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HUONG DAN SU DUNG THUOC
L Tenthube: AVUCIBE

2. Cac dau hiéu lwn ¥ va khuyén céo khi ding thudc:
“Thudc nay chi ding lheo don thude”

“Dé xa tim tay tré¢ em”

“Doc ky huéng din sir dung trude khi ding” -
Khi thay nhin thuée in s6 16 SX, HD mo...hay ¢ cac biéu hién nghi ngo
thude tai hoi lai noi ban hoedce noi san xufit theo dia chi trong don,
3. Thanh ph%n cong thire thude: Mdi vién nang cirng chira:
Thanh phﬂll dugc chat: Pregabalin ........coeu...... 75 mg

Thanh phén ta dure; Microcrystalline cellulose , magnesi stearat, bat talc, crospovidon,

1 by vO nang cit ng so 1.

4. Dang bao che Vién nang eirng s6 1, nip mau d6, thin mau tring, bén trong chira bot
thube khoé toi, dong nhit, mau tring hoac tring nga. Nang sach bong, khong nit v,
khéng mép méo.

5. Chi dinh:

- Pau thin kinh: Pregabalin duge chi dinh trong diéu tri dau thin kinh ngoai vi va trung
wong & ngudi lén.

- Bong kinh: Pregabalin dugc chi dinh diéu trj hd tro ddng kinh cuc bo, ¢ hoic khéng
kém theo dong kinh toan bd thir phat & ngudi 16n. |W

- Réi loan lo 4u lan tda: Pregabalin duge chi dinh diéu tri rdi loan lo an' lin toa
(Generalized Anxiety Disorder - GAD) & nguoi lom. '-

6. Cich diung, liéu ding:

- Cich ding: Thude ding dudmg udng. Co thé udng cing thire @n hodc khong.

- Liéu lwong: Khoang licu dung tir 150 mg dén 600 mg mdi ngiy duge chia thanh 2 -
lén.

- Pau than kinh: Bleu tri v&i pregabalin co thé bit ddu véi lidu 150 mg moi ngdy duoc
chia thanh 2 - 3 ldn. Ty theo dap tmg va kha ndng dung nap cda ting bénh nhan, liéu
ding ¢ thé tang lén 300 mg/ngay sau khoang thoi gian 3 - 7 ngay va néu cén, co thé
tang dén liéu tdi da 600 mg/ngiy sau khoang 7 ngay diéu tri thém.

- Déng kinh:

Liéu khoi ddu 150 mg/ngdy duoc chia thanh 2 — 3 1an. Tuy theo dap (ng va khi ning
dung nap cta timg bénh nhén, lidu ding co thé tang 1&n 300 mg/ngy sau | tudn. C6 thé
ting dén lidu ti da 600 mg/ngay sau 1 tudn diéu tri thém.

- Réi loan lo du lan téa:

+ Khoang liéu ding tir ]JO mg - 600 mg mdi ngay, chia thanh 2 hodc 3 1in. Cin thudng
xuyén danh gia lai nhu chu didu tri.

+ Cé thé bat ddu diéu tj bing pregabalin vai lidu 150 mg/ngay. Dua trén mic dip (g
va kha nang dung nap ctia timg bénh nhin, cé thé ting liéu t&i 300 mg/ngay sau 1 tudn
diéu tri. Sau khi diéu tri thém | man liéu ding cé thé ting t6i 450 mg/ngay. Cé thé ting
dén lidu téi da 600 mg/ngay sau | tudn didu trj thém. _ ‘

- Ngung st dung pregabalin: Néu phai ngung st dung pregabalin, can giam liéu tir tu
trong thoi gian téi thiéu 14 1 tudn.
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Liéu ding cho mjt sé nhém bénh nhin dc bigt:
- Bénh nhan suy thdn: _
Gidm liéu trén cdc bénh nhin tén thuong chire ning thn phai t
theo téc d6 thanh thai creatinin (Cl,,)
1,23 x [140 - udi (nim)] x cin ning (kg)

Clgr (ml/phut) = (x 0,85
Creatinin huyét thanh (umol/)

Pregabalin dugc loai bo higu qua tir huyét twong bing cach thim tich méu (50% thude

trong 4 gio). D6i v6i cae bénh nhdn dang phai thim tach méu, liéu hang ngay cua

pregabalin cin duge diéu chinh tay theo chirc ndng thin. Bén canh licu dung hing ngay,

nén diing mét liéu bd sung ngay sau mdi 4 gidr thim tich méau.

Bang |: Biéu chinh huu pregabalin theo chirc nang thin

Thanh thai creatinin Tﬁng litu pregabalin hang nga \ —
(Cl.,) (mV/phat) fmjn Ay) * o Ché dg lieu
Liéu khéi ddu | Liéutdi da
(mg/ngay) (mg/ngay)
=60 150 600 BID hoac TID
=30 -< 60 5] 300 BID hoéc TID
=15 - <30 25 - 50 150 Mot 1an rrl13c’5i ngay hodc
ID
<15 ‘ 25 ;- 75 Mot lin mdi ngay
Liéu bo sung sau khi tham phin mau (mg) /
| 25 | 100 l Liéu duy nhat **

TID = Chia thanh 3 liéu/ngdy.

BID = Chia thanh 2 lidu/ngay.

* Tong liéu hing ngay (mg/ngay) cin chia theo ché dd liéu néi trén dé cung cip mg/lidu.
** Liéu bo sung 14 lidu bd sung thém duy nhit,

- Bénh nhan suy gan: Khong c¢én chinh liéu trén bénh nhan suy gan.

- Tré em dwdi 12 tedi va thiéu nién (12 - 17 woi): Su an toan va hiéu qua cia pregabalin
cho tré em dudi 12 tudi va thiéu nién chua duge thiét 1ap, Khéng nén ding thude cho ddi
tugng nay.

- Ngwoi cao tuéi (trén 65 tudi): Nguoi cao tudi ¢o thé cin giam liéu do chirc ning than
suy giam.

7. Chéng chi dinh:

- Qué mén véi pregabalin hode bt cir thanh phin nao cha thude.

8. Cinh bao va thin trgng khi dung thube:

- Mt sb bénh nhan tiéu ducng bi ting cin khi ding pregabalin ¢6 thé cin diéu chinh viée
ding céc thudc ha dudmg huyét.

- Cén ngung sir dung pregabalin ngay néu co triéu chirng phit mach nhu phli mit, phi
qu.mh mi¢ng hodce pho duong hod hip trén.

- Diéu tri bing pregabalin thudmg xdy ra chong mat va budn ngi, c6 thé ting nguy co xay
ra céc tai nan do chin thuong (ngi) & ngudi cao tudi. Di cé cdc bao cao vé mat ¥ thie, 16
l4n va sa sut tinh thin. Do vay, bénh nhin phai dugce chi dan cin thén trong cho dén khi
quen vdi cac tac dung khong mong mudn co thé xay ra voi thuoc

- U(}ng thude co thé gay ra tinh trang mo mat nhit thoi va mot ) thay dbi khac vé thi lc.
Khi ngung ding thude, cdc triéu chimg vé thi luc nay c6 thé sé hét hodc giam bot.,
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- Suy thin: Mic di anh huéng cia viée ding thude trén bénh nhan suy thin c6 hdi phuc
chura duge nghién ctru mdt cach ¢6 hé thong, di 6 bio cao ring chirc ning thin dugce cai
thién sau khi nging hodc giam liéu pregabalin.

- Trong diéu trj ngan han va dai hgn voi pregabalin, sau khi ngung thude, di quan sat
thdy hoi chimg cai thude trén mét s6 bénh nhin gdm: mat ngi, dau dau, budn non, lo
lang, vd mo hﬁl va tiéu chay. _

- Cling nhu bét k¥ loai thude tac dong trén hé thin kinh trung rong nao, ¢in danh gia cin
than bénh nhan d& tim hidu vé tién sir lam dung thubc v quan sat cdc déu hiéu dung sai
hay lam dyng pregabalin trén bénh nhén (vi dy: biéu hién ting dung nap thude, ting lidu
thude, hanh vi tim kiém thude).

- Mac dii chua xde dinh duge mbi quan hé nhan qua gitra vi¢c dung pregabalin va bénh
suy tim sung huyét nhung di c6 mot so bio cdo v€ b¢nh suy tim sung huyét & mot sb
bénh nhin dung pregabalin. Trong mt b() thir nghiém ngdn han trén cic bénh nhan
khéng cé diu hidu 14m sing clia cac bénh v& tim hoac mach ngoai vi, khong c6 moi lién
h¢ rd rang gitra phu ngoai vi va cac bién ching tim mach nhu ting huyét 4p hodc suy tim
sung huyet Do di liéu trén cac bénh nhan suy tim sung huyét nang con han ché, cin than
trong khi dung pregabalin trén cac bénh nhan nay.

- Trong diéu tr dau thdn kinh trung wong do chin thuong ty ‘;Gng, ty 1€ céae tac dung
khong mong muén néi chung, tic dung khéng mong mudn trén hé thing thdn kinh trung
wong va dac biét 13 budn ngt} tang l&n.

- Hanh vi va ¥ dinh ty tin Y dinh va hanh vi trr tir dd duge bio cdo ¢ nhimg bc%hl,{‘}n
duge didu tri bang thube chéng dong kinh trong mot b() truong hop. Mot phan tjich-fon
hgp cac nghién ciru dbi chirng gia duge ngiu nhién vé thube chéng dong kinh ¢iing cho
thiy nguy co ty tir va hanh vi or tr ting [én. Co ché ciia nguy co nay chua duge nghién
ciru va dir liéu sin co khong loai trir kha ning ting nguy co cho pregabalin.

- Giam chirc nang duong tiéu hoéa dudi: Xuit hi¢n khi ding pregabalin cung vdi cac
thude ¢6 kha ning gy tho bén, ching han nhu thude giam dau opioid ¢6 thé gﬁy glam
chirc ning duong tiéu hoa dudi (vi du nhu tﬁc nghén ducmg rudt, tic rudt, L
str dung két hop pregabalin v céc opioid, cén cin nhic cdc bién phép h
bén (dic biét & bénh nhén nir vi ngudi cao tudi). hy
- Bénh mo Cau truomg hop bénh ndo di dugc bdo cio, chu veu o nh\
nguy co tiém 4n ctia bénh nio.

9. Sir dung thubc cho phy nir ¢é thai va cho con ba:
- Ste dung thudc cho phy nit ¢6 thai: Chira ¢é céc dir ligu r.lay di vé viée
trén phu nir ¢6 thai. Cic nghién ctru trén dong vit da cho thiy tac dung giy
ning sinh san. Chua biét rd vé nguy co ¢o thé x4y ra trén ngudi. Do vdy, khong nén ding
pregabalin khi dang mang thai trir khi lgi ich mang lai cho ngudi me vugt trg1 so vol
nguy co ¢o thé xdy ra cho thai nhi. Nén sir dung cic bi¢n phap tranh thai hiéu qua cho
phu nit dang trong do tudi sinh dé.

- St dung thuée cho phu i cho con bii: Pregabalin duoc bai tiét vao stra me. Do tinh an
toan cia pregabalin & tre nhé chua dugce biét, nén khong khuyén cao nudi con bing sira
me khi dang diéu tr bing pregabalin. Khi quyét dinh nén ngung nudi con bang sira me
hay ngung diéu tri bing pregabalin thi ciin cin nhic gitra l¢i ich cta viée nudi con biing
sira me d6i vai tré va loi ich khi diéu tri bing thudc nay dbi voi nguoi me.

10. Anh hlru'ng ciia thude 1én khi niing ldi xe, vin hanh may moe:

Pregabalin c6 thé gay chéng mat, budn ngh c6 thé anh hudng téi kha ning lai xe hodc
vén hanh may moc. Do vy, khéng nén lai xe, vin hanh may méc hodc tham gia cac hoat
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d6ng mao hiém khde cho dén khi xac dinh dugce thubc co anh hirdmg dén viée thue hién
cac hoat dong nay hay khéng.

11. Twong téc, twong Ky cia thube:

- Do pregabalin dugce thai trlr chu yéu qua nude tiéu & dang chua chuyén héa, lmmg,
thubc chuyén hoa khong ding ké (<2% cia licu ding duoge tim thiy trong nuée tidu &
dang da chllyén héa), khéng e ché chuyén hoa thude in vitro va khéong lién két vei
protein huyét tuong, pregabalin khong tao ra tuong tic hodc bi twong tac duoce dong hoe.

- Trong cic nghién citu in vitro, khéng quan sit thiy tuong téc duge déng hoe l1am sang
gitra pregabalin v&i phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin,
lorazepam, oxycodon hoic ethanol. Phin tich duge dong hoc trén tirng nhém dbi twong
di chi ra rang cac thude dibu tri tidu dudng dimg dudng ubng, cac thude lgi tidu, insulin,
phenobarbital, tiagabin va topiramat, khéng ¢6 anh huéng lim sang dang ké nio dén toc
d¢ thanh thai pregabalin.

- Diing ddng théri pregabalin véi cic thuﬁc tranh thai dudmg udng norcthisteron va/hoic
ethinyl estradiol khdng anh hudng dén sw on djnh vé duoe dong hoc cia ca 2 thube.

- Pregabalin c6 thé anh hudng téi tadc dung cia ethanol va lorazepam. Trong cic thir
nghiém 1am siang ¢6 ddi chimg, ding nhiu liéu prebagalin dudmg udng két hop véi
oxycodon, lorazepam, hodc ethanol khéng gay tac dong lam sang quan trong nao dén
hoat dong ho hap. Pregabalin 1am ting thém roi loan nhédn thirc va chirc nang van dong
tdng thé giy ra boi oxycodon.

- Pa c6 bao cdo vé suy hd hap va hén mé & bénh nhin ding pregabalin va cac thude tre
ché than kinh trung uong khac. >

- Ba ¢6 bao cao vE cac b:en cb lién quan dén giam chirc ning dudng tiéu hoéa duv%\(%i/du:
tic rudt, liét rudt giy tic nghén, tdo bén) khi dimg pregabalin vai cdc thude cé kha ning
giy téo bén, vi du nhu thude criam dau nhém opioid.

12, Tac dung khong mong munn ciia thube:

Cac tac dyng khéng mong mubn thudmg gap nhéit duge bao cio gdm chong mit va budn
ngu. Cac tac dyng khéng mong muon thudng gip & mire d§ nhe va vira.
Cac tic dung khong mong muén duge liét ké theo hé co quan va tin sufit
cua duge xdc dinh 1a rit thudong gap (=1/ 10), thudmg gip ( =1/100, <
1/1000, < 1/100) va hiém gap (< 1/1000), rit hiém gip (< 1/10.000).

Heé co quan Tin suat Tac dung khing mong m
Nhiém khuan va nhiém | o oo oo I ——
ky sioh tring g gip 1&m mii hong.
l}};ljﬁ:]ygau e it gip _ Giam bach céu trung tinh.
P ol G it eap Phan {tng qud man.
B 1o heremin digh H1en§1 gap Phu mauhfl phén {rng di Lrng
Réi loan chuyén héa va | Thuong gdp | Téng cam gific ngon miéng.
dinh dudng ft pap | Chan an, ha duong huyét.
Hung cam, 14 14n, cdu kinh, trim cam, rm
Thudng gip loan dinh huéng, mit ngi, giam ham muén
| tinh Eu_(:_____
R6i loan tdm thin D giac, thao ' thirc, bon chdn, trim cam,
. hung cam, tinh khi that thudng, mong mi,
[t gap khé dién dat bing l&i noéi, ting ham muén
| _ [ tinh due, mat kha nang dat cye khodi.
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Hiém gip

Hoéng loan, mét phan xa ¢6 diéu kién, tho
Q.

ROi loan hé than kinh

Rit thudng gip

Chéng mat, budn ngu dau dau

Thuong gip

Mit diéu hoa, dleu phbi bét thm‘.mg, mn
logn véin ngdn, mat tri nhd, suy gidm tri
nh¢, mét tip trung, di cim, giam cam giac,
giam dau, !'gl loan thing bé’mg, ngu lim,
Ngit, bit tinh, sa sit tinh thén, chirng glat
co, ting hoat déng tam thin vin dong, roi
loan van ding, chong mit tur thé, run hfm y,

va trung thit

57 gép

mm v1em mul ngay

L g2p rung gidt nhin cu, r6i loan nl 1\
loan ngdn nglt, giam phan /s, G:Q
gidc, cam gidc nong bang. \i
A Stng so, loan khiu giac, gi
Hicm gip mit vi gidc, chimg kho vigj\% e
Thuong gip | Nhin md, nhin doi. Sy
Mt thl glao 110031 “bién, roi 103
fit giip sung mﬁ_t, giam thi truomg, giam thi Iyc, dz}u
Bk e ool ok mat, mo6i mat, hoa mat, khé mat, tang chay
’ | nudc mat kich img 1 mit. |
Dao di}ng Ve zh; le, thay ddi cam &
Hiém gip dd sau cua anh, gmn dong tu, lac at anh
nhin bi sdng, viém gidc mac.
Riloan vé tai vatai | Thuong gap | Mt thing bang, i
trong It gdp Tang thinh lue.
it gﬂp Nhip tim nhanh, block nhi that do 1, nhip
i g ' chdmxeang.
e ek ”Nhtp nhanh xoang, loan Ilhlpq xoang, suy
Hiém gp tim sung huyét.
Réi loan v& mach f gl E[lz:nléu?;ihagl,] ;:;ntggl;uyel ap, nong biung, do
Réi loan ho hﬁp, it it i Kho thd, chay méu cam, ho, sung huyét

lac nghul hong, khé mili, phi] phm

Réi loan duong tiéu
| héa

Thucmg gap

It gip

Hiém gap

bung, khé miéng, tiéu chay.

Buén nén, nén, tio bon, diy hoi, trudng

Bénh thuc quan hoi luu, ting tiét nude bet,
gidm x0ic gidc & migéng.

Tran dich mang bung, viém tuy, kho nudt,
sung ludi.

R&i loan mit

dtgap
| Vangda.

chm Gﬁp
‘Rét hiém Uap

Téang men gan,

Suy gan, wcm gan,

Réi loan da va mé dudi
da

ft gip

Hiém gﬁp

| ngira, todt mé héi.

Moc not san d6, no6i mé day, sung mit,

Toat md hoi lanh

ﬂ_—-'.o’ 3

| 4]
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Hiém gin

V6| kinh, vii tict dich, o v ¢ ¢d nam v nir.

?
Thittg g Chuot rat, dau khérp dau lung, dau chi, co
Z < that 00 fir cung.
R6i loan h¢ co xuong P T hée A “d
s Tiber ket it gip ung cac k crp, au co, mng <o, _au b,
T | elmng co. ——
I , Hiém gap Ran da
Roi loan vé than va tiét _____l;__ggﬂ R Tlt:u som, tleu khﬁ
niéu | Hiémgdp ‘au} than, gidm nicu, bi tiét
. “Thutng gfp | ReiTown cuome duong__ [ o 1)
| RAi loan h¢ sinh sén va . Réi loan chic ning finh dugy ) a_m,x\q@
fuyén vii 4P tinh, dau bung kinh, dau vii. \3"""3__3’,’—”

Phii ngoai vi, phit né, dang di biit rhm:iug,
Thuomg giip ngi, cAm gidc say ruou, cam gidc bt

R61 loan toan thin va
| thudng, mét moi.

. bt
freha it giip Phu toan than tire nuuc d‘lu sot khat lanh
* run, suy nhugc.
Thuomg gap | Tang can.
Tiang creatin phosphokmasc huyt:t tﬁng
alanin aminotransferase huyét, ting aspartat
Tham kham it gap aminotransferase huyet tang glucﬁ 1yét
giam s6 lwgng tiéu cdu, giam Kali huyét,
S | gidm cdn. —
Hiém gip Giam té bao bach cdu, tang creatinin huyu

13. Qua lieu va cach xir tri:

- Biéu hién ciia qua lidu bao gém Budn ngi, tinh trang 14 1an, trim cdm, lo 4u va bdn

chdn. Trong mdt s6 trudmg hcrp hiém hoi ¢é thé xay ra hén mé.

- Cach xu tri: Piéu tri qué lidu prcgabalm cdn bao gdm cac bién phip hd tro thng quat va

¢6 thé bao gbm ca thim tach mau néu cén thiét.

14. Pic tinh duge hre hoc:

Pregabalin la thude chéng déng kinh, co ché tic dung cuia thude 1a gin véi 1 tiéu don vi

(0-8 protein) ctia kénh calei dong ma bing dién thé trong hé thong thin kinh trung vong.

Béing chimg tir mé hinh déng vit ¢6 ton thuong thin kinh chi ra ring pragabalin giam

giai phéng chét din truyén thén kinh cam thu dau phu thudc vio calei & ty song, co thé

théng qua sy ngan can vin chuyén calei va‘hodc piam dong calei. Bang chimg tir cac mé

hinh dong vét khac co tén thuwong thin kinh cho thay hoat tinh giam dau ctia pregabalin

ciing ¢6 thé gian tiép qua cae twong tae véi cde con dudng phé giao cam va serotonin.

15. Dic tinh dugce dong hoc:

Duoe dong hoe on dinh cua pregabalin la umng nhau trén nhitng ngudi tinh nguyén khoe

manh, cic bénh nhin dong kinh dang dung thude chdng ddng kinh va cac bénh nhdn dau

man tinh. : . ) '
- Hép thu: Pregabalin duge hdp thu nhanh khi udng lic doi, ndng do dinh trong huyeét

twong dat duge sau 1 gid trong ca ché dd ding don lidu va da lidu. Sinh kha dung duong

uong cua pregabalin khoang =90% vi khong phu thuge vao lidu dung. Khi udng liéu lap

di ldp lai, trang thai on dinh dat dugc trong 24 - 48 gio. Ty 1§ hap thu ctia pregabalin

giam khi dung cing thirc dn din dén C,pp giam khoang 25 - 30% va ty,, bi chdm khoang
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2,5 gid. Tuy nhién, ding pregabalin ciing véi thirc an khong cé dnh hudng 1dm sang ding
ké nao dén mirc do hdp thu pregaba.lm

- Phén bé: O ngudi, thé tich phan bé cia pregabalin sau khi udng 1a khoang 0,56 L/kg.
Pregabalin khong lién két vdi protein huyei tuong.

- Chuyén héa: Pregabalin duge chuyc,n héa khéong ding ké trong co thé nguoi. Sau khi
ding mét liéu pregabalin ¢6 danh diu phéng xa, khoang 98% hoat tinh phong xa duge
tim thdy trong nurée tiéu 1a ciia pregabalin & dang chua chuyén héa. Din xuit N- -methylat
cia pregabalin, chét c:huyen hoa chinh cua pregabalin dugce tim thiy trong nude tidu,
chlém khoang 0,9% li¢u dung. Trong cac nghién clru tién 1am sang, khéng cé déu hiéu
nao vé su bién ddi pregabalin dang ddng phén @ tuy &n thanh dong phan hitu tuyén.

- Thai trir: Pregabalin duge thii uir khoi hé tuin hoan chii yéu do bai tiét qua thin dudi
dang khong chuyén héa. Thivi gian ban thii trung binh cia pregabalin 14 6,3 gio. Toe do
thanh thdi pregabalin huyét twong vi tée do thanh thai than ty I¢ thuan vai toc do thanh
thai creatinin.

- Tuyen tinh/ phi tuyén tinh: Duge dong hoc pregabalin la tuyén tinh trong pham vi lidu
khuyen cao hang ngay. Sy thay doi dwoc dong hoc di voi _pregabalin t{iap:§

Duoc déng hoc da li¢u c thé dy doan duge tir di liéu don lidu. Do d¢
theo d&i thuong xuyén noéng do ciia pregabalin trong huyét tuong. < A 7

* Duwgc dong hoc 6 nhing nliom bénh nhin dic bigt: prp:mﬁf |

- Gigt tinh: Cac thl.r nghi¢m lam sang di cho thay gioi tinh khong ¢6 & grl%{n !
dang ké nio dcn ndng dd cua pregabalin trong huyét tuong. % g
- Suy thdn: Tée 46 thanh thai pregabalin ty 1& thuin véi tde do tham CXE .'
Pregabalin dugc loai bo hi¢u qua khoi huyét trong qua tham tach mau (sau 4'gi
tach mau nong do cha pregabalin trong huyét tuong giam khoéng 50%). de vi tha1 trir
qua than la dudng thai trir chinh, cian phai giam liéu cho bénh nhan suy than va ding liéu
bd sung cho bénh nhén thim tich mau.

- Suy gan: Chua cé nghién ciru duge dong hoc cu thé nao duge tién hanh trén bénh nhén
suy gan. Vi pregabalin duoc chuyén hoéa khong dang ké va duge thai trir chi yeu qua thén
dudi dang khong chuyén héa nén chire ning gan suy giam s& khéng lam thay ddi dang ké
ndng do pregabalin trong huyét tuong,

- Tré em: Nghién c(ru trén nhirng bénh nhan tré bi dong kinh (nhom tudi tir 1 dén 23
thang, tir 2 dén 6 tudi, tir 7 dén 11 tudi va tir 12 dén 16 tudi) & chc liéu 2,5; 5; 10 va 15
mg/kg/ngay.

Sau khi uong pregabalin lic déi ¢ b¢nh la tr¢ em, nhin chung thoi gian dé dat dén nong
dd dinh trong huyét tuong 1a trong ty nhau ¢ cac nhom tudi va dién ra trong khodng tir
0,5 dén 2 gid sau khi ding thudc.

Thoi gian ban thai cva pregabalin khodng 3 dén 4 gidr & tré em dudi 6 tudi va tir 4 dén 6
gitr & tré em tir 7 tudi tré 1én.

Khéng ¢6 nghién ctru duoc dong hoc pregabalin ¢ bénh nhan dudi 3 thang tudi.

- Nguoi cao fuéi (rren 65 tudn): Tée dd thanh thai creatinin cé Xu hudng glam khi tudi
cao. Muc giam cua toc dd thanh thai pregabalin theo dudng m}ng thong nhit véi mic
gidm ctia toc d¢ thanh thai creatinin khi mm cao. C6 thé cin giam liéu pregabalin cho cic
bénh nhan ton thuong chirc ning thin do tudi cao.

- Phy nit cho con bit: Dugce dong hoc cia lidu pregabalin 150mg dung 12 gio/lan da duoce
khio sit & 10 phu nit dang cé tiét sita, cac phy nir ndy dang & giai doan sau khi sinh t6i
thiéu 1a 12 tudn. Su tiét sira it anh ‘hudng hode khong ¢6 dnh huong dén duge dong hoc
cuia pregabalin. Pregabalin duoc tiét vao sita v&i ndng d6 &n dinh trung binh vao khoang
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76% so véi ndng do thude trong huyét tuong clia me. Liéu pregabalin trung binh tir sita
me ma tré nhén hang ngay (gia st luong stta me tiéu thy trung binh 1a 150 ml/kg/ngay) la
0,31 mg/kg/ngay, lidu nay tinh theo mg/kg s& la khoang 7% so véi liéu clia ngudi me.

16. Quy cach dong goi:
Hop 3 vi x 10 vién nang cimg. Kém theo & hudng dan sir dung thude bén trong hop.
17. Piéu kién bio quén va han ding, tiéu chuiin chit lwgng clia thude:
- Bio quan: Noi kho, nhiét 46 dud '!OQC -
- Han dung: 24 thang ké tir ngay san xudt,
- Tiéu chudn chit lwpng: TCCS.
18. Tén, dja chi cua co s san xuht: /
Tén co'sét sin xuit : CONG TY CO PHAN DUGC PHMA
Dia chi: T din phd s6 4 - La Khé - Ha Déng - TP. Ha Noi
PT: 02433522203 TFAX: 02433522203
DT: 024.33824683 FAX:024.33829054
Hotline: 024.33522525




