VINPRAZOL

THUB TEW BOT DANG KD

VinPrazol

Rabeprazol natri ~ 20mg
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1. Thanh phan

Mdi hop thude Vinprazol tiém bao gom 1 lo bot dong kho va 1 dng dung moi PHA tiém,
v6i thanh phan cy thé nhu sau:

Hoat chit chinh: Rabeprazol natri .................... 20 mg.

Ta dugc trong 1o bét.

2. Tac dung - Chi dinh cua thudc Vinprazol

Thudc Vinprazol duoc chi dinh khi bénh nhan khong thé dung duong udng:
Loét da day - t4 trang hoat dong hoac co bién chung xuat huyét.

Bénh trao ngugc da day - thyc quan (GERD) dang loét/mon nang.

Hoi ching Zollinger - Ellison va cac tinh trang ting tiét acid bénh Iy.

Du phong tai Xuét huyét sau diéu tri ndi soi xuét huyét ti€u hoa.

3. Liéu dung - Cach dung thudc Vinprazol

Liéu ding

Loét da day - ta trang, GERD: 1 lo (20mg) / 1an / ngay.

Hbi chimg Zollinger - Ellison: Khai dau 3 lo (60mg) / 1an. C6 thé ting liéu hodc tiém 2
lan/ngay tuy dap tmg.

Chuyén d6i: Chuyén sang dang vién udng ngay khi bénh nhan c6 thé nudt.

Cach dung

Thudc Vinprazol dugc dung qua duodng ti€ém tinh mach cham hodc truyén tinh mach.

K§ thuat pha: Hoan nguyén lo bot dong kho véi Sml dung méi di kém (hodc nudc cét
pha tiém).

Tiém tinh mach cham: Tiém dung dich sau khi pha trong thoi gian tir 5 - 15 phat.



Truyén tinh mach: Pha loang dung dich thudc sau khi hoan nguyén véi dung dich Natri
clorid 0,9% hodc Dextrose 5% va truyén ngin han trong 15 - 30 phiit.

Luu ¥: Thudc phai duoc thuc hién boi nhan vién y té (bac si hodc didu dudng), bénh
nhan khong ty v st dung tai nha. Dung dich sau khi pha nén dugc str dung trong vong 4
gio.

4. Chong chi dinh

Nguoi bénh min cam véi Rabeprazol natri, cic din xuit Benzimidazol khac (nhu
omeprazol, pantoprazol...) hodc bat ky thanh phan ta duoc nao cta thudc.

Phu nir dang mang thai.

Phu nir dang trong thoi ky cho con bu.

5. Tac dung phu

Thuong gap: Pau dau, chong mat, budn ndn, ndn, tiéu chay, tdo bon, déy hoi, dau bung.
C6 thé gap nhiém trung dudng ho hip trén (viém hong, viém mili).

it gap: Ban do, ngra, dau co, dau nguc, 6n lanh, ting men gan.

Phan Ung tai chd tiém: Viém tinh mach huyét khdi hodc dau tai vi tri tiém (hiém gap
néu tuan thu k¥ thuat tiém).

6. Tuwong tac

Thudc phu thudc pH da diy: Rabeprazol lam giam acid da day, c6 thé lam giam héap thu
ctia Ketoconazol, Itraconazol; hodc l1am ting hap thu ciia Digoxin. Can chinh liéu hoic
theo ddi nong d6 Digoxin khi ding chung.

Methotrexat: Dung chung PPI liéu cao c6 thé lam ting néng do6 va doc tinh cua
Methotrexat.

Warfarin: Mac du it twong tac hon omeprazol, nhung van can theo ddi chi sé INR va
thoi gian Prothrombin ¢ bénh nhan dang dung Thudc chéng dong mau.

Atazanavir: Khong nén phdi hop vi lam giam déng ké nong do Atazanavir trong huyét
tuong, giam hiéu qua diéu tri HIV.

7. Luwu y khi sir dung va bao quan

Luu y va than trong

Trude khi diéu tri bang Vinprazol, phai loai trir kha ning loét da day ac tinh hodc ung
thu thuc quan, vi viéc diéu tri c6 thé lam gidm tri¢u chung va gy cham tré trong chan
doén ung thu.

Than trong khi str dung cho bénh nhéan suy giam chirc nang gan nang.

Viéc sir dung PPI liéu cao va kéo dai (trén 1 nam) c6 thé lam ting nhe nguy co giy
xuong hong, co tay va cot séng, dic biét & ngudi cao tudi.

Luu y sur dung trén phu nit mang thai va ba me cho con bu

Phuy nit mang thai: Chdng chi dinh do chua c6 day du dit lidu an toan.

Phu nit cho con bi: Chdong chi dinh vi thudc co thé bai tiét qua sita me va gy anh
hudng dén tré.

Xk tri khi qud liéu

Hién chua c6 thude giai doc dac hiéu cho Rabeprazol.



Thudc gin két manh véi protein huyét twong nén khong thé loai bé bang thim tach mau.
Trong trudng hop qué lidu, can diéu tri triéu chimg va nang d& tong trang tich cuc.

Bao quan

Giit nguyén lo thudc trong hop kin dé tranh anh sang. Bao quan & noi kho rao, nhiét do
dudi 30 @6 C. Pé xa tam tay tré em.

8. San pham thay thé

Néu Vinprazol hét hang, quy khach c6 thé tham khao Thudc Bepracid Inj. 20mg. Pay 1a
thudc c6 cung hoat chit Rabeprazol natri 20mg dang bot dong kho pha tiém va cing
ham lugng, duoc san xuat boi Pymepharco véi tidu chuan chat lugng cao.

9. Co ché tic dung

Duweoc luc hoc

Vinprazol (Rabeprazol) trc ché chuyén biét bom proton (enzyme H+/K+-ATPase) tai té
bao thanh da day, ngan chdn budc cubi cung cua qua trinh bai tiét acid dich vi (ca khi co
ban 14n khi bi kich thich). Ngoai ra, thuc con hd tro tiéu diét vi khuan Helicobacter
pylori thong qua co ché tc ché enzyme urease.

Duwoc dong hoc

Sinh kha dung dat mic toi da ngay khi tiém tinh mach. Thubc gan két manh véi protein
huyét twong (96,3%), chuyén hoéa cha yéu qua gan (hé¢ CYP450) va thai trir 90% qua
nudc tieu.

10. Tai liéu tham khao:
To huong dan st dung thuoe
Duogc Thu Quoc Gia Viét Nam



Thubc tiém bt dbng kho

VINPRAZOL

Thanh phlin:
Lo bdt ddng khé
Rabeprazol nath,....uwsss s ssinsiin, 20 M
Té durgc (Manitol, NaOH, dinatri edetat) vira 0 .1 1o
Ong dung méi;
Natri dofd ...o..omnnnnee
Nurdre cit pha tiém wra dU
Dang bao ché: Thudc tiém bét déng khd
Quy cich déng gbl: HOp 1 1o bot dong khd va 1 8ng dung mdi pha tiém. Hop S lo bt
déng kho. Hop 10 lo bt ddng khd
Dugclychoe
Co ché tde dyng:
Rabeprazol natri thubc nhém thuic chdng tét din xult cha benzimidazol, Thusc
khong cd dic tinh chdng tiét acetylchedn hudic d6i khang H; histamin, nhung c6 tie
dyng Ure chi sy bal 1t acid cia da day do Ure ché dic hidu trén enzym H'/K*-ATPase
& b2 mit tiét cla 16 bao thanh da ddy. HE entym ny dugc xem 13 bom acd
proton), do & rabeprazol natri durge xdp vio nhom tre ché bom proton da day,
ngan chin budc cubi cing clia su tao thanh add. Téc dung ndy cd lién quan dén lidy
diing va din d&n (e chi cA sy tiét acid cor ban 13 sy tét acid Kich thich bat ké do tac
nhin kich thich nao.
Hogt tinh chéng tiét:
Sau khi dang liu 20 mg rabeprarol natr, tdc dyng chéing tét bt diu xut hidn trong
vong 1 gidy hiéu qué t6l da dat duoc trong ving 2 dén 4 gidr, Sau liu ddu tién 23 ity
wre ché tiét acid co bdn 1h 69% va (rc ché tiét acid kich thich bél thire n 13 B2%, thti
glan e ché kéo dbi dén 4B gidy. Thér gian thudc co téc dung duge Iy di hom nhidu so
V& thér gian ban thal (khoding 1 gitr), c6 thé do sy lién két kéo dal vél enzym HY/K'
ATPase & thanh da day. Higu qud (e ché 116t add cia rabeprazol natri tng nhe khi
diing tiép theo mdi ngy mdt libu v dat 8n dinh say 3 ngay.
Tde dung trén gastrin huyét thanh:
Trong cac nghién cru 1dm sang trén bénh nhin durgre diBu t véil 20 mg rabeprazol
natri ngdy mot [3n, kéo dii dén 24 thang. Mirc gastrin huyét thanh ting trong 2 dén
8 tulin diu, didu ndy phin dnh higu qud ¢ ché trbn sy it acid, Mire gastrin tréy v
nhu trurge khi didu tr, thuding trong vbng 1 dén 2 tulin sau khi ngirng thufic.
Dugre ddng hoe:
Hép thu:
Sinh khd dung clia rabeprazol natri tiém 6nh mach 14 100%
Phdn bé:

Rabeprazol natri gin két véd protein huyét twong khoing 97%

Chuyén héa:

Rabeprazol dugc chuyén héa hiu nhu hodn todn, chis yéu khong béi enzym, thanh
thioether-rabeprazol. Cic chst chuyén hda chinh trong huyét wrong 13 thioether
(M1) va carboxylic acid (M6). Cac chat chuyén héa phy co néng d¢ thip hon bao
£0m sulphon (M2), desmethyl-thioether (M4) va chat lién hap véi acid mercapturic
(MS). Chi chét chuyén héa desmethyl (M3) cé hoat tinh chéng tiét yéu, nhung chit
ndy khéng hién dién trong huyét tvong.

Tét & cdc chit (rc ché bon praton, ngoal trir rabeprazol, dugc chuyén héa chi yéu
béi hé enzym cytochrom P4SO clia gan, va cac dang déng phan théng thuéng cla
CYP2C19 & anh hurding dén do thanh thi va sinh kh dung. Didu ndy din dén sy bat
6n dinh trong higu qua e ché tiét acid cla tit G cic chit (re chd bom proton, ngoal
trir rabeprazol. Céc dang dbng phan cia CYP2C19 khéng &nh hudng ding ké dén do
thanh théi, higu qua 1am sing hoic tuang tic d6i voi rabeprazol,

Thei trir:

Chil yéu thai trir qua duémg tiéu (90%), thudc nguyén dang khang thai trir trong
nurdre tiéu. Phan con lal olia cic chit chuyén héa durgre bai nét qua phan. Téng Irgmg
tim thily I3 99,8%, cho thiy mét lugng nhé céc chit chuyén hda dugce thii trir qua
mat. Théi gian bin thai trong huyét tuang khoang 1 gid (tir 0,7 dén 1,5 gio) va tgng
thanh thal uée tinh khodng 283 £ 98 mi/phat.

Bénh nhén suy gan

B&nh nhéin suy gan man tinh, AUC ting gdp déi so
manh, digu nay cho thiy sy gidm chuyé
twong ting 2 - 3 f3n

Bénh nhén suy thn

0 bénh nhin suy thin nng giai doan cudi Gin phéi thim phan mau duy tr (d6
thanh théi creatinin <5 mi/phit/1,73 m?), thai trir clia rabeprazol natri tuong ty so
Vi ngudi tinh nguyén khoe manh

Nguoi cao tudi:

O nguit o tudi théi trir hot 8iam. Sau 7 ngay diing 20 mg rabeprazol natri mdi

ngay, AUC ting khodng gép dai, Conantling 60% s0 vai ngudi tré tudi khoe manh, Tuy

nhién khang e bing ching v tich Gy thudc.

Chi dinh:

Vinprazol duge chl dinh trong cde trrérng hop:

- Diu tri 1ié theo rabeprazol duding ubng & bénh nhan trude ddy ding vién

;I;epmol nhung tam thit khéng thé ding thudc ndy do bit Ky Iy do gl, vi dy nhy
u thujt.

- O bénh nhan trio ngwere thyre quan dang loét/dang bao man (GORD/GERD) tir vira

dén njng, can diku tr chéing tiét acid dich vi ma khang thé ding thusc durimg ugng,

- Phong ngira téi xudt huyét & bénh nhin xudt huyét cp tinh do loét dy day - 14

trang.

Ligu diing va edch diing:

Gdch ding: Tiém tinh mach, tiém truyén tinh mach, Khdng dugc tigm bip,

Dng theo sy chi din cla béc o diu tr e

Chi ding rabeprazol durémg finh mach khi dang udng khong phis horp va
sang diing durng uing som nhit c6 thé hop va cin chuyén

Tiém tinh mach: Thubc trong lo chira 20 mg rabeprazol durge hda tan veri 5

dich NaCl 0,9% hodc 5 ml nurérc vé khusin d€ tiém, tidm Gt mach dqr,‘mré“ rsn:,:umn;
Tiém truygn tinh mach: Dung dich sau khi pha & trén dugre tiép tyc pha lodng m
dung dich natri d:;“ 0,9% h:éc dung d;ch dextrose 5% hay 10% dén nong dg 0,2
mg/ml va tiém truyén trong thir gian tir 20 - 39 phit. Thuge chi s 4 '
vong 12 gidr sau khi pha trong dung méi. sir dyng 6i da trong
Ligu ding:

o beprazol duirng udng &

- Didu tri tiép theo rabepra Mé UONB O bénh nhan tnrge aay g
rabeprazol nhung tam thit khong thé diing thusc nay do bét ky Iy do :L Vl'”:u ::3
phdu thuit: R

Liéu d@ nghi 4 20 mg mai ngay mdt [an, tiém Bnh mach cham yran 5 “

truyen tinh mach trong vong 20 - 30 phut, diéutr tir 7 4 19 ooy phit hokc tigm
-0/ bénh nhén tréo ngwre thye quin dang 10¢v/dang bao map (GORO/GERD) iy v
dén ngng, can didu tr chéng tiét acid dich vi ma khang the ding thyge Ovirg b
Ly d& ngh 12 20 mg m ngay mGt 3n. Thang thing the gian iy 11 finh
mach 14 ngan (1én dén 7 ngay) va chuyén sang didu t5 blng prisfinghad
thyc hign cang som cang tét.

véi ngudi tinh nguyén khoe
n hoa [an d3u va thor gian ban thai huyét

- :haru n8Ua bl xulit huydt & banh nhan xust huyét clp tinh do loét da day - 14
trang:

Tiém finh mach 40 mg vA sau 6 tiging bt ddu truy@n tinh mach & téc 46 4 ma/git
trong thas glan tir 2 dén 7 ngay hoac tuy theo mirc dé nghiém trong c6 thé tiém nh
mach 20 mg x 2 3n/ngay hosc 4 fin/nghy trong thof gian tir 2 dén 7 ngay.

$au d6 ding thudc usng rabeprazol natri 20 mg mdi ngdy mot (3n nhur ligu phép
didu tri tiép theo trong 8 tudn k& 1iép,

Sdn phdim dung dudng tiém tinh mach hodc tiém truyen tinh mach 62 c6 tic dung
nhv nhau,

Bénh nhén dge bigt:

Tré 50 sinh v tré em:

Khng d& nghi diing thudc nay vi co rét it kinh nghiém dung thudic & tré em

Nguei coo tudi:

Tubl cao, tinh trang chuyén hoa kém d8i véi CYP2C19 vé suy chire ndng gan khéng
16m hom hai [3n nén khong cin didu chinh liby & ngue cao tui

Nguréd suy chire nding thén:

Suy chirc niing thin khéng dnh huding dén sy thél trir cba thudc, Tham chi & bénh
nhan thai trir chim, khong quan sét thy tich Iy thuc khi didu trj kéo dai, Khang
¢An didu chinh ligu & bénh nhan suy than,

Noudi suy chire néing gan: '
Uiu trén 40 mg/ngay chira dwgc nghién aru & bénh nhan suy gan, Khong cin didu
chinh ligu & bénh nhan suy gan.

Thém phén méu:

Khang cin dibu chinh lidu & bénh nhin dang thim phin méu

Turong tdc thudc:

Trong céc nghién ciru in-vivo, rabeprazol khong anh huding déng ké dén sy chuyén
héa cla nhirng thuéc khac.

Chéing chi djnh:

Min cm voi rabeprazol natr, cic ddn xust clia benzimidazol hodc véi bit ky thanh
phin nio cla thubc.

Phy nir cé thai,

Phy nir cho con bu.

Thén trong

Biku trj cd thé Iam gidm trigu chirng nhung khéng thé ngdn ngira sy hién dién cla
bénh da day hodc thyrc quan & tinh, do d6 nén logi trir kha nding bénh 4c tinh trudre
khi bit diu digu tri véi rabeprazol.

Trong cac nghién clru & bénh nhan suy gan tir nhe dén vira so véi nhém déi chirng
€b tudi va gidi tinh wrong duong, khang cb vin d@ vé tinh an todn cla thudc., Tuy
nhién, nén thin trong khi bit dau dung rabeprazol & bénh nhan réi loan chirc ning
ganndng.

Phy ni¥ cd thai hodic dang cho con bu:

- Thért ki mang thai: Chua c6 nghién ciry day d0 ve céc téc dyng phy trén thai nhi,
sy an toan khi sir dung thudc trong thal ky chura duge xdc dinh. Do vy khong sir
dyng rabeprazol khi dang mang thai.

- Théd ky cho con bu: Chura xdc djnh dugc rabeprazol natri ¢é bai tigt qua sira me
hay khéng. Do véy khéng ding thudc khi dang cho con by,

Kha néing I4i xe v van hanh méy mée

Chura c6 tai ligu v sir dnh huréng cla rabeprazol 18 khd niing 14l xe vé vin hanh méy
méc, tuy nhién trong treing hop o céc tdc dung khdng mong mudn nhu mat ngu,
chdng mit thi khong dugc 14i xe hodc vin hanh mdy méc.

Tueng téc thube
Rabeprazol natri dugc chuyén héa hiu nhu hodn toan, chil yéu khéng bir enzym,
cic chét chuyén hoa duoc thii trir qua thin, CYPIA4 va CYP2C19 ddng g6p vio
phén thudc dugc chuyén hda bdi enzym. Cac nghién airu & déi tuong khbe manh
cho théy rabeprazol natri khng tuong tac cé y nghia 18m sdng véi cAc thudc 6 a6
hép thu phy thudc vao pH. Ding ddng thoi véi rabeprazol natri s& lam giam 33%
ndng A9 clia ketoconazol va ting 22% nbng do t8l thidu clia digoxin, Do d6, néu ¢
thé, nén theo ddi tirng bénh nhan nhim x4c dinh ¢ c3n phai didu chinh ligu khi
duing dBng thei nhirng thudc nay. Trong cac thir nghiém lim sang, thue khéng add
durge ding dbng thii voi rabeprazol va khong quan st thiy twong tie véi thudc
khdng acid dang I6ng. Cac nghién aru in-vitro véi vi lap thé gan ngudi cho thiy kha
néng tuong tac 12 rét thip, tuy nhién tac dyng trén chuyén hoa cyclosporin thi tuong
tyr vér cc chit (e ché bom proton khic.
Tuwomg ky !
Dé c6 dung dich tiém Ginh mach, phéi pha bt rabeprazol trong lo véi § ml dung dich
NaCl 0,9% hodc 5 ml nude vo khuin dé tiém. Khang dugc dung dung méi khac,
Khéng dugc trén, hojic pha dung dich rabeprazol dé tiém finh mach véi céc dung
dich tiém truyén inh ma:‘l-‘nal:‘h::m ’
Téc khéng mong mi t
Tdc:::: khﬁn: mong musn thubng gap nhat 14 nhirc dAu, tiéu chdy va busn nén,
Céc tac dyng khdng mong mudn khac 13 viém mdi, dau bung, suy nhugc, day hai,
viém hong, nén, dau byng khéng xdc dinh/dau lung, chéng mat, hoi ching cim,
nhiém khudn, ho, tdo bon va mét ngl, Cdc tac dyng khang mong mun it g3p hon I3
ngoal ban, dau co, dau ngye, khd miéng, kho tiéy, cing thing, bubn ngy, viém phé
qudn, viém xoang, &n lanh, phat ban, chudt rit chdn, nhiém khudn dueng tidu, day
?‘hg ::fﬁl:m da day, ting cén, chdn ndn, ng(ra, rdi loan thi gidc hodc vi gide, d6 md
hél, téng bach cu da dugc quan sét trong vl tredng hop cd bigt. Ting men gan di
durgc quan sét & 2% bénh nhn. Gldm tiéu cdu, gidm bach cu trung tinh va gidm
bach ciu dd dugc ghi nhgn, Ban mun ndc va cc phin mg trén da khic bao gdm
ban dd da dugc ghl nhdn. Ngung thude ngay néu cb thurang tn trén da.
bdo cho bde § cdc tde dyng
khéng mong mudn gdp phdi khi sir dung thuge”
u
thuo‘r::. €6 thude gldl dde dic hi¢u. Rabeprazol natri gin két manh véi protein huyét
turang va do d6 khdng thé tham phan. Nén diBu tri hd try v didu tr trigu chimg,
din
?!3 bﬂr:;fl kho: 24 thang ké tir ngdy sin xust.
+Ong dung mal pha tiém: 60 thing ké tis ngay sin ust,
+ ThuBic chl sir dung trong vong 12 giér say khi pha trong dung mdl.
Bdo quan: Noi khd rdo, nhiét d dudi 30°, tranh dnh séng,
Tiéu chulin ép dyng: TCCS,
“Thubc ndy chl diing theo dom dlia bic s
O xa thm tay tré em,

“Doc ki hurdng déin sir dung tardre khi ding

Néu clin thém thng tin xin hd! y ki bdc &~
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