong, cin giam liéu hay
ngimg mét hogc ca hai thubc.

Céch phdi hop ndy tao tic dung hiép déng
cong, giy uc ché nhip xoang, e ché din
truyén tim.

Aprindin  hydrochloride (thudc
chéng loan nhip)

C6 thé gap céc tridu chimg do ting ndng
4% cua hai thubc trong mau (nhip tim
cham, bléc nhi - thit, ngimg xoang, run,
choing vang, mé sing v.v). Theo ddi
thudng ky céc triéu chimg lam sang va
1am dién tim dd néu can. Néu gip bét
thuong, hdy giam lidu hay ngimg mét
hodc cé hai thube.

Céch phéi hop nay téc dung Ién enzym chung
cho ca 2 thubc & gan (cytochrom P450) xic
tac cho chuyén hoa cua 2 thudc, hau qua lam
ting ndng dd cua ca hai thudc trong mau.

4. Phin img 6 hai

Phan {mg c6 hai do HERBESSER va HERBESSER 60 gip & 442 trong s6 9 630 bénh nhén (ty 1¢ 4,6%). Nhimg phan (g hay gip nhat la
& hé tidu hod 1,4% (rdi loan da day 0,2%, téo bon 0,2%, dau bung 0,1% v.v.), & hé tim mach 1,4% (chong mit 0,5%, nhip tim cham 0,4%,
néng do mit 0,2%, bléc nhi - thét 0,2% v.v.), qué mn cam 1,2%, nhirc diu 0,2% v.v.

19).

__(1). Phin img c6 hai cho ¥ nghia 13m sang (hiém gip : < 0.1% ; tin s cdc phin {mg c6 hai dura vio céc béo cdo tir phat chua duoc biét

1) Bléc nhi - thét hoan ton, nhip tim chim nghiém trong (cAc tri¢u chimg khdi déu 1a cham nhip tim, choéng vang, mé sang v.v.) hiém gip
(<0,1%). Néu gp bét thuong, phai ngimg thubc va cb céc bign phap thich hop, nhu ding atropine sulfate, isoproterenol v.v va / hodc djt

may tao nhip tim.
2) C6 thé suy tim sung huyé

éu gap biit thuomg, cin ngimg thude va 6 céc bién phap thich hop, nhu ding thubc kich thich tim.

3) Hoi chimg niém mac - da - mit (hoi chimg Stevens - Johnson) hoai tir biéu bi nhiém doc (hoi chu-ng Lyell), d6 da (viém da troc viy) v.v
¢6 thé gip. Khi d:ay 6 ban 6, phong da, ngira, sdt v.v cin ngimg thudc va ding céc bién php diéu trj thich hop.

4) C6 thé gip réi loan chirc néing gan va vang da kém theo tang SAST (GOT), SALT (GPT), é-GTP v.v. Cin theo ddi ngudi bénh. Néu c6
gi béit thudmg, cAn ngimg thudc va tim céc bién phap diéu tri thich hop.

(2) Céc phin iig c6 hai khic

Thubc dbi khing calci nhém
dihydropyridin (nifedipine,
amlodipine besilate v.v.)

C6 thé gip céc tridu chimg nhu ting tic
dung lam giam huyét ap, do ting ndng 4o
chit d6i khang cua calci dihydropyridine.
Theo ddi thudng ky cac trigu chimg lam
sang. Néu gap bét thuong, cin giam lidu
hodc ngimg chit déi khing cua calci
dihydropyridine.

Triazolam ( thubc ngu)

C6 thé gip nhimg triéu chimg (nhu kéo
dai gidc ngi) do tang ndng dd triazolam
trong méu. Theo ddi thuong ky céc trigu
chimg 1am sang. Néu c¢6 bt thuong, cin

Midazolam (thudc an than giy
ngi)

gidm liéu hogc ngimg ding triazolam.

C6 thé gap céc triéu chimg (nhu tang tic
dung an thin va gy ngu...) do ting ndng
4 midazolam trong méu. Theo ddi
thutng ky cic tri¢u chimg lam sang. Néu
gip bat thuomg, cin giam lidu hodc
ngimg ding midazolam.

Diltiazem hydrochloride tc ché enzym gan
(cytochrom P450) xic tac cho chuyén hoa cua
nhimg thudc nay, hiu qua 13 lam ting ndng do
cua céc thube nay trong méu.

Tén sb chua rd 5%> phan dmg c6 hai >|phan img c6 hai <0,1%

0,1%

Tim mach Bléc xoang - nhi Tim dap cham, bldc nhi -|Ngimg xoang, ha huyét ap, dinh
thit, néng d6 mat, choéng|tréng ngue, dau ngyuc, phu
ving -

Than kinh - tam than Triéu chimg gidng Parkison Kho 6, nhirc dau, nhic dau|Co rat co, yéu mét, budn ngu, mat
ami ngit

Gan Tang ALP, LDH, vd y-GTP; ganto | Phat ban Ngira, phat ban loai ban do da

dang, may day

Tiéu hod Kho chiu & da day, tao bon, | Phan mém, tiéu chay, khat
dau bung, ¢ néng, chan &n,
buén non

Mau Giam tiéu cau, giam bach cau

Phan mg c6 hai khic

Tang san lgi, vii to & dan ong, té cong
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5. Véi ngudi cao tudi.
Ha huyét 4p manh la tic dung khong mong mudn véi ngudi cao tudi. Vi viy, sir dung thude nay cin dfic biét thin trong, khoi diu bing liéu
thép hon va theo ddi ngudi bénh cin than.

6. Sir dyng khi mang thai, tré da hodc thoi ky cho con bi.
* Chéng chi dinh HERBESSER vi HERBESSER 60 & nguti mang thai hofc ngudi c6 thé c6 thai (nghién ciru trén ddng vk, thiy thube
nay ghy quéi thai: bit thuomg vé b xuong va logn sin & chudt nhiit va doc véi phoi, gy chét chudt nhit va chugt cng).
* Khéng nén ding thubc ndy trong thai ky cho con bu. Néu xét thiy thudc qua cin cho ngudi me, cin ngimg ngay cho con bia subt trong
thoi gian me ding thudc (diltiazem hydrochloride bai tiét qua sita me).

7. Véi tré em:
Chua xéc dinh 49 an toan cia HERBESSER vi HERBESSER 60 ¢ tré em.

8. Qui lidu:
Tri¢u chimg:
Nhip tim chim, bléc hoan toan nhi - thét, bénh tim, ha huyét 4p v.v. Cic triéu chimg dé ciing dugc béo cio nhu phan img c6 hai.
Pibu tri:
Trong trudmg hop ding thube qué liéu, cin ngimg ngay HERBESSER va HERBESSER 60 va sir dung céc bi¢n phap chira trj thich hop sau
day; khi can thi rit thudc ra bing nira da day.
* Nhip tim cham, bl nhi - that hoan toan:
Dung atropin sulfat, isoproterenol v.v. v / hojc ding méy tao nhip tim.
* Bénh tim, ha huyét 4p:
Sir dung thudc bd tim, thudc tang huyét ap, truyén dich v.v. va/hoc giip nang d& tudn hoan.

9. Thin trong khi ding:

* Thin trong vé phan phéi thube:
Vi vién nén Herbesser va Herbesser 60 duge phin phéi trong v ép (PTP), diin do ngudi bénh hdy Idy thude khoi v dong géi trude khi
ubng (da c6 béo cdo, néu ngudi bénh nuét ca vo PTP, cic gbc nhon cua vo co thé cira vao niém mac thyc quan, giy nhimg bién chimg
nghiém trong nhu viém trung thit).

* Thin trong khi sir dyng:
Din do ngudi bénh khong dugc nhai vién thude (vi s& lam giam tinh chét giai phong chim cua vién thube).

DUQC PONG HQC:

1. Ndng d§ trong méu:
Nguoi 16n khoé manh udng 2 vién Herbesser (60mg diltiazem hydrochloride), thi ndng d¢ dinh trong huyét twong dat 3 - 5 gior sau khi
udng, sau d6 giam din véi thoi gian bén thai khoang 4.5 gidr. Ubng lidu hang ngy, ndng @9 diltiazem trong huyét twong dat trang thai on
dinh sau khi khdi déu 2 ngay. Dung dai ngay, udng lién tuc véi liéu 90mg, (30mg x 3 lin) m3i ngay, thi ndng d¢ diltiazem hydrochloride
trong huyét tuong khodng 40 ng /ml sau khi uéng 2 - 4 gio.

(ng/mi) Ubng lidu don 60 mg Diltiazem HCI cho 8 ngudi
E 751 16n khde manh
(Trung binh + S.0)

§§50

2!

huyét t

Nang 69 Diltiaz

15 3 45 7 55 24(gio )
Théi gian sau khi ding thube

2. Chuyén hod:
Nguoi 16n khoé manh udng diltiazem hydrochloride, thudc s& chuyén hoa chu yéu qua cic phan {mg dxy hod mét amin, oxy hod mat
methyl, mat acetyl va cic phan img lién hgp.

DUQC LY HQC
Loi ich diéu trj véi diltiazem HCI, nhu cai thién sy thiéu méu cyc by co tim va lam gidm huyét 4p c6 thé lién quan t6i kha néing lim gidn
mach do trc ché ludng nhip ctia ion calci vdo cc té biao co tron ciia mach vanh va ciia cdc mach méu ngoai bién.

1. Téc dgng Ién sy thiéu méu cyc b co tim
1) Ciii thi¢n sy cin biing giira cung va ciu oxygen co tim
(1) Diltiazem hydrochloride lam ting lung méau & mach vanh vao céc viing thiéu méau cuc bd co tim bing cach lam gin dong mach vanh
chinh va cic nhanh bén (& ché).
(2) Diltiazem hydrochloride {rc ché su co thit dng mach vanh tim (& khi v nguoi).
(3) Diltiazem hydrochloride lam giam tiéu thy oxygen & co tim ma khong lam giam huru lugng tim do lim giam dugc hiu ganh vsnh;p tim
thong qua su gidn mach ngogi bién (trén ché).

2) Téc dung bio vé co tim
Diltiazem hydrochloride giir vimg chirc ning tim va sy chuyén hoa nang lugng co tim, lam giam kich thuéc nhéi mau co tim, do irc ché sy
nhip qua mirc ion calci vao té bao trong trang thai thiéu mau euc bd co tim (¢ chujt cong).
2. Téc dyng trén huyét 4p
1) Diltiazem hydrochloride lam giam dan din sy ting huyét 4p, mic dau thudc nay tic dong manh trén huyét ap binh thuémg (& chugt cong,
nguoi); thude ciing lam giam sy ting huyét ap do luyén tip ning (& ngudi).
2) Diltiazem hydrochloride lam gidm huyét 4p, ma khong lam gidm dong méu thin va ndo (& ch6, ngud).
3) Diltiazem hydrochloride lam giam sy phi dai mach va co tim trong khi lam giam huyét 4p (& chujt cong).

3. Téc dyng trén nhip xoang va h¢ din truyén cia tim

Diltiazem hydrochloride kéo dai nhe céc khodng céch nhip xoang ty phat, kéo dai thdi gian din truyén nhi -
huwéng téi thoi gian din truyén b6 Hiss - tim that (trén cho, nguai).

1) Pjc tinh v6i lidu duy nhét

b6 Hiss, nhung khong c6 anh

Duimg ding Puomg miéng | Duong duida | Duong tinh

mach
Dong vat Gigi | 32 o7 37 97 37 | 92
Chudt nhit dong ddY 740 640 | 260 | 280 | 61 | 58
Chudt cdng dong Wistar 560 610 520 550 | 38 | 39

2) Pjc tinh véi liéu nhic lai

Khi liéu 2,10,25 va 125 mg/ kg/ngdy va 10, 20, 40 mg/kg/ngay Diltiazem Hydrochloride duge ding qua duong miéng lan lugt cho chudt
céng dong SD va cho sin trong 6 théng. Vi chudt céng, c6 nhimg truong hop tir vong trong nhom ding liéu 125 mg/kg/ngay, nhom ding
liéu 25 va 125 mg/kg/ngay c6 nhimg biéu hién suy giam chirc ning gan va thin nhung trong nhom 2mg va 10 mg/kg/ngay khong bj anh
huéng. Véi ché sin, nhom ding liéu 40 mg/kg/ngay c6 nhimg truémg hop chét va bét thuong vé dién tam dd, GOT va GPT tang thoang qua
trong nhém dung liéu 20 mg/kg/ngay.

3) Sinh quéi thai
1\ Déi voi chot cong dong CFY, truée khi gia pm.mmwn mang thai va cho con b, khi ding thudc Diltiazem Hydrochloride

duéng miéng véi liéu 12.5, 25, 50 va 100 mg/kg/ngdy, khong thiy tic dung bét loi trén chic ning sinh sin cia chudt bé me va khong xdy ra
chét quai thai va cham phat trién i v6i thai va chudt con.

2\ Trong giai doan hinh thanh cic co quan bio thai ding Diltiazem Hydrochloride dudng miéng véi liéu: 10, 25, 50, 100, 200 vi 400
mg/kg/ngdy va 10, 50, 100, 200 va 400 mg/kg/ngy theo thir ty cho 2 logi chudt sau:

- chugt nhit dong ICR-JCL

- chut cong dong Wistar
Hau qua gy chét thai théy xuit hién trong tit ca cdc nhom chut nhit va trong nhom chujt cong ding 200 va 400 mg/kg/ngay. Tinh trang
giy quéi thai quan sét thiy trong cic nhém chudt nhit ding liéu 50, 100, 200 va 400 mg/kg/ngay nhung ddi vi chugt cong khong thdy gay
quii thai thim chi véi nhém sir dung liéu 400 mg/kg/ngdy.

3\ Ding trong giai doan chu sinh va sau sinh lidu 50, 100, 200 va 400 mg/kg/ngdy Diltiazem Hydrochloride dudmg miéng cho chudt cdng
dong Wistar. Vi tinh trang chung ciia chuét me xdu di, nén ty 18 sinh, ty 1 cho b giam va ty 1¢ séng sét cing nhu sy tang trong cta chudt
con giam trong nhém ding 200 va 400 mg/kg/ngdy, nhung khong co sy thay déi dang chi ¥ véi nhom sir dung liéu 10, 50 va 100
mg/kg/ngdy.

4\ Tinh khéng nguyén: Khong quan sat thiy tinh khing nguyén cia Diltiazem Hydrochloride trén chudt lang, chuot cdng va chugt nhit.

5\ Bién déi gen: Tinh giy bién ddi gen cua Diltiazem Hydrochloride khong quan st thdy thong qua test dot bién ngugc (reverse) va sira

chi¥a (repair) véi vi khudn, test sai Iéch nhidm séc thé trong té bao dong vit c6 vi nudi ciy hoic té bao nhan nho trén chudt nhét.
6\ Gay ung thu: khong quan sat théy tinh gay ung thu cia Diltiazem Hydrochloride qua thir nghiém trén chudt nhit

NGHIEN CUU LAM SANG

1. Dau thiit ngye, bién thii ciia dau thit ngyc
Lai ich 16n cia Herbesser va Herbesser 60 dé diéu trj dau thit nguc duge chimg minh bing céc thir nghiém lim sing so sinh mi kép, so
sanh mu don va thir nghi¢m 1am sing c6 nhin mé. Lei ich to 16n ciia thudc nay dé diéu tri bién théi cia cua dau ngyc duge chimg minh
bing thir nghiém Iam sang ¢6 nhan md, ké c nghién ciru dién tim a8 Holter.

2. Tiing huyét ap
Loi ich to 16n cuia Herbesser va Herbesser 60 dé diéu trj ting huyét ap v6 can duge chimg minh bing 4 thir nghiém lam sang c6 so sanh véi
placebo, reserpine, va propranolol 1am cic thubc kiém tra.

LY HOA TiINH
Tén thong thwimg
Diltiazem hydrochloride (JAN)

Diltiazem (INN)

Tén hod hoc:
(28,39)-3.

y-2,3-dihydro-2-(4 )-5-(2-di i on in-4 (SH)- mot

Cong thirc phin tir:
Céng thirc ciiu tao:

C2HyeN;048.HCI : 450.99

CH,CH,N(CH,),

MO TA
. Tinh thé hodic bt tinh thé tring, khong mui.
. Rilt tan trong acid formic, dé tan trong nuée, methanol va
trong diethyl ether.
. D9 quay quang hoc [a]p: + 115° - + 120° (sau khi siy kho, 0,20g, nuée, 20 ml, 100 mm)
. Diém nong chay : 210° - 215° (phin huy).

acetic anhydride, ethanol (99,5), khong tan

tan it trong

PONG GOI:

HERBESSER:
Hop 100 vién (10 x 10 vién ) trong PTP.

HERBESSER 60:
Hop 100 vién (10 x 10 vién) trong PTP.

PIEU KIEN BAO QUAN, THOT HAN SU DUNG, TIEU CHUAN.
- Bao quan: Bao quan trong hp kin, duéi 30°C. Tranh 4nh ning
- Thoi han sir dung: 48 thang ké tir ngay san xudt.
- Tiéu chuin: cua nha san xuét

POC KY TO HUGNG DAN TRUGC KHI SUDYNG. NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
HAY THONG BAO CHO BAC ST HOAC DUQC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG
THUOC.
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