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1. Nhin bao bi trye tiép véi thude.
a). Nhan vi 15 vién nang cting

ST
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b). Nhan chai 100 vién nang cing

P

COMPOSITION: Each capsule contains

Pregabaln 50 mg
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAIN-
DICATIONS AND OTHER INFORMATIONS: Read tne packags

THANH PHAN: M3( vifn nang cung chia \
Pragabaliv ) 50 mg
CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH
VA CAC THONG TIN KHAC: D ngni xem trong 16 ndang

@ PENDOPHARM *
oL SR

DOMESED

Thudc ban theo don
Prescription only

1114

STORAGE: Store in @ dry place. below 30 °C. protect from

ignt
KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USE
Manulactured by DOMESCO MEDICAL IMPORT EXPORT
JDINT-STOCK CORP. No. 68, Nationai read 30, My Phu Warg
Gap Lanh City, Dong Thap Prowince Under license of
Pendopharm, Montreal, Canada.

R pendo-PREGABALIN

Pregabalin

dan sl dung thudc kem theo

BAD QUAN: Nov khd. nmigt 00 dum 30 'C
sang

DE XA TAM TAY TRE EM

BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
San xudt t3i CONG TY CO PHAN XUAT NHAP KHAU Y
TE DOMESCO. 55 66 Cufc 10 30. Phugng My Pru
Thanh phd Cao Lanh. Tinh Ddng Thip Theo nhugng
quyén Pendopharm, Montreal, Canada.

trann ann
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Chai 100 vién nang cimg

SDK/Reg N
Bottle of 100 capsules i

GMP-WHO
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TP. Cao Lanh, ngay 03 thang 05 nam 2017
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Tran Thanh Phong



2. Nhan bao bi ngoai.
a). Nhan hop 1 vi x 15 vién nang cing

| COMPOSITION: INDICATIONS, DOSAGE AND ADMINISTRATION,
| Each capsule contains CONTRAINDICATIONS AND OTHER INFORMATIONS:
| Pregabalin ..................50mg Read the package insert

STORAGE: Store in a dry place, below KEEP OUT OF REACH OF CHILDREN

30°C, protect from light. READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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Manufactured by DOMESCO MEDICAL IMPORT ) '
GMP-WHO E:FSHL;JI?IHT -STOCK can L '\9_

Box of 1 blister x 15 capsules Under license of Pi

THANH PHAN: CHI BINH, LIEU DUNG. CACH DUNG, CHONG CHI
MBi vign nang cdng cnua BINH VA CAC THONG TIN KHAC: BE nghi xem trong
Pregabalin S0mg & "urjnu ddn sif dung thudic kem theo
BAD QUAN: Noi kho, nhiét do duéi 30°C. BE XA TAM TAY TRE EM
tranh 4nh sdng BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
2c PENDOPHARM *
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= [)(]\II\HI

%pendo-PREGABALIN

Pregabalin

GMP-WHO YTED

, 3 " Thanh I
HOp 1 vi x 15 vién nang cuny quyén Penﬂnuharm Montreal, Canada

TP. Cao Lanh, ngay 03 thdng 05 niim 2017
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b). Nhan hop 6 vi x 15 vién nang cung

PREGABALIN

THANH PHAN:
‘ Mbi vién nang cing chia:
i Pregabalin ... - 50 mg
CHI BINH, LIEU DUNG, CACH DUNG,
[ CHONG CHi DINH VA CAC THONG TIN
KHAC: D& nghj xem trong t§ hudng
dén sl dung thudc kém theo.

BAD QUAN: Noi kha, nhigt do dugi 30 °C.
tranh anh sang.

DE XA TAM TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG

Sén xudt tai CONG TY CO PHAN
XUAT NHAP KHAU Y TE DOMESCO.
S6 66, Qudc 16 30, Phudng My Phi,
Thanh phé Cao Lanh, Tinh Bang Thép.
Theo nhugng quyén Pendopharm,
Montreal, Canada.

A
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Prescription anly

DOMESCO

Rpendo-PREGABALIN

Pregabalin

GMP-WHO

COMPOSITION:

Each capsule contains:

Pregabalin .........cccoovicirininn. 50 Mg
INDICATIONS, DOSAGE AND ADMINIS-
TRATION, CONTRAINDICATIONS AND
OTHER |INFORMATIONS: Read the
package insert.

Hdp 6 vi x 15 vién nang ciing

STORAGE: Store in a dry place, below
30 °C, protect from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT
BEFORE USE

Manufactured by DOMESCO MEDICAL
IMPORT EXPORT JOINT-STOCK CORP.
No. 66. National road 30, My Phu Ward,
Cao Lanh City, Dong Thap Province.
Under license of Pendopharm,
Montreal, Canada.
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Pregabalin

Box of 6 blisters x 15 capsules
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TP. Cao Lanh, ngay 03 thang 05 nam 2017

Tran Thanh Phong
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¢). Nhan hop 10 vi x 15 vién nang cling

Kpendo-PREGABALIN

balin | 50mg

THANH PHAN: Mdi vign nang ciing chifa

Pregabalin 50 mg
CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC: |
D2 nghi xem trong t§ hugng ddn sif dung thuGc kém thee
BAO QUAN: Noi kho, rhigt db dubi 30 °C. tranh dnh sdng
BE XA TAM TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Sin xust tai CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO. S6 66, Qudc 16
| 30, Phugng M§ Phi, Thanh phd Cao Linh, Tinh Béng Thip Theo nhugng gquyén
Pendopharm, Montreal, Canada.
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Thudc ban theo don

DOMESCO

“pendo-PREGABALIN

Pregabalin

R pendo-PREGABALIN

GMP-WHO Hdp 10 vi x 15 vién nang cing

K pendo-PREGABALIN
Pre E

COMPOSITION: Each capsule contains:

Pregabalin 50 mg
| INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATIONS: Read the package insert

STORAGE: Store in a dry place. below 30 °C, protect from lght

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE USE

Manutactured by DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP, No 66
Mational road 30, My Phu Ward, Cao Lanh City, Dong Thap Province. Under license of
Pendopharm, Montreal, Canada. |
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(NOI DUNG TO HUGNG DAN SU DUNG THUOC
CHO CAN BO Y TE)

Rx - Thuéc ban theo don

pendo-PREGABALIN 50 mg

e Pocky hudng dan st dung trudc khi dung.

e Dé xatam tay tré em.

e Théng bao ngay cho bac si hoac dugc si
nhing tac dung khéng mong muén gap phai
khi str dung thuéc.

THANH PHAN:

Mai vién nang cung chua:

- Pregabalin 50 mg

-Ta dugc: Starch 1500, Talc, Nang cuing gelatin so 2.
DANG BAO CHE: Vién nang cting.

QUY CACH BONG GOI:

-Hop 1 vix 15 vién, hop 6 vi x 15 vién, hop 10 vi x
15 vién.

- Chai 100 vién.

DUOC LUC HOC:

Nhém dugc ly: Pregabalin |d moét thudc chéng co
giat va giam dau.

Ma ATC: NO3AX16

Pregabalin gan két vdi 1 dan vi phu a;-8protein cla
cac kénh calci mang dién thé trong cac mé cla hé
théng than kinh trung uong. In vitro, pregabalin lam
giam dong chay calci & dau cudi day than kinh,
ngan chan phong thich chat dan truyén than kinh
nhu glutamat. Qua co ché nay, pregabalin cé thé
diéu chinh xung déng than kinh lién quan dén dan
truyén con dau. Tuy nhién, moi lién quan trén lam
sang cua nhing phat hién nay & ngudi chua dugc
biét,

Pregabalin gan két manh vao protein alpha,-delta
(mot don vi phu cta kénh calci) ciia mé nao va co
tac dung giam dau, chéng dong kinh, va giam lo au.
Vé mat hoa hoc pregabalin 13 (S)-3-(aminomethyl)-
5-methylhexanoic acid.

Mac du co ché tac dung cla pregabalin chua duoc
biét chinh xac, cac két qua trén chudt nhat bién doi
gen va vdi cac hgp chat co cau tric lién quan dén
pregabalin cho thay réng gan két chon loc vdi
protein alpha;-delta la can thiét cho tac dong giam
dau, chéng déng kinh va gidm cdng thang than
kinh trong cac mé hinh thd nghiém trén déng vét.
In vitro, pregabalin lam giam phong thich mot sé
chat dan truyén than kinh, gai y vé tac dong diéu
chinh trén chic nang kénh calci.

Pregabalin khéng bét chudc tac dung clia GABA ¢
cac thu thé GABA, hodc GABAs, cling khéng lam
ting cac dap Ung GABAs nhu cic benzodiazepin
hodc barbiturat. Nguac lai vai cac chét chen kénh
calci trén mach méu, pregabalin khéng lam thay
déi huyét ap hé théng hay chic nang tim. Cac két
qua in vitro va in vivo khac nhau phan biét
pregabalin vai cac chat Uc ché hap thu GABA hoac
chiat Gc ché GABA transaminase. Ngoai ra,

pregabalin khéng chen cac kenh natri, khong co
hoat tinh tai cac thu thé opiat, khéng lam thay déi
hoat tinh enzym cyclooxygenase, khong phai la
chat déng van serotonin, khéng phai la chat daéi
khang dopamin, va khéng la chat Uc ché tai hap thu
dopamin, serotonin hay noradrenalin.

Biéu tri vai pregabalin lam giam hanh vi lién quan
dén dau trén cac mo hinh dong vat vé dau than
kinh trong bénh dai thao duong, ton thuong day
than kinh ngoai bién hay dau do hoa tri va dau lién
guan dén co xuong. Chich pregabalin vao mang
nao tly dé ngan nglra va lam giam cac hanh vi lién
quan dén dau gdy ra do cac tac nhan dugc chich
vao tly séng, két qua goi y rang pregabalin tac
déng truc tiép l1én cdc moé tuy séng hodc nao.
DUGC PONG HOC:

Tat ca tdc dung duoc ly sau khi ding pregabalin |a
do tac déng cla hop chat goc, pregabalin khéong
dugc chuyén hoa dang ké & ngudi.

Dugc déng hoc 6n dinh cla pregabalin la giéng
nhau trén nhing ngudi tinh nguyén khoe manh,
cac bénh nhan déng kinh dang dung thudc chéng
dong kinh va cac bénh nhan dau man tinh.

Hdp thu

Pregabalin dugc hap thu nhanh khi uéng Itc dai,
néng doé dinh trong huyét tusng dat dugc sau 1,5
gid trong ca dung liéu don va liéu da.

Sinh kha dung dudng uéng cla pregabalin > 90%
va phu thudc vao liéu dung. Trong dung nhac lai,
tinh trang 6n dinh dat dugc trong 24-48 gia. Ty |é
hép thu clia pregabalin giam khi dung cling thuc
an dan dén C,... giam khoang 25-30% va kéo dai
tmas sau khodng 3 gia. Tuy nhién, dung pregabalin
cung thuc an khong co anh huang lam sang dang
ké nao dén muc do hap thu pregabalin.

Phan bé

Trong cac nghién cuu tién lam sang, pregabalin dé
dang qua hang rao mau nao & chuét nhat, chudt
cébng va khi. Pregabalin qua dugc nhau thai ¢
chuét cong va xudt hién trong sita chuét. O ngudsi,
thé tich phan bé cla pregabalin sau khi dung
dudng uong khoang 0,5 L/kg. Pregabalin khéng
gén két vdi protein huyét tuong.

Chuyén héa

Pregabalin dugc chuyén hoéa khéng dang ké trong
co thé ngudi. Sau khi dung pregabalin phong xa
danh dau, khoang 98% duagc tim thay trong nudc
tiéu la pregabalin & dang chua chuyén hoa. Dan
xuat N-methylat cla pregabalin, chat chuyén hoa
chinh clia pregabalin dugc tim thay trong nudc
tiéu, chiém khodng 0,9% liéu dung. Trong céc
nghién cdu tién [&m sang, khéng ¢6 dau hiéu nao
vé su bién doi pregabalin déng phan ta truyén
thanh déng phan hiu truyén.

Thai trir

Pregabalin dugc thai trir khoi hé tuan hoan chu
yéu do bai tiét qua than dudi dang khéng dai.
Thai gian ban thai trung binh cla pregabalin la 6,3
gio, Thanh thai pregabalin huyét tuong va thanh
thai than ty |é thuan vadi thanh thai creatinin,
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Thanh thai pregabalin gidm & bénh nhan suy than.
Diéu chinh liéu trén cédc bénh nhan gidam chuc
nang than hodc tham tach méau la can thiét.

Tuyén tinh/khéng tuyén tinh

Duoc doéng hoc cla pregabalin 14 tuyén tinh trong
khoang lieu don hang ngay.

Khoang bién thién cla dugc dong hoc cla
pregabalin la thap (< 20%). Cac dac tinh duoc
dang hoc cua liéu da co6 thé du doan tir cac di lieu
cla liéu don.

CHi DINH:
Diéu tri dau do nguyén nhan than kinh &
ngudi lon:

+ Dau day than kinh ngoai vi & bénh nhan

dai thao dudng.

+ Pau day than kinh sau bénh Herpes.

+ Dau day than kinh do tén thuong tay

song.

Diéu tri dau co do xd hoda.
LIEU DUNG VA CACH DUNG:
Céch diing: Dung udng, dung cung hoac khéng
clng vdi thic an.
Liéu dung:
Pau do nguyén nhan than kinh
Liéu khai dau khuyén cao la 150 mg/ngay, chia 3
lan/ngay, uéng cung hoac khéng cung vai thuc an
& bénh nhan c¢6 dé thanh thai creatinin it nhat 60
mL/phut, Hiéu qua cua pregabalin dugc thay ro
trong tuan dau tién.Tuy theo dap Ung va dung nap
thudc ciia mbi bénh nhan, co thé tang liéu dén 300
mag/ngay (chia 2 1&n, 150 mg/lan) sau mot tuan.
Bénh nhan dau lién tuc, dang ké va co dap ung tot
vai lieu 300 mg/ngay, c6 thé dung liéu téi da 600
mg/ngay (chia 2 lan, 300 mg/lan). Tuy nhién, trong
céc thir nghiém lam sang, hiéu qua clia pregabalin
600 mg/ngay tang khong co y nghia va bénh nhan
diéu tri vdi liéu nay c6 ty 1& phan ting khéng mong
mudén cao han dang ké va nglng thudc nhiéu hon.
Liéu trén 600 mg/ngay chua dugc nghién ciu va
khéng khuyén céo dung.
Pau codo xo héa
Liéu khuyén cdo la 300 - 450 mg/ngay, chia 2 lan
uéng. Lieu khai dau khuyén céo la 150 mg/ngay,
chia 2 lan/ngay, udng cung hoac khéng cung vai
thic an & bénh nhan cé do thanh thai creatinin it
nhat 60 mL/phut. Tuy theo dap Ung va dung nap
thudc ciia mdi bénh nhén, co thé tang liéu dén 300
mg/ngay (chia 2 lan, 150 mg/lan) sau mot tuan.
Bénh nhan khoéng dap Ung day dd vai lieu 300
mg/ngay co thé tang liéu Ién 450 mg/ngay, chia 2
ldn udng. Hiéu qud cla pregabalin dugc thay ré
trong tuan dau tién.
Bénh nhan dau lién tuc, dang ké va cé déap (ng tét
vai liéu 300 mg/ngay, ¢ thé dung liéu téi da 600
mg/ngay (chia 2 1an, 300 mg/lan). Tuy nhién, trong
cic th nghiém 1dm sang, hiéu qua cla pregabalin
600 mg/ngay tang khéng cé y nghia va bénh nhan
diéu tri vai liéu nay co ty 1é phan ung khéng mong
muén cao hon dang ké va nging thuéc nhiéu hon.
Vi cac tac dung phu lién quan dén liéu dung, quyét

dinh tang liéu trén 450 mg/ngay phai dua trén
danh gia lam sang cla béc si diéu tri. Liéu trén 600
mg/ngay chua dugc nghién ciu va khong khuyén
cao dung.

Ngung dung pregabalin

Theo céc thuc hanh lam sang hién tai, néu ngung
diéu tri pregabalin, can ngung tir tir trong it nhat la
7 ngay.

Diéu chinh liéu theo chic nang than

Pregabalin dugc thai trir cht yéu qua than. Do do,
can diéu chinh liéu theo muc dé suy giam chic
nang than cta bénh nhan. Thanh thai pregabalin ty
lé thuan vdi thanh thai creatinin.Vi vay, diéu chinh
lieu phai dua trén doé thanh thai creatinin (CL.)
dugc trinh bay trong bang sau.

Co thé dung céng thic Cockcroft va Gault dudi day
dé udc tinh d6 thanh thai creatinin cla bénh nhan
(mL/phut).

[140 - tudi (nam)] x can nang (kg) (x 0,85
vai bénh nhan nu)
CL([Z

72 x creatinin huyét thanh (mg/dL)
Pregabalin dugc loai bé hiéu qua khoi huyét tuong
nhe tham tach mau. Sau 4 gid thim tich, néng dé
pregabalin giam khoang 50%. Va&i cac bénh nhan
dang lam tham tach mau, liéu hang ngay cua
pregabalin can dugc diéu chinh tuy theo chic nang
suy than. Bén canh liéu dung hang ngay, liéu dung
b6 sung nén dugc dung ngay sau méi 4 gig tham
tach mau.

Bang 1. Diéu chinh liéu pregabalin theo chiic
nang than

]

Tong lidu pregaballn hang ngaya I
| Pothanh (mg/ngay)*®
| thai ~ Khuyén céo tang liéu* | cheds |
i creatinin Liéu khai Liéu toi tri lieu
| (mL/phut) dau | Tangliéu da
i (mg/ngay) |_(mg/ngay) _
[ =60 150 300 as0 | 600 21an
hoac 3
lan/ngay |
30-60 | 75 150 225 300 2lan |
hoac 3
______ o) L | lan/ngay
[ 15-30 C 2550 75 1100150 | 150 Plan |
hoac 2
| | lan/ngay
[ x:_i? i )5 - 25- JD | _10 .-“3 -.-'Tlr 1 E
|| lan/ngay |

Liéu bd sung sau khl thém tach mau {mg)

sung 1 liéu 25 mg hodc 50 mg

B6 sung 1 liéu 50 mg hodc 75 mg

B& sung 1 liéu 75 mg hoac 100 mg
Bénh nhan dang dung 75 mg ché do tri lieu
sung 1 liéu 100 mg hodc 150 mg

Benh nhan dang ding 25 mg ché doé tri liéu 1 lan/ngay BS
Bénh nhan dang dung 25-50 mg ché do tri liéu 1 1an/ngay:
Bénh nhan dang dung 50-75 mg ché do tri liéu 1 lan/ngay:

1 lan/ngay: Bo

—
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* Tuy theo dap Uing va dung nap ctia moéi bénh
nhan
* Téng ligu dung hang ngay (mg/ngay) phai
duagc chia theo chi dinh.
b Liéu b8 sung 13 liéu don.
Bénh nhdn trén 65 tudi
Khong can diéu chinh liéu vdi ngudi gia tru trong
truang hop tén thuong chic nang than.
Trée em (<18 tudi): Khong khuyén cdo dung
pregabalin & bénh nhan nhé hon 18 tudi vi chua 6
théng tin vé tinh an toan va hiéu qua cla thuoc
trén nhém tudi nay.

CHONG CHI DINH:

Man cam vdi bat ky thanh phan nao cla thuoc.
THAN TRONG KHI DUNG THUOC:

Tang trong lugng co thé

Khi dung phai hop pregabalin véi thiazolidinedione
(thuoc chéng dai thao dudng) cd nguy co tang
trong lugng co thé va phu cao hon so vdi khi dung
pregabalin don doc.

Pregabalin gdy tdng trong lugng ca thé lién quan
dén liéu va thai gian dung thuég; tuy nhién, tang
can khoéng lién quan dén chi s6 khéi luong co thé
(BMI) trudc khi diéu tri, gigi tinh, hodc tudi, va cing
khéng do phu. Tuy trong nghién ctu ngan han cé
kiém sodt, ting can khéng két hap vai bién ddi lam
sang quan trong vé huyét ap, nhung lau dai vé tim
mach chua dugc lam ré. Ngoai ra, pregabalin khong
lam mét kiém soat glucose huyét.

Phan tng qua man

D3 cd bao cdo sau khi thudc luu hanh trén thi
trudng vé cac phan Ung qué man, ké ca phu mach.
Phai ngiing pregabalin ngay lap tic néu co triéu
chiing pht mach nhu phu mat, sung quanh miéng,
sung dudng ho hap trén.

Can than trong khi dung pregabalin doi vai bénh
nhan cé tién su bi phu mach va cac bién co lién
quan. Ngoai ra, bénh nhan dang dung thudc khéac
lién quan dén phu mach nhu cac chat dc ché men
chuyén angiotensin (ACE) c6 thé tang nguy co phat
trién tinh trang nay.

Thuéc anh huéng dén than kinh trung uang
Buén ngu, chong mat cd thé lam gidm ca thé chat
va tinh than cla bénh nhén, do dé can than trong
trén nhirng déi tuong lai xe hodc van hanh may.
Anh huéng trén mat

Trong cac thu nghiém 1dm sang c6 kiém chung, ty
|& bénh nhan diéu tri vdi pregabalin bi nhin ma cao
hon bénh nhén dung gid dugc. Trong cac nghién
clu 1&m sang co thuc hién kiém tra thi luc, ty |é
giam thi luc va thay doi thi truong & nhiing bénh
nhan da dugc diéu tri bang pregabalin I6n hon &
nhing bénh nhan dung gid dugc.

Cang da c6 béao cao phan tng phu trén mat sau khi
thudc luu hanh, bao gdm mat thi luc, nhin m& hay
thay déi thi trudng, phan nhiéu phan ung phu
trong s6 do la thoang qua. Ngung pregabalin co
thé giai quyét hoac cai thién céc triéu ching vé thi
giac nay.

Suy than

Da c6 bao cdo vé cac truong hop suy than va trong
mét sé truang hap nging pregabalin da cho thay
dao nguoc phan ung phu nay.

Ngifng thuéc nhanh hay dét ngét

Sau khi ngung su dung pregabalin nhanh hay dot
ngét, mot sé bénh nhan da bao cao cac triéu chung
bao gom mat ngu, buén nén, nhuc dau, lo lang,
tding tiét mé hoéi, va tiéu chay. Nén giam lieu
pregabalin ti ti trong it nhat 7 ngay, khéng ngung
dot ngot.

Co giat, bao gbm con déng kinh lién tuc hay con
dong kinh con Ién da xay ra trén bénh nhan khéng
bi déng kinh trong khi diéu tri voi pregabalin hoac
ngay sau khi ngiing dung pregabalin,

Suy tim sung huyét

D& 6 bao cdo sau khi thudc luu hanh vé suy tim
sung huyét trén mot s benh nhan dung
pregabalin. Nhimg phan Ung nay chu yéu gap &
bénh nhan Ian tudi bi bénh ly tim mach phuic tap
trong khi dung pregabalin diéu tri dau day than
kinh. Can than trong khi dung pregabalin & nhiing
bénh nhan nay. Ngung pregabalin c6 thé giai quyét
cac phan ung.

Y tudng va hanh vi tu tu

Pa co bao cdo sau khi thudc luu hanh trén thi
truong vé cac bién cé lién quan dén tu td, bao gom
tu td, €6 gang tu tu, va co y dinh tu td ¢ nhing
bénh nhan diéu tri voi pregabalin cho céc chi dinh
khac nhau nhu dau day than kinh, dau co, vv... M6t
s6 truong hop trong cac bao cao nay co thé do cac
roi loan tam than mac san gép phan cho bién cé
nay. Co ché vé nguy co nay chua dugc biét dén.
Bénh nhén can dugc theo déi cac dau hiéu cla y
tudng va hanh vi tu td va xem xét cac bién phéap
diéu tri thich hgp. Bénh nhan phai dugc khuyén
khich noi lén bat cu y nghi hoac cam giac lo au vao
bat cu luc nao vai chuyén gia cham soc suic khoe.
Réi loan tiéu héa

Da c6 céc bdo cdo sau khi thudc luu hanh vé cac
bién 6 lién quan dén giam chic nang duong tiéu
hoa dudi (vi du, tdc rudt, liét rudt, tao bon) khi
pregabalin duoc diéu tri két hop vdi cac thudc co
kha nang gay tao bén, nhu thuéc giam dau opioid.
Khi dung két hop pregabalin va opioid, can xem xét
cac bién phap ngan ngua tao bon (dac biet la ¢
nhdng bénh nhan nl va nguoi gia).

Phan iing da nghiém trong

Da cb bao cdo sau khi thudc luu hanh rat hiém cac
phan Ung da nghiém trong, bao gdm héi chung
Stevens-Johnson (5JS), hoai tir biéu bi nhiém doc
(TEN), viém da tréc vay, phan Ung da bong nudc, va
héng ban da dang & nhing bénh nhan duoc diéu
tri vai pregabalin. Ty |é bao cdo sau khi thude luu
hanh noi chung la chap nhan dugc danh gia trong
bao cédo. Hau hét cac bao cao la ¢ nhung benh nhan
diing thuéc déng thai cing gan lién vai tiem nang
phat trién cla cac phan Ung da nghiém trong. Vi
vay, trong hau hét cac truong hop, nguyen nhan
lién quan vdi Pregabalin khong thé dugc thiét |ap
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ro rang. Bénh nhan nén biét rang néu ho cd mot
phét ban da, ho nén ngung diéu trj va lién hé vdi
bac si clia minh dé danh gia va tu van.

S dung sai, lam dung hoac lé thudc thuéc

Can than trong vdi cac bénh nhén cé tién su nghién
thudc. Theo déi cac ddu hiéu lam dung thudc (nhu
nhon thuée, xu hudng tang liéu hay hanh vi tim
kiem thuoc). Trong cac nghién cuu lam sang co doi
ching, ty 1é bénh nhan dung pregabalin co biéu
hién sang khodi 1a 4% so vdi 1% & nhém ching.
Trong cac nghién clu trén quan thé bénh nhan, ty
I& nay I6n han, tit 1-12%. Khi ngling thuéc nhanh va
dét ngét, thay cac biéu hién cta Ié thudc thude nhu
mat ngu, nén, dau dau, tiéu chay.

Bénh nao

Mét sé trudng hop bénh ndo da duoc béao cao, chu
yéu 13 d nhing bénh nhéan co sdn bénh ma cé thé
thuc day bénh ly nao.

Tang CPK

Pregabalin c& thé lam tang CPK va cé thé gay
globin co - niéu kich phat (mac du hiém gap). Bénh
nhan can théng bao vai bac si khi cé dau, yéu co,
tang nhay cam dau, dac biét khi c6 kém theo s6t
va/hodc mét mai, kho chiu. Phai ngling thuéc khi cé
biéu hién clia bénh ca.

Phu nit c6 thai va cho con bu:

Theoi ky mang thai:

Chua c6 cac dir liéu day du vé dung pregabalin trén
phu nir co thai.

Cac nghién cuu trén déng vat da cho thay tac dung
gay doc trén kha nang sinh san. Nguy co vé rui ro
trén ngudi chua dugc biét,

Khéng nén dung pregabalin khi dang mang thai tri
khi thuc su can thiét va co can nhac ky lgi ich mang
lai cho ngudi me cao hon so véi nguy co cho thai
nhi.

Thai ky cho con bu:

Chua biét dugc pregabalin cé bai tiét qua sta ngudi
hay khong; tuy nhién, thudc c6 xudt hién trong sta
chuot. Do vay, khong dugc nudi con bang sira me
khi dang dung thuoc.

Anh hudng cta thudc déi véi cong viéc (ngudi
van hanh may moc, dang lai tau xe, nguai lam
viéc trén cao va cac trudng hop khac):

Pregabalin c6 thé gay chong mat hodc budn ngu.
Do vay, bénh nhan khéng nén lai xe, van hanh may
moc phuc tap.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC
VA CACLOAITUONG TACKHAC:

Vi pregabalin dugc thai tri chinh qua nudc tiéu g
dang chua chuyén héa, mét lugng khéng déng ké
dugc chuyén héa (<2% cua liéu dung tim thay
trong nudc tiéu & dang chuyén hoa), khéng Uc ché
chuyén héa thudc in vitro, va khong gan két vai
protein huyé&t tuong, pregabalin khéng tao ra
tuang tac, hodc bi tuong tac duge déng hoc.

Tuong tac vé dugc dong hoc

Cac nghién cuu in vivo khéng cho thay lién quan vé
tuong tac dugc dong hoc lam sang cla pregabalin
véi  carbamazepin, acid valproic, lamotrigin,

phenytoin, phenobarbital, topiramat, gabapentin,
lorazepam, oxycodon hoac ethanol. Phan tich dugc
déng hoc trén cac doi tugng da chi ra rang céc
thuéc chéng dai thao duong, lgi tiéu, insulin va
tiagabin khéng c6 anh hudng lam sang dang ké
nao dén thanh thai pregabalin.

Dung chung pregabalin vdi cac thudc tranh thai
duong uong norethisteron va/hoac ethilyl estradiol
khéng &nh hudng dén su 6n dinh vé dugc déng
hoc cla ca hai loai thuéc.

Tuong tac vé duoc luc hoc

Pregabalin c6 thé lam tang tac dung cua ethanol va
lorazepam. Trong cac thi nghiém lam sang cé kiém
ching, dung liéu da dudng udng pregabalin két
hop vai oxycodon, lorazepam, hoac ethanol khéng
¢o tac dong lam sang quan trong nao dén ho hap.
Sau khi thuéc luu hanh trén thi truong da co bao
cédo vé suy hé hap va hén mé ¢ bénh nhan dung
pregabalin va cac thubc Uc ché hé than kinh trung
uong khac. Su cd mat cua pregabalin lam tang
thém roi loan nhan thic va chic nang van dong
gay ra bai oxycodon.

Khi dung phoi hgp pregabalin vdi thiazolidinedione
(thudc chéng dai thao dudng) o nguy co tang
trong luong co thé va phi cao han so véi khi ding
pregabalin don déc.

Tuong tac khac

Pregabalin lam tadng néng dé/tdc dung cua
methotrimeprazin, cac thuéc Uc ché thu hoi
serotonin chon loc.

Néng doé/tac dung cla pregabalin dugc tang lén
b&i droperidol, hydroxyzin, methotrimeprazin.
Néng do va tac dung cua pregabalin bi giam boi
ketorolac, ketorolac (nhé mui), ketorolac (duong
toan than), mefloquin,

Tuwong tac gilra thudc va thuc an

Ty |& hap thu cda pregabalin giam khi dung ciing
thirc an dan dén C.e giam khoang 25-30% va kéo
dai tna sau khodng 3 gig. Tuy nhién, dung
pregabalin cung thic an khong co anh huong lam
sang dang ké nao dén muc dé hdp thu pregabalin.
Vi vay: pregabalin co thé uéng cung hoac khéng
cling vdi thic an.

TAC DUNG KHONG MONG MUON (ADR):

Tan suat gap ADR c¢o thé bi anh huong bdi lieu
ding hodc cac liéu phap phéi hop.

Bang tém tat cac phan iing khéng mong muén:
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Than kinh
trung
uong

Da
Not  tiet
va chuyén
hoa

'~ Sinh duc - |

_ van, dau dau.

Viém day than kinh, suy nghi

~bat thuong, mét moi, lu lan,
- sang khoai, réi loan ngdn ngu,
. r6i loan chu y, mat phéi hgp

déng tac, mat/ giam tri nhg,
dau, chong mat, cam giac bat
thuéng/ giam cam giac, lo
lang, tram cam. mat dinh
hudng, ngu lim, sét, mat nhan

cach, tang truong luc co, trang

" Ting can, khé miéng

8i loan thang bang, dang di

~ bét thudng, yéu co, dau khdp,
~ giat co, dau lung, co that co,
- gidt rung co, di cam, tang CPK,

chudt rat, dau co, nhugc co.

- Nhin mg&, song thi.

Réi loan thi giac, giam thi luc,

- rung giat nhan cau, viem két
. mac.

U dich, giam glucose huyét.

Tao bon, them an, day hai,
nén, dau bung, viém da day-

| ruot.
- Tiéu nhiéu va tiéu khéng tu
| chd, mat khoai cam, gidm tinh
~duc.

itgap

ltgap

It gap

9dp
ltgap

Gidm tiéu cau.

Giémthinhlwe. |
Viém xoang, kho thg, viém
phé quan, viém hong - thanh

| quan.
| Thuong |

Nhiém khuan.

| phan ting di tng. ;
- Ap-xe, suy than cap, Ié thudc

- thuéc (hiém gap), kich dong,

albumin niéu, phan tng phan
vé, thiéu mau, phu mach, roi
loan ngon ngu, viem da day,

. ngung tha...

(*) Tan xuat tac dung khéng mong muéc dugc dinh
nghia nhu sau: Rat thuong gap (ADR = 1/10),
thudng gap (1/100 < ADR < 1/10), it gap (1/1000 =
ADR < 1/100), hiém gap (1/1000 < ADR < 1/10000),
rat hiém gap (ADR < 1/10000).

Hudng dan cach xi tri ADR.

Mot s6 ADR lam ngudi bénh phai ngung thuoc. 4%
ngudi bénh bi chong mat hoac buén ngu phai
ngung diéu tri. Da sé cac trudng hop bi nhin mo tu
hét khi tiép tuc diéu tri, dudi 1% ngudi bénh phai
ngung diéu tri. Néu rdi loan thi giac kéo dai, can
cho tham kham mét.

Phai nging thudc khi bi bénh co, hodc khi thay
néng dé CPK huyét thanh tang cao it nhat gap 3 lan
muc cao cua gidi han binh thudng.

Phai ngling thuéc khi co tang can, phu ngoai bién ¢
nguaoi da co bénh tim tur truoc.

Phii mach tuy hiém xay ra nhung thuong xay ra
ngay khi bat dau diéu tri pregabalin; do dé, trudc
khi cho bénh nhan diéu tri bang pregabalin, can hoi
ky tién st man cam va chuan bi phuang tién cap
cuu thich hap.

Ngoai ra, cdn théng bdo cho ngudi bénh va gia dinh
biét vé tiém nang nguy co tu sat khi ding thudc
chéng déng kinh. Phai chii y dén céc triéu ching
bao hiéu nhu lo 4u, vat va, hung hén, tan cong,
chéng déi, thao cuéng, mat ngu va tram cam. Gia
dinh can theo doi sat nguai benh.

Khi ngling thudc, tranh ngiing dét ngot, giam dan
lieu trong khodng it nhat mot tuan.

QUA LIEU VA CACH XU TRI:

Dau hiéu, triéu chiung

Liéu dung cao nhat cua pregabalin trong nghién
cttu lam sang trén 1 bénh nhan la 15.000 mg nhung
khong gay tir vong. Cac phan ung phu do qua liéu
khong khac biét vé mat lam sang vdi cac phan ung
phu khi ding liéu khuyén cao.

Trong cac bao cdo sau khi thuoc luu hanh, mot so
trudng hgp ti vong khi dung pregabalin két hop
vdi cac thudc khac trong do liéu pregabalin la 800
mg/ngay. Khéng cé trudng hop nao trong s6 bénh
nhan nay da xac dinh nguyén nhan gay chét la do
pregabalin. Liéu don thap nhat pregabalin gay chét
van chua dugc xac dinh.

Cac phan dng phu thuong gap nhat khi dung
pregabalin qua liéu (khodng liéu tir 800 mg/ngay
|&én dén 11.500 mg dang liéu don) bao gom i loan
cam xuc, budn ngu, trang thai lan 1on, tram cam, lo
lang, va bon chon.

Xrtriqud liéu

Khéng c6 thudc giai doc dac hiéu khi dung qua liéu
pregabalin. Néu dugc chi dinh, c6 thé loai thudc
chua hap thu bang thudc gay non hay ria da day;
can luu y bao vé duong ho hap cia bénh nhan.
Cham soc hd trg téng quat nhu theo doi cac dau
hiéu sinh tén va quan sat tinh trang bénh nhan trén

lam sang. {;/
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Thdm tdch mdu

Pregabalin duoc bai tiét ¢6 hiéu qua qua tham tach
mau (sau 4 gio tham tach mau, nong do pregabalin
trong huyét thanh giam gan 50%).

HAN DUNG CUA THUOC: 24 thang ké tif ngay san
XUat.

CO SO SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y
TE DOMESCO

Bia chi: 56 66, Quéc 16 30, Phuding My Ph,
Thanh phé Cao Lanh, Tinh Bang Thap
BOMESCO Pien thoai: 067. 3851950

VJ PENDOPHARM ~ Theo nhudng quyén

Pendopharm, Montreal, Canada

NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUGNG
DAN SU DUNG THUOC (Ngay duoc cap so dang ky/Ngay
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(NOI DUNG TO' HUGNG DAN SU DUNG THUOC
CHO BENH NHAN)

Rx - Thudc ban theo don

pendo-PREGABALIN 50 mg

DPoc ky hudng dan st dung trudge khi diing.
Dé xa tam tay tré em.
Thudc nay chi dung theo don clia bac si.

Thong bao ngay cho bac si hoac duogc si nhitng tac

dung khéng mong muén gap phai khi sit dung thudc.

e Hay giif lai to hudng dan str dung; ban cé thé can phai
doclai.

® Thudc nay chi dugc ké don cho ban. Khéng dua thuéc

cho ngudi khéc vi thudc nay cé thé khéng tét cho ho

ngay ca khi ho cé triéu chiing giéng nhu cia ban.

THANH PHAN, HAM LUONG CUA THUOC:

Mai vién nang cung chifa:

- Pregabalin 50 mg

-Ta dugc: Starch 1500, Talg, Nang cing gelatin sé 2.

MO TA SAN PHAM:

Dang bao ché: Vién nang cing.

Hinh thirc: Vién nang ciing s6 2, ndp nang mau do nau, than
nang mau héng nhat. Bén trong nang chiia bot thuéc mau
trang.

QUY CACH PONG GOI:
-HOp 1 vix 15 vién, hop 6 vix 15 vién, hép 10 vi x 15 vién.
- Chai 100 vién.
THUOC DUNG CHO BENH GIi?
Pregabalin la mot thuéec chdng co giat va giam dau.
Pregaba!m dugc st dung dé:
Biéu tri dau do nguyén nhan than kinh & ngugi lon:
+ Dau day than kinh ngoai vi & bénh nhan dai thao
dudng.
+ Dau day than kinh sau bénh Herpes.
+ Bau day than kinh do tén thuaong tdy séng.
Diéu trj dau co do xo hoa.
NEN DUNG THUéC NAY NHU THE NAO VA LIEU LUONG?
Pudng dung: Dudng udng.
Cach diing: Ding udng.
Liéu dung:
Ludn luén ding thudc nay ding nhu béac si da chi dinh. Trao
déi vai bac si hoac duoc si néu ban khéng chac chén.
Liéu dung:
Pau do nguyén nhan than kinh
Liéu khai dau khuyén cdo la 150 mg/ngay, chia 3 lan/ngay,
uéng cung hodc khéng cung véi thic an & bénh nhan co dé
thanh thai creatinin it nhat 60 mL/phut. Hiéu qua cla
pregabalin duoc thay ré trong tuan dau tién.Tuy theo dap
Uing va dung nap thudc clia moi bénh nhan, cé thé tang liéu
dén 300 mg/ngay (chia 2 lan, 150 mg/lan) sau mot tuan.
Bénh nhan dau lién tuc, dang ké va co dap Ung tot vai liéu
300 mg/ngay, c6 thé dung liéu téi da 600 mg/ngay (chia 2
Ian, 300 mg/Ian). Tuy nhién, trong cac thi nghiém lam sang,
hiéu quad cla pregabalin 600 mg/ngay tang khéng co vy

nghta va bénh nhan diéu tri vdi liéu nay co ty |& phan ung
khéng mong muon cao hon dang ké va nglng thudc nhiéu
hon, Liéu trén 600 mg/ngay chua dugc nghién ciu va khong
khuyén cao dung.

Pau co do xo hoa

Liéu khuyén cao la 300 - 450 mg/ngay, chia 2 lan uéng. Liéu
khai dau khuyén cdo la 150 mg/ngay, chia 2 lan/ngay, uéng
cung hoac khéng cung vdi thuc én ¢ bénh nhan cé do thanh
thai creatinin it nhat 60 mL/phut, Tuy theo dap Ung va dung
nap thudc clia moi bénh nhan, ¢ thé tang liéu dén 300
mg/ngay (chia 2 lan, 150 mg/lan) sau mét tuan. Bénh nhan
khong dap Ung day du vdi liéu 300 mg/ngay co thé tang lieu
lén 450 mg/ngay, chia 2 lan uéng. Hiéu qua cua pregabalin
duoc thay ré trong tudn dau tién.

Bénh nhan dau lién tuc, déng ké va co dap ung tot vdi lidu
300 mg/ngay, ¢ thé dung liéu téi da 600 mg/ngay (chia 2
lan, 300 mg/lan). Tuy nhién, trong cac thi nghiém lam sang,
hiéu qud cua pregabalin 600 mg/ngay tang khéng co vy
nghia va bénh nhan diéu tri vdi liéu nay co ty 1é phan Ung
khéng mong muén cao hon dang ké va ngiing thuéc nhiéu
hon. Vi céc téc dung phu lién quan dén liéu dung, quyét
dinh tang liéu trén 450 mg/ngay phai dua trén danh gia lam
sang cua bac si diéu tri. Liéu trén 600 mg/ngay chua duoc
nghién cttu va khéng khuyén cao dung.

Ngung dung pregabalin

Theo cac thuc hanh lam sang hién tai, néu nging diéu tri
pregabalin, can ngling tir t trong it nhat la 7 ngay.

biéu chinh liéu theo chifc ndng than

Pregabalin dugc thai trif chl yé&u qua than. Do do, can diéu
chinh liéu theo mic dé suy giam chiic nang than cla bénh
nhan. Thanh thai pregabalin ty Ié thuan vai thanh thai
creatinin.Vi vay, diéu chinh liéu phai dua trén dé thanh thai
creatinin (CL«) dugc trinh bay trong bang sau.

Co thé dung céng thic Cockeroft va Gault duci day dé ud
tinh d¢ thanh thai creatinin cua bénh nhan (mL/phut).

[140 - tudi (nam)] x can ndng (kqg) (x 0,85 vai bénh
nhan nd)
CLi.r:

72 x creatinin huyét thanh (mg/dL)

Pregabalin dugc loai bd hiéu qua khoi huyét tugng nho
tham tach mau. Sau 4 gid tham tach, néng dé pregabalin
giam khodng 50%. V&i cdc bénh nhan dang lam tham tach
mau, liéu hang ngay cua pregabalin can duoc diéu chinh tuy
theo chiic ndng suy than. Bén canh liéu dung hang ngay,
liéu dung b6 sung nén dugc ding ngay sau méi 4 gid tham
tach mau,

Bang 1. Diéu chinh liéu pregabalin theo chifc nang than
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Téng liéu pregabalin hang ngay a
Do thanh (mg/ngay)®
thii | Khuyénciotangliéw | chédo
creatinin Liéu khai | Liéu téi tri liéu
| (mL/phat) dau Tang liéu da [
| (mg/ngay) i (mg/ngay) |
=60 150 300 450 600 2lan
[ | hoac3
; | lén/ngay
30-60 75 | 150 225 300 i 21an
| | hoac 3
| | lan/ngay
15-30 25-50 | 75 100-150 150 | 1lan
[ [ . hoac2
I N /gy |
| <15 25 | 25-50 50-75 | 75 1 i
| | lan/ngay |

Liéu b6 sung sau khi tham tach mau (mg)® |
Bénh nhan dang dung 25 mg ché do tri liéu 1 lan/ngay: Bo |
sung 1 liéu 25 mg hoac 50 mg |
Bénh nhan dang dung 25-50 mg ché do tri liéu 1 lan/ngay:

B6 sung 1 liéu 50 mg hodc 75 mg ‘
Bénh nhan dang diing 50-75 mq ché dé tri liéu 1 1an/ngay:

B6 sung 1 liéu 75 mg hodc 100 mg J

Bénh nhan dang dung 75 mg ché do tri liéu 1 lan/ngay: BS
sung 1 liéu 100 mg hodc 150mg B
* Tuy theo dap Ung va dung nap ciia moi bénh nhan
*Tong liéu dung hang ngay (mg/ngay) phai dugc chia
theo chi dinh.
©Liéu bé sung la ligu don.
Bénh nhdn trén 65 tudi
Khong can diéu chinh liéu vdi ngudi gia trir trong trudng
hop tén thuong chiic nang than.
Tré em (<18 tudi): Khong khuyén cdo dung pregabalin &
bénh nhan nho hon 18 tudi vi chua coé théng tin vé tinh an
toan va hiéu qua cta thudc trén nhom tudi nay.

KHI NAO KHONG NEN DUNG THUOC NAY?

+ Néu ban dj Ung vdi pregabalin hodc bat ky thanh phan nao
clia thubc.

- Tré em (<18 tudi).

TAC DUNG KHONG MONG MUON:

Giéng nhu tat ca cac loai thudc khac, thudc nay co thé gay ra
tdc dung khéng mong muén, mac du khong phai bénh
nhan nao cting gap phai.

Théng bao ngay cho béc si hoac dugc si nhiing tac dung
khong mong mudn gép phai khi sir dung thude.

Néu tac dung khéng mong muén nao tré nén nghiém trong
hoac néu ban phat hién tac dung khong mong muon chua
dugc dé cap trong to hudng dan nay, hay bao cao cho bac si
cla ban biét,

M6t s6 bénh nhan cé thé cé tac dung phu khi dung
pregabalin. Cac tac dung phu thudng nhe. Trong céc nghién
clu, vai bénh nhan ngung uéng pregabalin do tac dung
phu. Céc tac dung phu thuong gap nhat la: chéng mat,
buén ngu, mé& mat, khé miéng, sung cac chi, ting can, khé
tap trung, thiéu nang lugng, yéu co, tdo bon, va hay quén.
Mét sé it bénh nhan dung mot loai thudc thudc loai nay co
thé cd y nghi tu tl. Nén théng bao ngay lap tuc néu diéu
nay xay ra cho Bac si

Tan suat gap ADR c6 thé bi dnh hudng bdi liéu dung hoac
cac liéu phap phéi hap.

Bang tém tat cac phan (ing khéng mong muén:

Cacco

quan
Tim
mach

Than
kinh
! trung
uong

hoa
Hé co -
xuong

Da
N6t
va
chuyén
hoa

tiét

ba déy':mm

rudt

Sinh duc

- tiét
niéu:
Mau:

Tai:
Ho hap

 Khéc

Hé tiéu

; Nhin md, song thi.

Tan
suat (*)
Thuong

gap

Itgap
Thuong

gap

Itgap
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Cac phan ung khéng mong
__muén
Phu ngoai vi.

Bau nguc, phu.
Chéng mat, ngu ga, mat diéu
van, dau dau,

Viém day than kinh, suy nghi

bat thudng, mét mai, 10 Ian,

sang khoai, réi loan ngén ngd,
roi loan chi y, mat phéi hop
dong tac, mat/ giam tri nhg,
dau, chong mat, cam gidc bat
thuong/ gidm cam giac, lo lang,
tram cam. mat dinh hudng, ngu
lim, sét, mat nhan cach, tang
truong luc co, trang thai li bi,
siing s hodc kich dong.
Tang can, khé miéng.

Run co.
R6i loan thang bang, dang di

bat thudng, yéu co, dau khop,
giat co, dau lung, co that cao,

giat rung cg, di cam, tang CPK, -

chuét rut, dau co, nhugc co.

'R6i loan thi giac, giam thi luc,

rung gidt nhan cau, viém két

~ mac.

It gap
It gap
It gap

..aép
Itgap

Hiém
gap

Phu mat, vét tham tim, ngua,
U dich, giam glucose huyét.

Tiéu nhiéu va tiéu khong tu

chu, mat khodai cam, giam tinh
duc.

Giam tiéu cau.

Giam thinh luc. _
Viéem xoang, kho thg, viem phé
quan, viém hong - thanh quan.
Nhiém khuén.

Khac: Héi chiing gid cim, phan
ung di ung.

Ap-xe, suy than cap, 1& thuéc -

thuoc (hiem gap), kich déng,
albumin niéu, phan Ung phan
vé, thiéu mau, phu mach, réi
loan ngon ngl, viem da day,

- ngung tha...
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Hudng dan cach xir tri ADR.

Mot s6 ADR lam ngudi bénh phai nging thudc. 4% ngudi
bénh bj chdng mat hodc budn ngd phai nging diéu tri. Pa
s6 cac trudng hgp bi nhin ma tu hét khi tiép tuc diéu tri,
dudi 1% ngudi bénh phai nging diéu tri. Néu réi loan thi
giac kéo dai, can cho tham kham mat.

Phai nging thudc khi bi bénh co, hodc khi thay néng dé CPK
huyét thanh tang cao it nhat gap 3 lan muc cao cua gidi han
binh thuang.

Phai ngling thudc khi c6 tang can, phu ngoai bién & ngudi
da co bénh tim ti trudc.

Phi mach tuy hiém xay ra nhung thuong xay ra ngay khi bat
dau diéu tri pregabalin; do do, trudc khi cho bénh nhan diéu
tri bang pregabalin, can héi ky tién st man cam va chuan bi
phuong tién cap ctu thich hop.

Ngoai ra, can théng bao cho ngudi bénh va gia dinh biét vé
tiém ndng nguy co tu sat khi dung thuédc chéng déng kinh.
Phai chu y dén céac triéu ching bao hiéu nhu lo &u, vat va,
hung han, tdn céng, chéng déi, thao cubng, mat ngu va
trdm cam. Gia dinh can theo déi sat ngudi bénh.

Khi ngling thuéc, tranh ngiing dét ngét, giam dan liéu trong
khoang it nhat mét tuan.

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi
KHI DANG SU DUNG THUOC NAY?

Thuc phdm: Pregabalin ¢6 thé udng cung hoac khéng cé
thirc an.

Dung cac thudc khac:

Hay cho béc si hodc dudgc sT clia ban néu ban dang dung,
hoac gan day da dung bat ky loai thudc nao khac.

- Rugu.

- Thuéc chéng lo au (lorazepam).

- Thuéc giam dau (oxycodone).

- Thuéc chéng dai thao duang (thiazolidinedione).

- Thudc chéng trdm cam (thuéc Uc ché thu héi serotonin
chon loc).

- Methotrimeprazin, droperidol,
methotrimeprazine, ketorolac, mefloquin.
CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC?
Trong truong hap ban quén mét liéu, uéng ngay khi nhad ra.
Khéng udng trong truong hop gan liéu ké tiép va tiép tuc
vdi liéu binh thuang.

Khéng nén dung lidu gap déi dé bu cho mét liéu da quén.
Khong nén ngung sur dung pregabalin dot ngot.

Néu ban co bat ky thac mac nao vé viéc st dung thudc nay,
hoi bac st hoac duoc si.

CAN BAO QUAN THUOC NAY NHU THE NAO?

Bdo quan thuéc nai khé, nhiét dé dudi 30 °C, tranh anh
sang.

hydroxyzin,

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC
QUA LIEU?

Liéu dung cao nhat cuia pregabalin trong nghién ciu lam
sang trén 1 bénh nhéan la 15.000 mg nhung khéng gay tu
vong. Cac phan Ung phu do qua liéu khéng khéc biét vé mat
Idm sang vdi cac phan tng phu khi dung liéu khuyén céo.
Trong céac bao cao sau khi thude luu hanh, mét sé truéng
hop tir vong khi dung pregabalin két hgp vdi cac thudce khac
trong dé liéu pregabalin la 800 mg/ngay. Khéng co trugng

hop nao trong sé bénh nhan nay da xac dinh nguyén nhan
gay chét 1a do pregabalin. Liéu don thap nhat pregabalin
gay chét van chua dugc xac dinh.

Cac phan uUng phu thuong gap nhét khi dung pregabalin
qua liéu (khoadng liéu ti 800 mg/ngay lén dén 11.500 mg
dang liéu don) bao gém réi loan cam xuc, buén ngu, trang
thai lan 16n, tram cam, lo 1dng, va bén chan,

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN
CAO?

Néu ban hay bat ky ai khac (nhu tré em) uéng qua nhiéu
vién thudc, hay gap ngay bac si hoac téi khoa Héi st - Cap
cUu cla bénh vién gan nhat,

Xutriquad liéu

Khong co thudéc gidi doc dac hiéu khi diung qua liéu
pregabalin. Néu dugc chi dinh, cé thé loai thude chua hép
thu bang thuoc gay nén hay rua da day; can luu y bao vé
dudng hé hap cla bénh nhan. Cham séc hd tro téng quat
nhu theo déi cac dau hiéu sinh ton va quan sat tinh trang
bénh nhan trén [am sang.

Thdm tdch mdu

Pregabalin duogc bai tiét co hiéu qua qua tham tich mau
(sau 4 gi& tham tach mau, ndong d6 pregabalin trong huyét
thanh giam gan 50%).

NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Thuéc nay khéng nén st dung &

Tré em (<18 tudi): Khong khuyén cdo dung pregabalin &
bénh nhan nho hon 18 tudi vi chua ¢o théng tin vé tinh an
toan va hiéu qua cla thudc trén nhom tudi nay.

Bénh nhan trén 65 tudi

Khéng can diéu chinh liéu v&i ngudi gia trir trong truong
hop tén thuang chiic nang than.

Phu nir co thai va cho con bu:
Theai ky mang thai:

Ban phai bdo cho béc si néu ban dang (hoac du dinh) c6

thai.

Chua c6 cac dir liéu day du vé dung pregabalin trén phu nd -

co thai.

Céc nghién cuu trén déng vat da cho thay tac dung gay doc -
trén kha nang sinh san. Nguy ca vé rli ro trén ngudi chua .

duac biét.

KKhong nén dung pregabalin khi dang mang thai tru khi thuc
su can thiét va ¢ can nhac ky loi ich mang lai cho nguai me
cao hon so vai nguy co cho thai nhi.

Thai ky cho con bua:

Théng bao cho bac si biét néu ban dang cho con bu hoac
bat dau cho con bu.

Chua biét dugc pregabalin ¢6 bai tiét qua sia ngudi hay
khong; tuy nhién, thudc cé xuat hién trong sia chuot. Do
vay, khong dugc nudi con bang stia me khi dang dung
thudc.

Anh hudng cta thuéc d6i véi cong viéc (ngudi van hanh
may moc, dang lai tau xe, nguai lam viéc trén cao va cac
truong hop khac):

Pregabalin cé thé gdy chong mat hoac buén ngd. Do vay,
bénh nhan khong nén lai xe, van hanh may moc phic tap.

KHI NAO CAN THAM VAN BAC SI HOAC DUOC Si?
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Td huéng dan sif dung néu tém tat cac théng tin quan
trong cGa thudc. Néu ban ¢6 thac mac nao khac, hay héi
bac si hodc dugc si cta ban.

Hoi bac si trudc khi dung thudc néu ban ¢é bat ky nhing
diéu nao sau day:

- Néu ban ban dang dung, hodc gan day da dung bat ky loai
thudc nao khac.

- Néu ban ban dang (hodc du dinh) cd thai.

- Néu ban dang cho con bt hodc bat dau cho con bu.

- Néu ban ngua, tha kho khé, phéat ban hoac sung ¢6 hong
hodc mat.

- Néu ban bi van dé vé than.

- Néu ban c6 tién str vé bénh tim goi la suy tim sung huyét.

- Néu ban co tién su cac van dé vé da day-rudt, vi du nhu téo
bon, tac rudt hoac té liét, hodc ban dang dung cac thudc co
thé gay tao bon,

HAN DUNG CUA THUOC: 24 thang ké tif ngay san xuat.

CO SO SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE
DOMESCO

Bia chi: 56 66, Quéc |6 30, Phuong My Phu, Thanh phé Cao
Lanh, Tinh Bang Thap

DOMESCO Pien thoa[.06? 3851950

{f N Al Theo nhugng quyén
@ PENDOPHARM Pendopharm, Montreal, Canada

NGAY XEM XET SUA DOl CAP NHAT LAI NOI DUNG
HUGNG DAN SU DUNG THUGC: (Ngay dudc cip s6 dang
ky/Ngay dugc duyét thay déi/bd sung)

TP. Cao Lanh, ngay 03 thang 05 nam 2017
TUQ.TONG GIAM POC " e

Tran Thanh Phong

TUA.CUC TRUCNG
P IRUYONG PHONG
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