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TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

.

PREGASYV

Pregabalin 75 mg
T4 dudc vira da 1 vién
(Lactose, Avicel M102, Bét Tale, Aerosil, Magnesi stearat)

2. DANG BAO CHE: Vién nang cing.

3. DUQC LYC HOQC:

Nhém duge 1y: Thude chong co gidt, gidm dau.
ATC code: NO3A X16.

- Cdc nghién ctu in vitro cho thay pregabalin gin vdi 1 subunit phu (< 2-™ protein) clia ddng calci mang dién trong hé théng

thin kinh trung wong, thay th€ [3H] — gabapentin. Hai din chitng trén cho thy sy gin két ciia pregabalin vao (< 2-™ protein
l& cdn thiét cho tdc dyung gidm dau va chéng co gidt trén déng vat. Ngodi ra, pregabalin gidm gidi phéng mot s chat din
truyén thin kinh, nhi glutamate, noradrenaline.

Pregubalin khong ¢6 4i luc vdi céc thy thé ti€p nhan hodc cdc dép tng gdn véi tdc dung cla mot s& thude thudng sit dung
trong diéu tri dong kinh hodc dau. Pregabalin khong wiong tdc véi cdc chit e ch€ GABA, khong dude chuyén héa thanh
GABA 4 hodc chéit #e ch€ GABAy. Pregabalin kh6ng phai 12 m6t chét i ché sif tao thinh va phén hily clia GABA.
Pregabalin ngiin ngita dau lién quan tdi hoat dong trén dong vat vdi dau thin kinh hodc dau sau phiu thuit, bao gbm ting
cim gide dau va dau do kich thich. Pregabalin 6 hoat tinh trén ddng vit dong kinh, bao gém dong kinh do séc dién co dudi
trén chudt, déng kinh ngudng run giit véi pentylenetetrazol, dong kinh hanh vi, dién dé & chuét dudc kich thich viing hdi ma.

4. DUQC PONG HQC:

Ln

6.

- Hap thu: pregabalin dudc hap thu nhanh khi uéng ldc déi, nbng d6 dinh trong huyét tdng dat dudc sau 1 gid. Sinh kh dung

clia pregabalin khodng 90% va phu thude vao liéu ding. Trong ding nhic lai, tinh trang 6n dinh dat dugc trong 24 — 48 gig.
T¥ 1€ hilp thu cla pregabalin gidm khi diing ciing thuc 4n, din d€n Cpy, gidm 25 — 30% va kéo dai tmax sau khodng 2,5 gid.
Tuy nhién, diing pregabalin cling thifc in kh6ng ¢6 dnh hudng 14m sang ddng k€ nio d€n mic d6 hip thu pregabalin.

Phén bd* pregabalin qua hang rdo mdu ndo & chudt va khi, qua duge nhau thai chudt va xudt hién trong sita chudt. d ngudi,
{h¢ tich phin b cla pregabalin sau khi ding duting uéng khodng 0,56 lit/kg. Pregabalin khong gdn vdi protein huyét twong.
Chuyén héa: pregabalin duge chuyén héa khéng ddng ké trong cd thé ngudi. Sau khi dung pregabalin phéng xa dénh ddu,
khodng 98% pregabalin & dang chua chuyén héa dude tim thay trong nude tiéu. Din xuit N — methylat 12 chat chuyén héa
chinh clia pregabalin dude tim thdy trong nudc tiéu, chi€m khodng 0,9% liéu ding.

Dao thdi: pregabalin chil y€u bai ti€t qua thin & dang chua chuyén héa. Thoi gian bdn thdi khodng 6,3 gid. Thanh thii huy&t
tudng va thanh thai thin ty 1& thuin vdéi thanh thai creatinin. Do vy, diéu chinh liéu trén bénh nhén bi gidm chifc ning thin
lioie thim tdch mdu 13 cn thiét.

. QUY CACH BONG GOI: Vi 10 vién — Hop 3 vi.
CHi BINH:

145 trd trong diéu tri déng kinh cuc bé.
Piéu i r6i loan lo Au lan tda, dau thin kinh cho ngudi 18n, va dau cd xd héa. D&

. CHONG CHI PINH:

Quéd min véi bt ky thanh phéin nio ciia thube.

.LiEU LUONG VA CACH DUNG:

Thube nity chi ditng theo don ciia bdc st

Céch dimg: Thudc dude udng ciing véi thic in hoic khéng, chia 1am 2 - 3 lin/ngay.

Lidu Iwrgng:

Piéu 1ri dong kinh: khdi ddu 2 vién/ngdy. Ty theo ddp dng cla bénh nhén c6 thé tang liéu 1n 4 vién/ngay sau mdt tulin, vi
8 vién/ ngdy sau mot tdn 1i€p theo.

1idu 1ri 18t loan lo du lan téa: khdi ddu 2 vién/ngay. C6 thé ting lidu sau mbi tudn, mdi ldn ting 2 vién. Liéu t5i da 8
vien/ngdy.

Piéu tri ¢tau thdn kinh: khéi ddu 2 vién/ngdy. Ty theo ddp dng cla bénh nhén, sau 3 — 7 ngay cd thé ting liéu 1én 4 vién/
nudy, v 8 vién/ngdy sau mot tudn ti€p theo. Bénh nhan bi dau thén kinh do tiéu duding dudc khuyé&n cdo s dung liéu t6i da
l& 4 vién/ngay.

Diéu tri dau co xo hda: khdi ddu 2 vién/ngay. Tly theo ddp ng cia bénh nhén c6 thé ting lidu 1én 4 vién/ngly sau mt tulin,
vi 6 vién/ ngy sau mot tudn ti€p theo néu cin,

Khoing ¢in chinh liéu & bénh nhén suy gan.

e Af o
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- Chua ¢6 khuyén cdo liéu ding chinh thifc cho tr2 em dudi 12 tudi vi tinh hi€u qud va an toan clia pregabalin trén d6i ttgng
nily chua day dd.
- Cin phii gidm liéu & bénh nhén suy gidm chic ning thin, theo hé s& thanh thdi creatinin (Cle,):
e 30 - 60 ml/phit: khdi ddu 75 mg/ngay, liéu t6i da 300 mg/ngay, chia Jam 2 — 3 l4n.
e 15— 30 ml/phit: khdi ddu 25 — 50 mg/ngy, (61 da 150 mg/ngay, chia 1am 1 - 2 14n.
e <15 ml/phiit: khdi ddu 25 mg/ngdy, t8i da 75 mg/ lin/ngay.
o  Bénh nhén thim téch méu nén dude cho ding thém mot lidu 25 — 100 mg ngay sau mdi 1dn thim tdch méu.
- Ngudi cao tudi (trén 65 tudi): liéu dung diéu chinh theo sy suy gidm chifc ndng than nhu trén.
Lutu §: d6i véi cdc lidu diing nhd hon 75 mg/ldn, bénh nhn nén chuyén sang diing dang thudc ¢6 ham lugng phi hgp d€ viée phan
liéu dudc chinh xdc.
Hudng din ngung thudc:
Sau khi ngung didu tri, ¢6 thé gap tdc dung khdng mong mudn nhit dinh, bao gbm: khé ngd, nhite ddu, budn nbn, cém gidc lo ling,
tieu chdy, triéu ching gifng cam cim, co gidt, cing thing, trim cim, dau, ra md hoi, va chéng mit. Cdc triéu ching nay c6 thé
xdy ra phé bi€n hon hodc nghiém trong néu di diing thudc trong mot thdi gian dai.
Khéng nén ngung thubc nhanh hode dot ngdt, d€ trénh tdc dung khong mong mudn, nén hudng din bénh nhin ngiing thubc tir tir
trong it nhét 1 tuén. ;
9. TUGNG TAC VGI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
- Do pregabalin dude thi trit chinh qua nude tiéu & dang chua chuyén héa, khéng kim him chuyén héa thudc in vitro, khong gin
vdi protein huyét tidng, nén pregabalin khong tao ra twdng tde hodc bi tudng tdc dude dong hoc.
- Trong cédc nghién cdu in vivo va phén tich duge déng hoc cho thdy khi st dung pregabalin cling phenytoin, carbamazepin,
valproic acid, lamotrigine, gabapentin, lorazepam, oxycodone hay ethanol, khing c6 xufit hién nhitng tudng téc vé dude dong hoc
viy bidu hién trén lim sang ddng k€. Mdt s& phén tich dude dong hoce chi ra riing thubc tri ddi thdo dudng dudng ubng, thude 1¢i
ti¢u. insulin, phenobarbital, tiagabine vi topiramate khong ¢6 dnh hudng ddng k€ d6i vdi su thanh théi pregabalin,
- Pregabalin ¢6 thé 1am ting tdc dung clia ethanol v lorazepam. Trong cdc thit nghiém 14m sing c6 ki€m sodt, nhiéu liéu uéng
pregabalin khi ding phéi hgp v8i oxycodone, lorazepam, hodc ethanol khong giy dnh hudng quan trong trén 1dm sang vé hé hap.
C6 nhitng bdo cdo vé tinh trang suy hd hip va hén mé & bénh nhin ding pregabalin véi thuSc chéng trim cdm khdc. Pregabalin 2
lam ting nguy ¢d gy suy gidm khd ning vén ddng va nhan thifc gdy ra bdi oxycodone.
- Thudc trdnh thai duding udng, norethisterone va/ hoic ethinyl estradiol khi sif dung chung vdi pregabalin khéng dnh hudng dén
trung théi dudc dang clia mot trong hai chit.
- Tuong tic & ngudi cao tudi: khéng dude nghién cifu tudng téc duge dong cy thé ciia thudc trén ngudi cao tudi.
10. TAC DUNG KHONG MONG MUON:
Tic dung khong mong muSn thudng gap nhat 12 chéng mit v budn ngil. Cic tic dung khong mong mudn cy thé khdc dudc trinh
bay cy thé trong bing sau: '
(Hay gap: ADR = 1/10; thuting gdp: 1/100 £ ADR < 1/10; it gdp:1/1000 < ADR < 1/100; hi€m gap: 1/10000 < ADR < 1/1000). A\ ﬁ
0/
¢

Hé co quan [ Téc dung khéng mong muén

Nhi&ém triing

Thudng gap ! Viém miii hong.

Bénh vé méu va hé thong hach bach huyét

It pap | Gidm bach cdu.

Railoan he mién dich

it gap Qud min.

Hicn gap Di ttng, phil mach.

R6i loan chuyén héa

Thuong gdp Ting thém an.

It edp Biéng iin, ha dudng huyét.

R&iloan tim thin i

Thuing gdp Phén khich, I 14n, kh6 chiu, méit ngdl, gidm ham mudn tinh duc

freap Ko gide, hodng sd, bdn chdn, lo du, trAm cdm, tim trang chdn
néin, thay d6i thm trang, gidc md bét thudng, ting ham mudn
finh duc, thi d.

icém gap M4t phén xa.

R loan hé thong thin kinh

Hay gép Chéng mit, budn ngd, dau diu.

Thuémg gdp R&i loan diéu hoa van dong, run, mit trf nhd, suy gidm tri nhd,
16 loan nhan thic, di cim, budn ngd, r6i loan tién dinh, hién
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tugng thd d.

It gap

Ngit, rung gift ¢d, mit ¥ thite, trang thdi ting ddng, rdi loan
vin dbng, roi loan nhén thic, chéng mit, rung gidt nhin ciu,
suy gidm tinh thén, r8i loan ngdn ngf, gidm phdn xa, cdm gide
khé chiu.

Hiém géip

Co giat, réi loan khifu gidc, gidm chic ning van dong, ching
khé viét.

Bénh vé mat

Thudng gdp Nhin md, nhin déi.

It géip Réi loan thi gidc, sung mit, khi€m khuy€t thi lue, thi lue gidm,
dau mit, khé mit, ting chdy nudc mit, kich Ung mit

Hiém gap Gidm thi lue, viém gidc mac, thay ddi thi gidc, giin dong tir,

R&i loan vé tai, tai trong

Thuong gap Chéng mat.

It gap Nhay ¢dm vdi 4m thanh.

Cic réiloan vé tim

It gap Nhip tim nhanh, nhip xoang chdm, suy tim sung huyét.

Hiém gdp Kéo dai khodng QT, nhip xoang nhanh, loan nhip tim.

R&i logan ho hip, long nguc va trung thit

It gap Khé thd, chdy mdu cam, ho, nghet mili, viém mii, ngdy, kho :
miii. >
Hiém gap Phéi phil né, thit cuéng hong.
Réiloan tiéu hda
Thuong gap N6n mita, budn nén, tdo ban, tidu chdy, diy hdi, chudng bung,
kh6 miéng. :
It gaip Trao ngude da diy thuc quin, ting tiél nude bot, gidm vi gidc. b
Hiém gap C§ trudng, viém tuy, sung ludi, khé nudt.
Da v cic réiloan md duéi da -
It gap Phiét ban ¢6 mun nhé & da, ndi mé day, ngifa.
Hiém gap Héi chitng Stevens Johnson, md héi lanh.
Co xuang khép vi rdiloan mé lién két
Thudng gdp Chuot rit, dau khdp, dau lung, dau chin tay, co thit 8 tlf cung.
It géip Sung khdp, dau cd, co gidt cd bip, dau ¢, 1€ citng cd biip. =
Hiém gap Tiéu cd vin. m
RGi loan than va tiét niéu ONG T
It gap Tiéu khong ki€m sodt, khd tiéu. 5 pHAI
Hiém gap Suy than, thi€u niéu, bi tidu. [ C PHAM
He¢ sinh sén vd cic bénh vé vi ‘\ HOC Y
Thuimg gdp R&i loan chifc ning cudng dudng. g
It gap R&i loan chifc ning tinh duc, xuat tinh chiim, dau bung kinh, =7
dau v, —
Hiém gap V6 kinh, vii to.

Roi loan chung

Thucmg pap

Phit ngoai vi, phit né, dédng di bat thudng, d€ bi ngd, cdm gidc
say rugu, mét moi.

It gap

Phi todn than, phi mat, tie ngye, dau, sdt, khit nude, dn lanh,
suy nhugc.

Téic dung khong mong mudn khic

Thudmg pdp

Téng cén.

It gap

Ting ludng creatin phosphokinase mdu, ting alanin
aminotransferase, aspartate aminotransferase, creatinin mdu
ting, ting dudng huy€l, s6 lugng ti€u cdu gidm, kali mdu gidm,
gidm cén.

Hiém gdip

Bach ciu gidm.
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11. QUA LIEU VA CACH XU TRI:
Céc dfu hiéu thudng xdy ra khi sit dung qué liéu pregabalin bao gdm: 1 1dn, md ming, bdn chén va lo 1&ng, ngodi ra c6 thé bi hon
mé nhung hi€m gdp hon.
Khi qué lidu, cdn ti€n hanh cdc bién phdp bS trg c6 thé, thim tdch mdu néu cén thiét.
12. NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC:
- D&i véi bénh nhin ddi thdo dudng: véi nhitng bénh nhin bi ddi thdo duding kém ting cdn, cdn diéu chinh viéc diing cdc thudc ha
duting huyét.
- C6 bdo cdo vé viéc phd mach & bénh nhdn si dung pregabalin. Triéu ching bao gém sung mit, miéng (ludi, méi, nwdu) va cd,
da ¢6 trudng hdp nguy hi€m dén tinh mang. Ngung diing thudc ngay lip tic ddi véi nhitng bénh nhin cd triéu ching nay.
- Thudc gy chéng mit va bubn ngl, cdn thn trong cho d&n khi quen vdi cdc dnh hudng cia thudc.
- Anh hu¢ng trén mit: gidm tim nhin, nhin md va thay d&i thi lyc tam thdi, cdc tridu ching ndy ¢ thé cdi thién sau khi ngung
diing thudc.
- Giy suy gidm chic nﬁng than s& dugc phuc hdi sau khi ngitng diing thudc.
- Nhing triéu chifng xudt hién & bénh nhén ngitng thuéc nhanh hodc ddt ngdt d dugc ghi nhin bao gdm khé ngt, nhiic ddu, budn
nén, cdm gidc lo ldng, tiéu chdy, triéu chitng giéng cam cim, co giit, cing thing, trim cdm, dau, ra md héi, va chéng mit. Nén
ngitng thudc tif tir trong thai gian it nhat 1a 1 tdn.
- Suy tim sung huyét: tdc dung ndy gip nhiéu vdi bénh nhin cao tudi c6 vin dé vé tim mach trong qué trinh diéu trj bing
pregabalin cho chi dinh dau thdn kinh trung udng.
- Biéu tri dau thin kinh trung udng do 8n thudng cot séng: tdc dung Gc ché trén hé thin kinh trung wong, dic biét 12 tinh trang
ngt gi, ngl gt ting. Cén thin trong khi k& don trong truting hdp nay.
- Pregabalin [am ting nguy cd ty tif & bénh nhan. Cin theo dbi bénh nhin d€ phit hién sém cde triéu chitng cda trAm cdm, c6 ¢
dinh hodc hiinh vi tir tf, hoic chi 12 bat et sy thay d8i bit thudng nio trong tim trang hay hanh déng ciia bénh nhan.
- Gidm chifc ning duding tiéu héa: khi sit dung déng thdi pregabalin véi mét s§ thudc cé nguy cd giy tdo bén nhu thudc gidm dau
opioid, nén cin nhic khi muén sif dung phdi hgp pregabalin vi cdc opioid (dic biét d6i vdi bénh nhin nif va ngudi cao twdi).
- l.um dyng thudc: cdn luu ¥ & nhitng bénh nhén 6 lich sif lam dung thudc va theo ddi cdc triéu ching do qud liéu, lam dung hay
phu thudc pregabalin.
- Bénh ly ndo: mét s& trudng hdp bénh 1y ndo ciing duge bdo cdo, gdp nhiéu & nhitng d&i twgng bénh nhin cé k&m bénh cin bin .
- Thoi ky mang thai: chua c6 cdc dit liéu ddy dd vé diing pregabalin trén phu ni ¢6 thai. Do vy, khuyén cdo khéng nén ding
thudic cho phu nit 6 thai trif khi Igi fch mang lai cho ngudi me quan trong hon nhitng kha ning ridi ro ¢6 thé xdy ra cho thai nhi.
- Théi ky cho con bi: do thi€u théng tin vé sy bai ti€t thudc qua sifa me, do vy, khéng diing thudc cho phy nif dang cho con bu.
- Tic dong ctiu thude khi 14i xe vi viin hinh mdy méc: thude cé thé giy chéng mat, budn ngi. Vi vdy, khéng nén diing thudc cho
ngudsi Jdi xe hay vin hanh mdy méc.
- B06i vdi bénh nhin khdng dung nap lactose: pregabalin ¢d chita lactose, nén d6i vdi cdc bénh nhén cé vin
dung nap g salactose, thi€u hut enzym lactase, kém Imp thu glucose-galactose khéng nén sit dung sin phim nay.
13. PIEU KIEN BAO QUAN HAN DUNG CUA THUOC:

Bio quan: Nhiét do khong qud 30°C, trdnh 4nh sdng va m.

Han diing ctia thude: 36 thdng k€ tif ngay sdn xudt.

14. TEN, PIA CHI CUA CO SO SAN XUAT:
MEBIPHAR

CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
L6 TIL - 18 duomg 13, KCN Tan Binh, Q. Tan Phu, TP. H Chi Minh.
15. NGAY XEM XET SUA POL, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC: xx xx— xx

A
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G DAN SU DUNG THUOC CHO NGUOT BENH

PREGASYV

PE xa tam tay ciia tré em.

DPoc ki hiidng din su dung trude khi ding.

Thuée nay chi diing theo don ciia bdc si.

Théng bdo ngay cho bdc si hodc duge si nhiing tdc dung khéng mong muén
gdp phdi khi st dung thude.

1. THANH PHAN, HAM LUGNG THUOC:
Pregabalin 75 mg
Ta duge vira dd 1 vién nang ciing
o s (Lactose, Avicel M102, Bét Talc, Aerosil, Magnesi stearat.)
2. MO TA SAN PHAM: Vién nang cing.
3.QUY CACH PONG GOL:. Vi 10 vién — Hop 3 vi.
4. THUOC DUNG CHO BENH Gi:
HE trg trong diéu tri dong kinh cuc bd.
Dn..': tri r6i loan lo du lan tda, dau thdn kinh cho nglrdl 18n, va dau cd xd héa.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG:
Thudc nay chi dung theo don ciia béc si.
Céch ding: Thudc sif dung qua dudng udng. Nudt cd vién vdi nudc. :
Litu diing: \
Liéu dung: duge diéu chinh thy theo tinh trang bénh, tir 2 - 8 vién mdi ngay theo chi dinh ctia béc si. .
Liéu dung 2 Luv‘ngéy uang mét lidu budi sing, mgt lidu vao budi toi, 1ap lai cing thoi diém vao nhiing ngay sau.
Licu diing 3 Ian!ngay uong mot liéu vao budi sing, mot lidu vao budi chiéu , va mot lidu vao budi t6i, ding lap lai ciing thoi diém vao
nhifng ngay sau.
NEY eam thiy tae dung cua thube qud manh hoidc qud y&u, hoi ngay ¥ kién ctia bdc si hodc dugc si. 7

'

PO véi bénh nhin cao wéi (trén 65 tudi): ding thude véi lidu binh thudng, néu c6 vin dé vé chic ning thin, bic si s& diéu chinh
lidu dimg phit hgp.

Uruting hop ngung diing thude:

Sau khi ngung diéu tri, c6 thé gip tic dung phy nhit dinh, bao gdm: khé ngt, nhitc diu, budn nbn, cdm gidc lo ling, tiéu chdy
triéu chitng gidng cam cdm, co giat, cing thing, trdm cdm, dau, ra mé hoi, va chéng mat. Céc triéu ching nay c6 thé xdy ra )
bién hon hode nghiém trong néu da ding thudc trong mot thdi gian dai.

Khéng nén ngitng diing thude néu chita ¢6 yéu cdu ctia bdc si. N€u ngung diing thudc phai tién hanh tir tir trong it nhét 1 tud
hudng diin cha bdc si.

5. [KHI NAO KHONG NEN DUNG THUOC NAY: é

Qud miln vdi bat ky thinh phdn ndo ciia thuf}'c.
7. TAC DUNG KHONG MONG MUON:
Tie dung khong mong mudn thudng gip nhat 12 chéng mit va budn ngi, dau déu.
- Mhitng téc dung khdng mong mén khdc bao gOm: nhin md, nhin d6i, ting cdm gidc ngon miéng, ting cin, khd miéng, tdo bdn,
n6n, ddy hoi, run, mét diéu hoa, loan vin déng, phi, gidm ham mudn tinh duc, khé tdp trung, rdi loan tri nhd.
- Phin ¢ng qud min xdy ra trong mdt khodng thdi gian ngdn sau khi bdt ddu diéu tri biing pregabalin cling di dudc bdo cdo, triéu
chitng bao gém: phdt ban, ndi mé day, khé thd, thd kho khe.
Théng bdo cho bdc st nhitng tdc dung k.h&ng mong muén gdp phdi khi si dung thuéc
8. NEEN TRANH DUNG CHUNG VGI NHUNG THUOC GI KHI PANG SU DUNG THUOC NAY:
Thang bido cho bde sThode dudc sT biét néu dang ding hodc di ding cic thudc khac gan day.
Khi diing chung v6i cdc loai thudc trdm cdm khdc, thudc ¢6 thé 1am ting tdc dung phu nhu: suy hd hdp va hon mé.
Mic do chdng mat, bubn ngd va gidm tép trung c6 thé ting khi ding thudc voi cic sin phim thudc c6 chifa: oxycodone,
lors azepam, rfgu.
Thuie khing gdy twdng tdc vdi thube trénh thai.
Thuse 6 thé dﬂng chung vdi thife an hay khong 6 thic in, khong nén ué'ng ritgu khi dang dung thudc.
9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
Ch ¥ st dung thube thudng xuyén va cing mot thdi di€m mdi ngay. Néu quén ubng mdt lidu, hay ubng ngay khi nhd ra, trif khi
d6 13 thdsi gian cho liéu ti€p theo. Khong nén diing liéu gdp doi d€ bd cho mot liu bi quén nay.
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10, CAN BAO QUAN THUOC NAY NHU THE NAO:

Big quan: Nhiét d@ bdo qudn dudi 30°C, trédnh 4nh sdng va dm.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Cie Jfu hiéu thudng xdy ra khi st dung qud liéu pregabalin bao gém: 1 14n, md ming, bdn chén va lo 1ing, ngodi ra cé thé bi hén
m¢ nhing hi€m gap hon.

12; € \N PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

N o dfu hiéu khi ding thudc qud liu phai goi ngay cho béc si hodc di dén cdc don vi cip cifu bénh vién gdn nhit.

Khi qud liéy, cdn ti€n hanh cdc bién phdp b3 trg c6 thé, thim téch mdu néu cdn thiét.

13. NHUNG DIEU THAN TRONG KHI DUNG THUOC NAY:

Théng bdo cho bdc sThode duge sTnéu xudt hién cdc triéu chuing bat thuong khi ding thude.

- Triéu chitng ciia phdn Ung di ¥ng bao gdm sung mit, mdi, ludi va ¢6 hong, phdt ban.

- (3 bénh nhan 16n wéi thudng gip hién nrgng chéng mat, budn ngd.

- (ic triéu chitng nhin md, gidm tim nhin, thay d&i thi Iyc nhung da s& trudng hop chi tam thdi, bi€n mat khi ngung ding thudc.

- Khi d{mi, thude néu gidm di tiéu thi néi véi béc 7, ngimg thude c6 thé cai thién tinh trang ndy.

- NIt tie dung phu c6 thé xuét hién nhidu va mic d6 nghiém trong hon & nhiing bénh nhin c¢6 chén thuong tiy séng do dang
dimg cic loai thude khdc dé diéu tr, cdc tdc dung phu d6 ching han nhu budn ngt, dau hoic co cing.

- Nhing bénh nhin ddi thdo dudng k&m ting cén, khi ding pregabalin nén diéu chinh liéu cta cdc thude diéu tri ddi thdo duding.

- P0i vdi nhitng bénh nhén ¢6 vAn dé vé tim mach, c6 tién sif bénh tim, dic biét 1a bénh nhin 16n tudi nén hdi ¥ ki€n béc si trude
khi ding thudc nay vi ¢6 bdo cdo vé tinh trang suy tim trén mdt s§ ddi tugng khi diing thudc.

- Khi diing chung thudc véi céc loai thudc khdc (nhu mdt s8 loai thuSc gidm dau) c6 thé gdy ra mot s6 van dé tidu héa nhu tdo
bén, lEt rudt.

- Trude khi diing thuSc nay nén bdo cho bdc si biét néu ¢6 tién sit nghién rugu hodc nghién ma niy.

- Luu ¥ vé tinh trang co gifit hay suy gidm chifc ning cta ndo khi ding thude hodc ngay sau khi ngirng thudc, bdo cho bac sT ngay
khi xuilt hién edc tinh trang ndy.

Lun fsi dung thuée cho mit s6 d6i twomg:

- Tré emova thanh thiéu nién: khdng nén ding pregabalin cho tré em va thanh thi€u nién (dudil8 wdi).

- Pl iF meng thai vé cho con bd: khéng nén diing trong khi mang thai hodc khi cho con bu, néu dang ¢ thai hodc cho con b,
hoiie dirtinh mang thai hily héi bde sT hodc duge s d€ dude tf van trude khi diing thudc ndy.

- Ngudi dang l4i xe vA vin hanh mdy méc: pregabalin c6 thé giy chéng mit, budn ngi, vi vdy, khong nén ding thudc cho ngudi
ldi xe hay vin hinh mdy méc. '

- Ngudi khong dung nap lactose: pregabalin ¢6 chifa lactose, nén dGi vdi cdc bénh nhén ¢6 viin dé di truyén khéng dung nap
waluctose, thi€u hut enzym lactase, kcm hdp thu glucose-galactose khdng nén st dung sdn phim nay. f
14. KIII NAO CAN THAM VAN BA C ST HOAC DUQC SI: N{
Xu#t hién | hay nhiéu tic dung khong mong mudn sau khi diing thudc.
B trdnh niing tde thude c6 thé xdy ra, cin théng bdo cho bdc st hodc duge s vé bt ky thude nio khdc da, dang}ﬂ"ﬂu

diing thuée nay.

Néu cdn thém théng tin xin héi § kién bdc st hodc duge s
15. tLAN DUNG CUA THUOC: 36 thing ké tir ngdy sdn xudt.
16. TI:N, PIA CHI CUA €O SO SAN XUAT:

MEBIPHAR
- - & - -
CONG TY CO PHAN DUGC PHAM VA SINH HOC Y TE
Lo IH 18 dudng 13, KCN Tén Binh, Q. Tan Phu, TP. H Chi Minh.
17. NGAY XEM XET SUA POI, CAP NHA Ta#A NG HUGNG DAN SU DUNG THUOC: xx xx- xx
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