https://trungtamthuoc.com/ T
P J Lo [p157)

B( Thuéc ban theo don

BOYTH %
. CRAGBALINESS

F O S N S—

S4165%:

MEDISUD Nady SX:

R,

MEDISUN

THANH PHAN: M&i vién nang cung chifa:
o balin:

LIEU DUNG & CACH DUNG, CHONG CHI DINH, TAC DUNG KHONG
75mg  MONG MUGN VA CAC THONG TIN KHAC: Xin doc kj trong tis huéng din
s dung thuéc,

- Tdduge vd 1 vién,

CHI DINH: BAO QUAN: Nai kho rdo, nhiét dd dudi 30°C.
2 . . . . TIEU CHUAN: TCCS
- Phéi hop cling cac thube chéng co giat dé diéu trj dong kinh s of TR
cucho & ngudi lon. POCKY HUONG ?A:l‘s?r?vﬂa r:umdc KHI DO
-Digu trirbiloanlo dulantda, v NG
- Diéu tri dau do nguyén nhan than kinh: Viém day thin kinh ggggygmm_m;hhim H: D'EWN
b2 : : ,Khu i, Phudm i
) g i EI g: fmo ::ﬁgag, dau thén kinh sau Herpes. nglgU” Thi Xa Bén CAt Tinh Binh Duongg *

BT (0274) 3589 036 - Fax: (0274) ?QD?'L’

[I'i?ﬂ?[il

sansded g x s:51q £

sBrup uonduosaig )ﬁ

*  bw g/ :uljegebaly

VAN | 1VAOVYD

VAN TV OV D

g OHM-dWD sbnip uopduosaid )ﬁ
COMPOSITION: Each capsule contains: DOSAGE AND USAGE, CONTRAINDICATIONS, SIDE- EFFECTS AND
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Rx Thudc ké don

Tén thuée: CRAGBALIN 75

“Doc ky hz:owg dan st dung Iru(;rc khi ding”
“Dé xa tam tay tré em”
“Théng bdo ngay cho bac st hodc duoc si nhitmg tdc dung khong mong muon gap phdi khi
) su dung thuoe”
“Thuoc nay chi dung theo don cua bdc st”

PHAN THONG TIN DANH CHO NGUOI BENH

Thanh phén, ham lwgng ciia thudc:
MB3i vién nang cimg chira:
Pregabalin 75 mg

Ta dugc: Tinh bét ngd, lactose monohydrat, tinh bt natri glycolat, silicon dioxyd keo,

magnesi stearat, vo nang cirg mau do c& 50 3.
~ M ta sin pham: Dang bao ché: Vién nang ciing.
Quy cach déng g(’)i:
Hop 3 vi x 10 vién nang cing.
Thube dung cho bénh gi?
Phbi hop cung céc thude chdng co giat dé diéu tri dong kinh cuc bd & ngudi 16n.
Diéu tri rbi loan lo au lan toa. -
Diéu tri dau do nguyén nhan than kinh: Viém day than kinh ngoai vi do déi thao dudng,
dau than kinh sau Herpes.
Piéu tri dau co do xo héa.
Nén diung thuoc nay nhur thé nao va lidu hrqmg" ;
Dung dLr(mg uong, chia 2-3 14n mdi ngay, ding ciing hoic khong ciing thirc n. X
Diéu tri bé tro than kinh cuc bg: '
Liéu khoi ddu 13 150 mg, udng hang ngay, sau d6 ting dan lidu 1én sau mdi tuin ti dép
{mg, t6i 300 mg/ngay rdi 600 mg/ngay.
Réi loan lo du lan téa:
Liéu khoi dau 150 mg mdi ngay, ¢6 thé tang dan lidu sau mdi tuan véi khoang cach ting liéu
150 mg téi liéu tdi da 1a 600 mg mdi ngay.
Dau do viém ddy than kin, dau sau Herpes:
Ngudi Ién: Liéu khuyén cdo: 150-300mg/ngay, chia lam 2-3 lan. Liéu khéi ddu: 150
mg/ngay, c6 thé ting t6i 300 mg/ngay trong vong | tudn, tiy theo hiéu qua va sy dung nap.
Néu van khong d& sau 2-4 tuan diéu tri voi litu 300 mg/ngay, co thé tang téi lidu 600
mg/ngay chia lam 2-3 lan. Liéu vuot qua 300 mg/ngay chi danh cho ngudi van dau va dung
nap duoc liéu 300 mg/ngay, vi tiém nang nhiéu ADR do liéu cao.
Dau ddy than kinh do ddi thdo dwong:
Ngu‘m 16n: Lidu khoi ddu 150 mg/ngay, chia lam 3 lan; liéu c6 thé ting trong | tudn tdi lidu
t6i da khuyén cdo 300 mg/ngay chia lam 3 lan. Tang thém liéu khong ting thém loi ich
nhung thém nhiéu ADR.
Dau co do xo hoa:
Liéu khoi dau 150 mg,’ngay, tang lén sau 1 tuén diéu tri thy theo dap tng téi 300 mg/ngay rdi
450 mg/ngay néu thiy can thiét.
Déi véi bénh nhan suy thén: Can chinh liéu theo Clcr, cu thé nhu sau:
Cle 30 — du6i 60 ml/phit: Bat dau 75 mg/ngay, t6i da 300 mg/ngay chia 2-3 lan.

""x:.
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Cl 15 — du6i 30 ml/phit: Bat ddu 25 — 50 mg/ngay, téi da 150 mg/ngay, chia 2 hoic dung 1
lan duy nhét.

Cle <15 mlf'phut Bit dau 25 mg/ngay, toi da 75 mgfngay, ding 1 ldn duy nhat.

Bénh nhan tham phén méu can dugc nhan thém mot liéu bd sung tir 25-100 mg pregabalin
ngay sau m0| budi thdm phan méu kéo dai 4 gio.

Bénh nhdn ton thuong chitc nang gan: diéu chinh liéu cho bénh nhan tén thwong chirc ning
gan khong dugc dé nghi. Khong can chinh liéu trén bénh nhén suy gan.

Bénh nhan trén 65 tudi: diéu chinh liéu cho nhém tudi nay khong duoc yéu cau, trir truong
hgp suy chirc nang than.

- Phai tuan tha dung diéu tri, khong dung liéu 1on hon hodc nhiéu lan hon hodc trong thoi
gian dai hon chi dinh cua bac si.

Khi nao khong nén ding thudc nay?

Ngudi qua man cam véi cac thénh phan ctia ché pham.

Téc dung khéng mong muon

Tan suat gip ADR ¢6 thé bi anh hudéng bai lidu dung hodc cac li¢u phap phdi hop. Trong
céc thir nghiém vé dong kinh, ADR thudng xay ra nhidu hon so véi diéu tri dau. Sau day la
ADR c0 trén ca 2 thir nghiém:

Thuong gap, ADR > 10/100

Tirp mach: Phu ngoai vi.

Thén kinh trung uong: Chéng mit, ngui ga, mét diéu van, dau dau.

Hé tiéu hoa: Tang can, khd miéng.

Hé co xuong: Run co.

Mit: Nhin mé, song thi.

Khac: Nhigm khuan.

It gap: 1/100 < ADR < 10/100

Tim mach: Dau nguc, phu.

Than kmh trung uong: Vtem day than kinh, suy nghi bat thuong, mét moi,
khodi, rdi loan ngon ng, rdi loan chii y, mat phoi hop dong tac, matfgiam tri nho dau,
chong mat, cam giac bat thudng/giam cam gidc, lo ling, trdm cam, mét dinh hudng, ngu
lim, sot, mét nhan céach, ting trurong luc co, trang théi li bi, sing s& hoic kich dong.

Da: Phu mat, vét tham tim, ngura. '

Nbi tiét va chuyén hoa: U dich, giam glucose huyét.

Da day — rudt: Téo bon, thém an, déy hoi, nén, dau bung, viém da day — rudt.

Sinh duc — tiét niéu: Tiéu nhiéu va tiéu khong tu chi, méat khoai cam, giam tinh duc.

Maéu: Giam tiéu cau. , )

Co xwong: Rdi loan thang bing, déng di bat thuong, yéu co, dau khép, giat co, dau lung, co
thét co, giat rung co, di cam, tang CPK, chuot rat, dau co, nhugc co.

Mét: Réi loan thi giac, giam thi luc, rung giat nhan cau, viém két mac.

Tai: Giam thinh luc. )

Hb hép: Viém xoang, kho tho, viém phé quan, viém hong thanh quan.

Khéc: Hoi chirng gia ciim, phan trng di img.

Hiém gap: ADR < 17100

Ap-xe, suy than cép, 1¢ thuoc thude (hiém gép) kich dong, albumin niéu, phan (rng phan
vé, thiéu mau, phit mach, roi loan ngdn ngi, viém da day, nging tho..

Cdch xir tri ADR:
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Mot s ADR lam ngu’m bénh phai ngimg thudc, 4% ngudi bénh bi chong mat hodc budn
ngu phai ngu’ng diéu tri. Pa s6 cac truong hop bi nhin mo tu hét khi tiép tuc diéu tri, dlrm
1% ngudi bénh phai ngirng diéu tri. Néu roi loan thi giac kéo dai, can cho tham kham mat.
Phai ngung thudc khi bi bénh co, hodc khi th:—."iy nf)ng doé CPK huyét thanh tang cao it nhat 3
ldn mirc cao ctia gidi han binh thuong. Phai ngung thude khi ¢é tang can, phi ngoai bién &
nguoi da cé bénh tim tir trude.

Phii mach tuy hiém xay ra nhung thuong xay ra ngay khi bt dau diéu tri pregabalin, do d6
trude khi cho be;nh nhan diéu tri bing pregabalin cin hoi ky tién sir man cam va chudn bi
phuong tién cép ctru thich hop.

Ngoai ra cin thong bdo cho ngudi bénh va gia dinh biét thém vé tiém nang nguy co tu sat
khi dung thudc chéng dong kinh. Phai chu y dén céc triéu chirng béo hiéu nhu lo 4u, vat va,
hung hén, tan cong, chéng déi, thao cufﬁng, mat ngu va trAm cam. Gia dinh can theo d6i sat
ngub‘i bénh. Khi ngirng thudc, tranh ngimg dot ngdt, giam dan liéu trong khoang it nhét 1
tuan.

Nén tranh ding nhirng thude hodc thye pham gi khi dang sir dung thude nay?
Pregabalin lam tang nong do/tac dung cia rugu, thudc udng chéng dai thao dudng nhom
thiazolidinedion, thudc Grc ché than kinh trung wong, methoreimeprazin, cac thubc trc ché
thu hoi serotonin chon loc.

Nong do/tac dung cua pregabalin dugc tdng Ién bdi droperidol hydroxyzin,
methotrimeprazin.

Nong d6 va tac dung cua pregabalin bi giam di boi ketorolac, ketorolac (nhd miii),
ketorolac (duong toan than), mefloquin.

Cin lam gi khi mdt lan quén khong dung thude

Trong truong hcrp ban quen 1 liéu, udng ngay khi co thé. Khong uong trong trudng hop gan

lidu ké tiép va tiép tuc vai liéu binh thuong. Khong udng gap doi liéu.

Cén biao quin thudc nay nhw thé nio

Noi khd réo, nhiét d6 dudi 30°C

Nhirng diu hlgu va triéu chirng khi ding thude qua lidu:

Kinh nghlem qua liéu pregabalm con it. Dung lidu pregabalin cao nhat dugc bio cé

mg khong thdy hau qua dang ké nao vé lam sa.ng

Can lam gi khi dung th ude qua liéu khuyen cdo0?

Khi ban sir dung thudc qua liéu khuyén cdo, cin dén ngay trung tam y té gin nhét dé nhan
dugc sy tham van va cham soc cua bac sn‘nhan vién y té

Nhirng diéu cin thin trong khi dung th udc nay?

Céc thudce chong co giét, ke ca pregabalm thuong lam tang nguy co c6 suy nghi/hanh vi tu
sat. Do do, bénh nhan can dugc gidm sat chat ché ve cac biéu hién tram cam, khuynh
huéng mubn tu sat, nhitng thay doi hanh vi bét thuong trong qua trinh diéu tri cdn dugc
hudng dan phai thong béo véi bac sy ngay khi cac d4u hiéu trén xuét hién.

Phai théan trong khi dung pregabalin vi co thé gay phti ngoai bién. Khong c6 két hop rd rang
giita phii ngoai bién véi bién chimg tim mach (nhu tang huyét ap, suy tim sung huyét) va
phi khong do suy than hodc gan. Khi dung phéi hop pregabalm v6i thiazolidinedion (thude
chbng dai thao dudng) c6 nguy co ting trong luong co thé va phit mach cao hon so véi khi
dung pregabalin dgc 1ap.

Pregabalin gdy tang trong lugng co thé lién quan dén lidu va thoi gian dung thude; tuy
nhién, ting can khong lién quan dén chi s6 khdi lugng co thé (BMI) trudc khi diéu tri, gi6i
tinh, hodic tudi, va ciing khong do phu. Tuy trong nghién ciru ngén han c6 kiém soat, ting
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- cin khong két hop v6i bién ddi 1am sang quan trong vé huyét ap, nhung téc dung lau dai vé
tim mach chua dugc lam rd. Ngoai ra, pregabalin khong lam mat kiém soat glucose huyét.
D6i v6i ngudi bénh da c6 bénh tim tir trwde, phai than trong khi dung thude vi ¢6 thé lam
tdng nguy co giy suy tim.
Pregabalin c6 thé 1am ting CPK va c6 thé gay glubin co — niéu kich phéat (méc dii hiém
gip). Bénh nhén can théng bio vdi bac s§ khi c6 dau, yéu co, ting nhay cam dau dic biét
khi c6 kém theo s6t va/hodc mét moi, khé chiu. Phai ngung thudc khi ¢6 déu hiéu cua bénh
co.
Cén ngung tir tu va giam liéu pregaballn trong it nhét 1 tudn trude khi ngimg thubc dé tranh
sy tang tan suét dong kinh nhu dbi véi cac thude chong co giat néi chung.
Cién than trong v6i cac bénh nhén c6 tién sir nghién thude. Theo dai ¢desdau hiéu lam dung
thude (nhu nhon thude, xu hudng ting liéu hay hanh vi tim kiém thude); ong cac nghién
ctru 1am sang c¢6 di chimg, ty 1é bénh nhan ding pregabalin co biéu hién sang khoai la 4%
s0 Vi 1% & nhom ching. Trong cac nghién ciru trén quan thé bénh nhéin, ty<é nay 16n hon,
tr 1 — 12%. Khi ngimg thudc nhanh va dot ngét, thay cac biéu hién cﬁﬁ'l oc thube nhur
o mat ngu, non, dau dau, tiéu chay.
Luu y vi thude c6 lactose nén cin than trong néu ban c6 bénh 1y rdi | ung nap lactose,
galactose. Thong bdo cho bac si ciia ban néu ban c¢6 bit ky céc bénh I nao lién quan dén
rbi loan dung nap dudng.
Str dung thuoc cho phu nit cé thai:
Nghién ciru trén dong vét (chudt cong, thé) mang thai cho dung pregaballn vGi lidu tao
nong do pregabalm huyét twong (AUC) gap 5 hodc trén 5 1an ndng do6 thube & ngudi ding
lidu tm da khuyen céo 600 mg/ngay, thdy tang ty 1¢ di dang ¢ thai va céc biéu hién nhlem
doc vé phat trién thai gdm c6: Tir vong, chdm phat trién, tén thuong chtrc ning hé than
kinh va sinh san ¢ thai.
Chua ¢6 nghién ciru day du va kiém tra tot & phu nir mang thai. Chi dung khi tiém na
ich cho me 16n hon tiém niang nguy co cho thai.
Sir dung thuoc cho phu nir cho con bi:
Chua 3 thude c6 qua dugc sita me hay khong. Nén than trong khi ding cho phu nit cho
con ba. Cac nghién ctru trén chudt céng cho thay pregabalin qua duogc sira.
Anh huo'ng ciia thubc lén kha ndng ldi xe va vin hanh mdy moc: x
Thubc ¢6 thé anh huomg dén thén kinh trung uong bao gdbm: Budn ngu, chéong mit, c6 thé /
lam giam ca thé chit va tinh than ctia bénh nhan. Khong diing thudc khi 1ai xe va van hanh
may moc.
Khi nao cin tham vén bac si, duge si?
“Néu can thém rhéng tin xin hoi _}5 kién bac st hoéc: duge si”
Han ding ciia thude: 36 thang ké tir ngay san xuat .
Tén, dia chi, biéu twong (néu cb) cua co' sé sdn xuat'
Cong ty ¢b phan dwge phim Me Di Sun
S6 521, khu phd An Lgi, phwong Hoa Lgi, thi xa Bén Cit, tinh Binh Dwong.
Dién thoai: 0650 3589 036
Fax: 0650 3589 297
Ngay xem xét sira dbi cap nhat lai ngi dung hwéng din sir dung thubée:

&
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PHAN THONG TIN DANH CHO CAN BO Y TE

CAC PAC TiNH DUQC LU'C HOC:

Nhém duoe 1y: Thude tic dung 1én than kinh/Thude chéng co gidt, thude giam dau

Ma ATC: NO3AX16

Pregabalin la mot thudc chéng co giat va giam dau. Pregabalin c6 cau tric tuong tu chét trc
ché than kinh trung wong GABA, song khong gin truc tiép véi cac thy thé GABA hay thy
the cua benzodiazepin, khong lam tang dap ing cua GABA trén cac té bao than kinh nubi
cay, ciing khong lam thay d6i ndng do GABA trén trén ndo chudt, khong lam anh huong
dén thu hdi ciing nhu thoai gidang GABA. Trén céc té bao than kinh nuoi cdy, sir dung lau
dai pregabalin s& lam ting mat do cac protein van chuyén va ting téc do van chuyén
GABA. Pregabalin gén voi cac mo than kinh trung uong Vi i lyc cao tai vi tri 02 — 8 (mot
tiéu don vi ciia kénh calci phu thudc dién the) Mic dii co ché chinh xac cua _pregabalin
chua dugc biét day du, song viéc gin véi tiéu don vi 02 — & c6 thé lién quan dén tac dung
giam dau va chong co giat cua pregabalin in vitro, pregabalin lam giam sy giai phong cac

S
chit din truyen than kinh phu thugc calci nhu glutamat, norepinephrin, peptid lién quan
dén gen diéu hoa calcitonin, va chét P, c6 thé thong qua diéu hoa chirc nang cua kénh calci.
CAC PAC TINH DUQC DC)NG HOC:
Pregabalin dat nong do dinh sau 1,5 gio vdi sinh kha dung hon 90% va khong phu thudc vao
lleu dung. C6 thé diing kém pregabalin véi thirc &n vi thirc an khong lam giam sy hgp thu
tong cong pregabalin. Tuy nhién, thire @n c6 thé lam giam nong d dinh huyét tuong yud
25 —30% va kéo dai nong dg dinh huyét tuong trong khoang 3 gio.
Pregabalin khong gan két vdi protein huyét tuong va duoc thai trir chu yéu qua than dudi
dang thudc khong thay doi.
Khoang 98% duogc dao thai qua than dudi dang khong doi. Thoi gian ban huy cua pregabalin
la khoang 6,3 gio. Pregabalin dugc loai bo qua thim phan mau.
Viéc thai trir pregabalin gan nhu ti 1é thuan véi do thanh thai creatinin, do dé, diéu chinh liéu
v6i bénh nhan suy thén la can thiét.
CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH:
Chi dinh:
Phéi hop ciing céc thude chdng co giat dé diéu trj dong kinh cuc bo & ngudi lom.

"~ Diéu trj roi loan lo 4u lan toa.

Diéu tri dau do nguyén nhan than kinh: Viém day than kinh ngoai vi do dai thao dudng,
dau than kinh sau Herpes.

Diéu tri dau co do xo hoa.

Chong chi dinh: '

Ngudi qua man cam véi céc thanh phan cia ché pham.

Liéu ding - cdch dung:

Dung duong udng, chia 2-3 1an moi ngay, dung cung hodc khong cung thire an.

Diéu tri bé tro than kinh cuc bo: ‘

Liéu khai dau 1a 150 mg, uéng hang ngay, sau dé ting dan liéu 1én sau mdi tuan tuy theo ddp
ung, t6i 300mg/ngay roi 600mg/ngay.

Roi loan lo éu lan téa:

Liéu khoi dau ISO mg mdi ngay, co thé tang dan lidu sau mdi tuan véi khoang céch ting lidu
150 mg t6i lidu tdi da 1a 600 mg mdi ngay.

Dau do viém day than kin, dau sau Herpes:
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Ngudi I6n: Liéu khuyén cdo: 150-300mg/ngay. chia lam 2-3 lan. Liéu khoi dau: 150
mg/ngay, c6 thé tang téi 300 mg/ngay trong vong | tuan, tiy theo hiéu qua va su dung nap.
Néu van khong d& sau 2-4 tuan diéu tri véi licu 300 mg/ngay, c6 thé tang toi lieu 600
mg/ngdy chia 1am 2-3 lan. Liéu vuot qua 300 mg/ngay chi danh cho nguoi van dau va dung
nap duoc liéu 300mg/ngay, vi tiém ning nhiéu ADR do liéu cao.

Dau ddy thdn kinh do dai thao dwong:

Ngum I6n: Liéu khoi dau 150 mg/ngay, chia lam 3 14n; lidu c6 thé tang trong 1 tuan téi liu
toi da khuyén cdo 300 mg/ngay chia lam 3 lan. Ting thém liéu khong ting thém loi ich
nhung thém nhiéu ADR.

Dau co do xo hoa:

Liéu khoi dau 150 mgfn ay, tang Ién sau 1 tudn diéu tri tily theo dép (g t6i 300 mg/ngay rdi
450 mg/ngay néu thiy can thiét.

Déi v6i bénh nhan suy than: Can chinh liéu theo Cl.,, cu thé nhur sau:

Cler 30 — du6i 60 ml/phat: Bat dau 75 mg/ngay, tdi da 300 mg/ngay chia 2-3 lan.

Cler 15 — dudi 30 ml/phut: Bat dau 25 — 50 mg/ngay, toi da 150 mg/ngay, chia 2 hoic dung 1
lan duy nhét.

Cler < 15 ml/phut: Bit dau 25 mg/ngay, toi da 75 mg/ngay, dung 1 lan duy nhét.

Bénh nhan tham phén méu can dugc nhan thém mot liéu bo sung tir 25-100 mg pregabalin
ngay sau m0| budi tham phan mau kéo dai 4 gio.

Bénh nhdn ton thuong chirc nang gan: diéu chinh liéu cho bénh nhén tén thuong chir

gan khong duoc dé nghi. Khong can chinh lidu trén bénh nhén suy gan.

Bénh nhan trén 65 tudi: diéu chinh liéu cho nhém tudi nay khong dugc yéu cau, trir tiudng
hop suy chirc niang than.

- Phai tudn tha dung diéu trj, khong dung lidu 16n hon hodc nhiu 14n hon hodc trong thoi
gian dai hon chi dinh cua bac si..

CAC TRUONG HQP THAN TRQNG KHI DUNG THUOC

Céc thudc chdng co giit, ke ca pregaballn thuong lam tang nguy co ¢6 suy nghi/hanh vi tu
sat. Do do, bénh nhén can dugc giam sat chat ché vé cac biéu hién tram cam, khuynh
huéng mudn tu sat, nhitng thay doi hanh vi bét thudong trong qué trinh diéu tri cdn duoc
hudng dan phai thong bao véi bac sy ngay khi cac déu hiéu trén xuat hién.

Phai than trong khi diing pregabalin vi ¢6 thé gay phii ngoai bién. Khong 6 két hop rd rang
gitra phu ngoai bién véi bién chirng tim mach (nhu tang huyét ap, suy tim sung huyet) va
phu khéng do suy than hodc gan. Khi dung phdi hop pregabalin v6i thiazolidinedion (thube
chéng dai thao dudng) c6 nguy co ting trong luong co thé va phii mach cao hon so véi khi
dung pregabalin doc lap.

Pregabalin gdy tang trong lugng co thé lién quan dén liéu va thoi gian ding thubc; tuy
nhién, tdng can khong lién quan dén chi sé khéi lugng co thé (BMI) trude khi diéu tri, giGi
tinh, hodc tudi, va cung khong do phu Tuy trong nghién clru ngan han c6 kiém soat, tang
can khong két hop véi bién dbi 14m sang quan trong vé huyét 4 ap, nhung tac dung lau dai vé
t1m mach chua dugc 1am rd. Ngoai ra, pregabalin khong lam mat kiém soat glucose huyet
Déi v6i ngudi bénh da c6 bénh tim tir trude, phai than trong khi ding thudc vi ¢6 the lam
tang nguy co gay suy tim.

Pregabalin c6 thé lam ting CPK va c6 thé gay glubin co — niéu kich phéat (mac du hiém
gip). Bénh nhan can thong bdo véi bac sy khi ¢ dau, yéu co, ting nhay cam dau dic biét
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khi c¢6 kém theo s6t va/hodc mét moi, khé chiu. Phai ngimg thube khi c6 déu hidu ciia bénh
co.

Cén ngung tir tir va giam liéu pregabalin trong it nhét 1 tudn trude khi ngimg thudce dé tranh
su ting tan suit dong kinh nhu dbi véi cac thube chdng co giat néi chung.

Cﬁq than trong vagi cac bénh nhan c6 tién. str nghién thudc. Theo ddi cac ddu hiéu lam dung
thuoe (nhu nhon thuoe, xu hudng téng lieu hay hanh vi tim kiém thudc). Trong cac nghién
clru 1dm sang cé doi chiing, ty 1¢ bénh nhan dung pregabalin ¢ biéu hién sang khoai 1a 4%
s0 v6i 1% & nhém chirng. Trong cac nghién clru trén quan thé bénh nhan, ty 1é nay Ién hon,
tir 1 — 12%. Khi ngirng thuéc nhanh va dot ngt, thdy cac biéu hién cua 18 thudc thube nhur
mat ngu, non, dau dau, tiéu chay.

Luu y vi thudc cé lactose nén can than trong néu ban ¢6 bénh 1y réi loan dung nap lactose,
galactose. Thong bdo cho bac si cua ban néu ban co bat ky cac bénh Iy nao lién quan dén
roi loan dung nap dudng.

Sir dung thudc cho phu ni¥ cé thai:

Nghlen ciru trén dong vat (chudt cong, tho) mang thai cho dung pregabalm véi liéu tao

e nong do pregabalin huyét twong (AUC) gap 5 hodc trén 5 ldn ndng do thube & ngudi dung
lidu t01 da khuyen céo 600 mg/ngay, thdy ting ty 1é di dang U thai va cac biéu hién nhiém
doc vé phat trién thai gdm cé: Tir vong, cham phat trién, ton thuong chirc ning hé than
kinh va sinh san & thai.

Chua c6 nghién ciru ddy du va kiém tra t6t & phu nit mang thai. Chi ding khi tiém ning loi
ich cho me 16m hon tiém ning nguy co cho thai.

Sir dung thuoc cho phu ni¥ cho con bii:

Khong nén dung pregabatm & ngudi cho con bu. Cho dén nay, chua tai liéu nghién ctru nao
c6 két luan cu thé vé van dé nay.

Anh hwéng ciia thubc 1én kha ning ldi xe va van hanh mdy méc:

Thubc ¢6 thé anh huéng dén than kinh trung wong bao gom: Budn ngu, chéng mit,

lam giam ca thé chat v tinh than ctia bénh nhan. Khong dung thudce khi l4i xe va vap hanh
may maoc. ' L

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Pregabalin 1am tang nong do/tac dung cua ruou, thudc udng chdng dai thao ducmg nhém

- thiazolidinedion, thuéc trc ché than kinh trung wong, methoreimeprazin, cac thudc trc ché

thu héi serotonin chon loc.

Nong do/tic dung cia pregabalin dugc ting 1én boi droperidol hydroxyzin,
methotrimeprazin.

Nong do va téc dung clia pregabalin bj giam di boi ketorolac, ketorolac (nho mii),
ketorolac (dudng toan than), meﬂoqum

TAC DUNG KHONG MONG MUON VA CACH XU TRi

Tan suat gap ADR c6 thé bi anh hudng boi liéu dung hogc cac liéu phap phdi hop. Trong
céc thir nghiém vé dong kinh, ADR thuong xay ra nhiéu hon so véi diéu tri dau. Sau day Ia
ADR c¢0 trén ca 2 thir nghiém:

Thuong gap, ADR > 10/100

Tim mach: Phii ngoai vi.

Than kinh trung uong: Chéng mat, ngu ga, mét diéu van, dau dau.

Hé tiéu hoa: Tang cén, khd miéng.

Hé co xuong: Run co.
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Mit: Nhin mo, song thi.

Khac: Nhiém khuan.

It gap: 1/100 < ADR < 10/100

Tim mach: Pau nguc, phu.

Thén kll'll'l trung uong: Viém day than kinh, _suy nght bat thudng, mét moéi, 1a 1an, sang
khodi, réi loan ngén ng, roi loan chi y, mit phéi hop dong tac, matfglam tri nho, dau,
chong mat, cam giac bat thuong/giam cam giac, lo ling, trdm cam, mét dinh huéng, ngu
lim, sot, mat nhan cach, ting truong luc co, trang théi li bi, siing s& hoac kich dong.

Da: Phu mat, vét thAm tim, ngira.

Nbi tiét va chuyén héa: U dich, giam glucose huyét.

Da day — rudt: Tao bon, thém an, day hoi, ndn, dau bung, viém da day — rudt.

Sinh duc — tlet me;u Tiéu nhiéu va tiéu khong tu cht, mét khodi cam, giam tinh duc.

Mau: Giam tiéu cau.

Co xuong: Réi loan thing bing, déng di bat thuong, yéu co, dau khép, giat co, dau lung, co
thit co, gidt rung co, di cam, tang CPK, chudt rat, dau co, nhugc co.

Mit: Réi loan thi gi4c, giam thi luc, rung giat nhdn cau, viém két mac.

Tai: Giam thinh luc.

Ho hip: Viém xoang, kho thd, viém phé quan, viém hong thanh quan.

Khac: Hoi chirng gia cim, phan tng di ng.

Hiém gap: ADR < 1/100

Ap-xe, suy than cép, 1é thuge thude (hiém gap) kich dong, albumin niéu, phan (rng phan
vé, thiéu mau, phii mach, rdi loan ngdn ngir, viém da day, ngung tho..

Cdch xi tri ADR: ‘

Mot s6 ADR lam nguoi bénh phai ngimg thude, 4% ngudi bénh bi chéng mét ho
ngt phai ngimg diéu tri. Pa 56 cac truong hop bi nhin mé tur hét khi tiép tuc didu tyY, dudi
1% ngudi bénh phai ngirng diéu tri. Néu rdi loan thi giac kéo dai, can cho tham khanp mit.
Phai ngung thude khi bi bénh co, hodc khi thdy nong do CPK huyét thanh ting cao it nhét 3
lan mirc cao cuia giGi han binh thudong. Phai ngung thude khi ¢ ting can, phi ngoai bién &

ngudi da co bf;nh tim tir trude.

Phi mach tuy hiém xay ra nhung thudng xay ra ngay khi bt dau diéu trl pregabalin, do dé
trude khi cho bénh nhén diéu tri bing pregabalin cin hoi k¥ tién sir man cam va chuén bi
phuong tién cap ciru thich hop.

Ngoai ra can 'thong bao cho ngudi bénh va gia dinh biét thém vé tiém ning nguy co tr sat
khi dung thuoc chéng dong kinh. Phai chi y den céc tri¢u chimg bdo hiéu nhu lo au, vat va,
hung hén, tin cong, chdng ddi, thao cudng, mat ngi va tram cam. Gia dinh cin theo ddi sét
ngudi bénh. Khi ngirng thuéc, tranh ngirng dot ngot, giam dan liu trong khoang it nhat 1
tudn.

Sir dung thuéc cho phu nit ¢6 thai:

Nghién ciru trén dong vat (chudt cong, tho) mang thai cho dung pregabalin véi liéu tao
nong dg pregabalin huyét tuong (AUC) gap 5 hogc trén 5 lan ndng do thude & ngudi dung
liéu t01 da khuyen cdo 600 mg/ngay, thdy tang ty 1é di dang 0‘ thai va céac biéu hién nhiém
doc vé phat trién thai gdm c6: Tir vong, cham phét trién, ton thuong chirc nang hé than
kinh va sinh san ¢ thai. ) ) )

Chua c6 nghién ciru ddy du va kiém tra t6t & phu nit mang thai. Chi dung khi tiem nang lgi
ich cho me 16n hon tiém ning nguy co cho thai.

Sir dung thuéc cho phu nit cho con bii:
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v Chua r3 thudc c6 qua duoc sita me hay khong. Nén than trong khi dung cho phu nir cho
con bit. Céc nghién ciru trén chudt cong cho thay pregabalin qua duoc sira.
Anh huwéng ciia thudc lén kha ndng ldi xe va vin hanh mdy méc:
Thubc c6 thé anh hudng dén thin kinh trung wvong bao gdm: Budn ngu, chéng mat, c6 thé
lam giam ca thé chét va tinh than cta bénh nhan. Khong ding thudc khi 14i xe va van ianh
may moc.
QUA LIEU VA CACH XU TRi
Kinh nghiém qua licu pregabalin con it. Dl‘lng lidu Pregabalin cao nhj
mg khong thay hau qué dang ke nao ve lam sang

pregabalin khoang 50% trong 4 gio).

Ds.Lé Minh Hoan

Tua.cyc TQUQNG
P.TRUONG PHONG

Yé Mink //a"f'




