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HUONG DAN SU DUNG THUOC
Vién nén phin tan trong miéng

Ry OPZIG OD
Thude nay chi ding “Dé xa tim tay tré em”
theo don thude “Poc ky hudng déan sir dung triede khi ding”

1. Thanh phin

Pregabalin 75 mg
Thanh phin t& duge: Sucralose, huong cam, mannitol, acid citric monohydrat, microcrystallin
cellulose 101, crospovidon, colloidal silicon dioxyd, magnesi stearat.

2. Dang bio ché: Vién nén phan tan trong miéng.

3. Chi dinh

Piéu tri dau than kinh lién quan dén dau co xo héa,

Piéu trj dau than kinh lién quan dén chin thuong iy song.

Picu tri dau than kinh trung wong hodc ngoai vi & ngudi 16n.

Pau do nguyén nhin thin kinh: Viém day than kinh ngoai bién do déi thao duong, dau thin kinh sau
herpes (dau than kinh sau zona)

Phéi hop cling céc thude chdng co gidt dé diéu trj dong kinh cye b & ngudi lon.

Pregabalin dugc chi dinh nhr mét li¢u phap bd trg che ngudi 16n ¢6 con dong kinh cyc bd cb hode
khéng cé co gidt toan than thir phat.

Rai loan lo du lan toa.

Thén trong lién quan dén chi dinh cia thude

Tinh trang dau co xo héa duge chin dodn dya vao c4c tiéu chi phan loai (chan dodn) quéc t& nhur cia
American College of Rheumatology. Chi sir dyng thude khi dé tién hanh xac nhan can than tinh trang
ctia bénh nhan.

4. Cach diing - Liéu ding

Liéu ding

Pau than kinh

Thong thudng, & ngudi trudng thanh, liéu khéi diu cia pregabalin la 150 mg/ngay, chia lam 2 l4n

ubng, sau hon 1 tudn sir dung ting dén lidu 1én 300 mg/ngay. Phai didu chinh lidu dua vao dj tudi va
cée triéu chimg, liéu téi da hang ngay khdng vugt qua 600 mg, cén chia lam 2 1an udng,

Pau co xo hda

Théng thudng, & ngudi truong thanh, lifu khoi dau ctia pregabalin [ 150 mg/ngdy, chia lam 2 I4n
udng, sau hon 1 tuin sir clung tang dan Ileu dén 300 mg/ngay va duy tri héu 300 — 450 mg"ngay
Ngoai ra, phai dleu chinh liéu dya vao dg tuél va cdc triéu chimg, nhung liéu t6i da hang ngay khong
virgt qua 450 mg can chia lam 2 lin uéng mdi ngay.

Nhitng than trong lién quan dén cach ding, liéu diing

- Khi ngung st dung thude, cén giam lidu tir tir trong it nhit 1 tudn (xem phan “Canh bdo — Thin
trong”).

- Vi thude dwoc bai tiét chu yeu qua nudc tiéu dudi dang khéng chuyen héa, nén & nhitng bénh nhin
bi suy gidm chirc nang than, nong do thude cé the gia tiing trong huyét twong va do d6 xdy ra céc tac
dung khéng mong muén. Can sir dung thude cén théin cho nhiing bénh nhén b1 suy giam chirc ning
than. Khi sit dung thude cho nhing ddi tuong nay, can chinh liéu va khoang lifu tham chiéu theo gid
tri thanh thai creatinin duoc trinh bay & bang bén dudi. Bén canh do, & nhimg benh nhan cén tham
phan mau, ngoai liéu hang ngdy theo gia tri thanh thai creatinin, nén ding thém lidu bd sung sau khi
thAm phan mau. Cén bét dau vdi liéu thap va ting néu bénh nhan dung nap va thudc khdng cé hiéu
qua. Ngoai ra, vi liéu luong va céch sir dung thude duge thiét lap dua trén céc két qua mé phong, nén
theo ddi can than khi st dung thude cho tirmg bénh nhan (xem phén “Pic tinh dugc dong hoc™).

Pau thin kinh
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OPZIG OD
“Dé xa tam tay tré em”
“Boc ki hudng dan sir dung trudc khi dung”

P§ thanh thai

i ik
Bo sung li¢u sau

150 mg x 2 lan/ngay

150 mg x | lan/ngay

creatinin =60 >30-<60 >15-<30 <15 thim phin
(mL/phuit) mau*
Lidu hang hang | 150-600 mg | 75-300 mg 25-150 mg 25-75 mg
Liéu khoi dau 75 mgx 25 mg x 3 lan/ngay | 25 mg x| lan/ngdy | 25 mgx 25 hodc 50 mg
2 lan/mgay | hodc ) hodc 2 lin/ngay | lan/ngay
Liéu duy tri 150 mg x 50 mg x 3 lAn/ngay | 75 mg x | lan/ngay 25 mgx 50 hodc 75 mg
2 lan/ngay hodc | lan/ngay
75mgx2 lan/ngay hodc 50 mg x
| ti’lm’ngﬁy
Liéu tdi da 300 mg x 100 mg x 3 lin/ngdy | 75 mgx 2 lan/ngdy | 75 mgx 100 hoge 150 mg
2 lAn/ngay | hodc hodc | lan/ngdy

*Dyra trén két qua md phong thdm phan méu 2 ngay | lan trong 4 gid, sau 6 gir ké tir khi uéng thude.

Pau co xo hda

D§ thanh thii e liéu
creatinin > 60 =30-<a60 =15-<30 <15 :
(mL/phiit) thiam phén

P mau*

Liéu hang hang | 150-450mg 75225 mg 25-150 mg 25-75 mg

Liéu khoi ddu 75 mg x 25 mg x 3 lan/ngay 25 mgx 1 lan/ngdy | 25 mgx 25 hodc 50

2 lan/ngdy hozc ) hodc ‘ I lan/ngay mg
75 mgx | lan/ngay 25 mg x 2 lan/ngay
50 mg x 1 lan/ngay
Li¢u duy tri 150 mg x S0 mg x 3 lAn/ngay 75 mg x | lan/ngay | 25 mg x 50 hotic 75
( 2 lan/ngay holic | lan/ngdy mg
75 mg x 2 lan/ngay hogc 50 mg x
1 lan/ngay
Liéu duy tri 225 mg x 75 mg x 3 lan/ngay 100 mg x 50 mg x 75 hodc 100
(Lidu téi da) 2 lan/ngay 1 lan/ngay 1 lan/ngay mg
hogic 125 mg x hogc 75 mg x
| lan/ngay 1 lan/ngay
75 mg x 2 lan/ngay

*Dya trén két qua mé phong tham phén mau 2 ngay 1 ldn trong 4 gio, sau 6 gidr ké tir khi uéng thude.

- Thude duge phén tan trong khoang migng, nhung can nuét thude bing nudée bot hodic nirde vi thude

dugce du dodn la s€ khong phit huy tac dung bang cach hip thu tir niém mac miéng.
Céch din

Thudc duoc dat trén ludi va lam dm bing nude bot, sau dé duge nudt bing nude bot. Néu khé sit

dung, phan tan thude véi mét it nude trude réi udng.
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Ry OPZIG OD
Thude ndy chi ding “Pé xa thm tay tré em”
theo don thude “Poc ky hudng dan sir dung trude khi dimg”

5. Chong chi dinh

Man cam vdi thude vivhodic bét ctr thanh phin nio trong ché phdm,

6. Canh bdo— Than trong

Sir dung thudc thén trong trén nhitng bénh nhén sau:

- Bénh nhén bi suy giéun chire ning than (xem myc “Nhimg thén trong lién quan dén cach ding,
ligu diing” trong phan ‘Cach ding — Liéu ding”, “Péc tinh dugce dong hoc™).

- Bénh nhdn bj suy tim sung huyét néng (& nhimg bénh nhan bj réi loan tim mach c6 thé xay ra suy
tim sung huyét) (xem phan “T4c dyng khéng mong mudn™),

- Bénh nhan cao tudi (xem phan “Canh bdo — Thén trong”).

- Bénh nhan ¢6 tién st phit mach (xem phéin “T4c dung khéng mong mudn®).

Nhimg liu ¥ quan trong co ban

Vide str dung thudc co the gay chodng vang, ngu ga, mét nhan thirc,... dd co truémg hgp bj tai nan xe,
Trong thoi gian ding thude, khong nén lam céc ccmg vige doi hoi sy tdp trung cao nhur 14 xe hodc vin
hanh méay méc dé gay tai nan. Can sir dung thudc thin trong, dic biét [a & bénh nhin cao tudi, di co
trudmg hop nhimg tri¢u chimg ndy gy 1€ ngd va gy xuong.
Ngung thude dot ngdt co thé gdy cac triéu chimg cai thube nhur mét ngd, buén non, dau dau, tiéu chay,
lo Au va tang tiét md hoi: vi vy, cdn gidm lidu tir tir trong it nhdt 1 tuén.
Vi sir dung thude c6 thé gdy tang can, cin chii § dén tinh trang béo phi. Néu xéy ra tinh trang béo phi,
can thuc hién céc bién phdp thich hop nhu an kiéng, tap thé dyc. Cu thé, su tang cén co thé duge ghi
nhan khi tang lidu hogc sir dung thude lau dai, do do can theo doi can nang thudng xuyén.
Vige sir dung thude ¢6 thé gay cdc rbi loan vé mit nhu nhugec th;, bt thudng thi gidc, nhin md, song
thi. Vi vay, cin than trong khi dit cau hoi vé cdc réi loan trén mét néu ghi nhén duge cdc bt thudng
dé tién hanh diéu tr thich hop.
OPZIG OD diéu trj tri¢u chimg dau than kinh, khéng phai didu tri nguyén nhan, do dé khong str dung
thude bira bai, va cin két hgp chan dodn va d iéu trj cic bénh gdy triéu chimg dau.

Str dyng thude cho cic ddi twong die biét

Neudi cao tudi

Vi ngudi cao tudi thudng cé chirc ndng thdn suy giam, nén can tham khao gia tri d¢ thanh thai
creatinin dé diéu chinh lidu, khoang cach diing thude can thén (xem muc “Nhimng thén trong lién quan
dén cach ding, liéu dimg” trong phén “Cach ding — Liéu ding”, “Canh bdo — Than trong”, “Dic tinh
duge dong hoc™). Can sir dung thude than trong & ngudi cao tudi vi c6 thé xay ra tinh trang té ngé gay
gdy xuong do chodng véang, ngi ga, mAt nhén thire,. ..(xem phan “Canh bdo — Thén trong”, “Téc dung
khong mong mudn’™).

Tré em

Tinh an toan khi sir dung thude trén nhimg tré thidu can, tré so sinh va tré nho chua duge thiét le‘np
(Chwa ¢6 kinh nghiém sir dung thude trong cdc thit nghiém 1am sang & Nhét Ban) [Tren chugt thiéu
nién, tinh nhay cam vdi pomahdomld cao, khi phoi nhidm véi lidu twong duong voi liu t6i da (600
mg/ngdy), cac triéu chimg trén hé than kinh trung wong (vin dong khong ngimg va nghién ring) va
anh huong dén sy phét trién (irc ché thoang qua sur tang cin) di duge bdo cdo. Ciing di cd bao céo
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ring phoi nhiém nhiéu hon gdp déi liéu t6i da lam giam phan tmg gidt minh thinh gitc, phoi nhidm
gdp S l4n kéo dai thai gian nghi ngoi].
7. Sir dyng thudc cho phy nir c6 thai va phy ni cho con bi

Phu nir mang thai
Chi nén st dung thude trén phy nir mang thai va phu nit nghi ng&r mang thai khi lgi fch diéu tri vugt
tr8i hon so vdi nguy co [Tinh an toan lién quan dén liéu trong qud trinh mang thai chua dugc thiét lap;
di c6 bdo cdo vé cdc trudng hop bat thudng trén thai nhi (nhe ¢an, tang ty 1é bi phi cuc bg, dot bién
xtrong, chim cdt héa xuong), anh hudng 1én tré so sinh (di ghi nhan giam cén, giam ty 1¢ song sot,
giam phan (mg gidt minh trén thinh gidc, cham phat trién trén déng vit), anh huong dén kha nang sinh
san].
Phy nir dang cho con bii
Phy nit nén tranh cho con bi trong sudt qu4 trinh sir dyung thude [Pa ghi nhin duge thuée di chuyén
vio trong sita me] (xem phan “Péc tinh duge dong hec™).
8. Anh hwing ciia thude 1én kha ning 14i xe va viin hinh miy mée
Vige str dung thudc cé thé gdy chodng vang, ngi ga, mét nhén thic,... da c¢6 trudng hop bj tai nan xe.
Trong thoi gian ding thude, khéng nén lam cdc cong vige doi hoi sy tap trung cao nhu lai xe hodc vin
hanh may méc dé gy tai nan.
9. Twong tihe, twong ky ciia thubde
Cén than trong khi st dung cdc phdi hop sau déy:

Tén thude Cic trigu chimg Iam sang va bién phap Co ché/ Yéu to
diéu trj nguy co
Cic thubc 1am suy nhuge hé | P cd bio cdo vé truong hop suy hd hdp va | Chua rd co ché
thdn kinh trung wong/ Thube | hén mé
giam dau opiod
Oxycadon San pham ndy lam ting rdi loan nhén thitc | T4c déng cong hop

( Lorazepam vé roi loan chirc nang van dong tha.

Thirc udng chita cdn
Chc thube c6 thé giy phu | Nhimg bénh nhén sir dung thudc di duge | Chua rd co ché
mach (nhir thude e ché men | chimg minh 1a ¢6 lign quan dén phi mach,

chuyén angiotensin) ¢6 thé tang nguy co phét trién phii mach.
Cic thude giy phit ngoai bién | Viée sir dung phdi hop pregabalin va | Chua 1 co ché
(thiazolidinedion,...) thiazolidinedion c6 thé lam gia tang nguy

co phi ngoai bién. Bén canh do,
thiazolidinedion c¢6 thé gdy tang cin hodc
giit nude, tir d6 cd thé gay ra hogc lam
trim trong hon tinh trang suy tim. Do d6,
nén than trong khi sir dung phdi hop thude.
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10. Téc dung khing mong muén

Dau thiin kinh sau herpes

Trong mét nghién ciru vé lidu lugng - dap tmg, nghién ciru sit dung thudc dai ngay & Nhit Ban;

nghién clru giai doan mudn cuia pha I[; nghién ciru pha I11, nghién ciru sir dung thude dai nga)f ¢ ngoai

Nhit Bén, pregabalin duge sir dung voi lidu 75 — 600 mg/ngay, chia lam 2 hoic 3 lin uéng. Pi ghi

nhian duge cde tic dung khong mong mudn trén 1.084 (64,5%) trong 1.680 déi twong duge thir

nghiém dédnh gi4 tinh an toan cia thude. Tée dung bét lgi chinh [4 chodng véng: 393 truémg hop

(chiém 23,4%), ngit ga: 267 trudmg hop (chiém 15,9%) va phii: 179 truémg hop (chiém 10,7%) (Dir

ligu tir cac khao st tdng hop dén khi thude duge chip thuan).

Pau lién quan dén bénh thin kinh ngoxai bién do ddi thio duwing

Trong mét nghién ciru so sanh mi ddi va mot nghién ciru sir dung thude dai ngdy duge thyc hién &
1 Nhit Ban, d2 ghi nhin duge cac phan {mg biét lgi trén 199 ttlrﬁnig hcrp (chiém 65,9%) trong 302 ddi

tugng duge nghién ciu ddnh gid tinh an todn khi sir dung thude vdi ligu 150 — 600 mg/ngay, chia [am

2 1dn uéng. Téc dung bét lgi chinh 1a ngii ga: xay ra trén 74 trudng hop (chiém 24,5%), chodng véng:

xdy ra trén 68 truéng hop (chiém 22,5%), phii: & 52 truding hop (chiém 17,2%) (D ligu tir c4c khao

sat tong hop dén khi thudc duge chip thugn).

Pau sau tén thuong tiy séng, dau sau dt quy, va dau lién quan dén xo cing i rdc

Trong mét nghién ciu so sdnh mi déi trén thé gidi ¢ bénh nhén bj dau sau ton thuong tiy song, dau
sau d6t quy, dau liégn quan dén xo ctmg rdi ric va nghién ctu sit dung thude dai han & Nhat Ban, bénh
nhan duoc st dung pregabalin vi liéu 150-600 mg mdi ngay. D ghi nhan duge cde phan (mg bat loi
trén 165 bénh nhan (chiém 76,7%) trong tdng s6 215 trudng hop duge danh gid tinh an toan khi sir
dung thude 2 lin/ngdy. Phan (mg bt loi chinh ghi nhin dugc 12 ngi ga: trong 87 bénh nhén (ch1em
40,5%) va choing véang: trong 43 bénh nhin (chiém 20,0%) va phit: trong 40 bénh nhan (chiém
18,6%) (Dir liéu tir cdc khdo sat tdng hop dén khi thude duge chap thudn).

Dau co xo héa

Trong mdt nghién ciru so sdnh mii d6i va nghién ciu sir dung thude dai ngay & Nhat Ban, c4c téc dung
khéng mong mudn dirge ghi nhén & 295 bénh nhan (chiém 82,9%) trong 356 ddi tuong duge danh gid
tinh an toan khi sit dung thuéc véi lidu 300 — 450 mg, 2 lan/ngay. Tac dung bét lgi chinh 12 ngu ga:
xdy ra & 141 trudng hop (chiém 39,6%), chodng véng: xay ra & 98 trudng hop (chiém 27,5%) va tang
cén: & 56 trudmg hop (chiém 15,7%) (Dir ligu tir cdc khao st tong hop dén khi thude duge chép
thudn).

Céc phén img bt lgi nghiém trong

Chocdng ving (> 20%,), ngu ga (= 2023), mét when thire (< 0,3%)

Cén theo ddi cdn than vé tinh trang choéng véng, ngl ga, mat nhan thic va t¢ ngd gdy giy
xuong,...Néu ghi nhan duoc bét ki nhimg bt thudng nao, can thye hién céc bién phdp thich hop nhu
ngumg sir dung thude hogc gidm liu.

Suy tim (< 0,3%), phit phoi (chwea ré tan sudt*)

Tinh trang suy tim va phii phdi dii dugc bdo cdo (dic biét 1A trén nhimg bénh nhén bi roi loan tim
mach). Nhimg bénh nhén c6 nguy co suy tim nén duge gidm sat cdn thin, néu ghi nhan dugce bét ky
nhimg bét thudng ndo, cin ngumg sir dung thude va st dyng cée bign phap thich hop.
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Tiéu ca vén (Chiea rd tan suat®)

Bénh nhén cé thé bi tiéu co van, vi viy nén theo ddi cén than khi bi dau co, yéu co, ting CK (CPK:
creatin phosphokinase), myoglobin trong mdu va nude tiéu. Khi xdy ra cac tinh trang ké trén, cdn
ngumg thude va sit dung cdc bién phép thich hop. Can cht ¥ dén syr khoi phit cia ton thuong thin cap
tinh do tiéu co vén.

Suy thdn (< 0,1%3)

Pa ¢6 bdo cdo vé tinh trang suy than. Néu ghi nhan duge bit ky nhimg bét thuong ndo, nén ngimg sir
dung thudc va thuc hién cdc bién phap thich hop.

Phit (Chira vd tdn sudt®)

Tinh trang qua man nhir phit 6 thé xay ra. Do d6, néu ghi nhan duge bt ky nhimg bét thudng nio,
cAn ngumg thudc ngay va thuc hién cédc bién phép thich hop.

Ha glucose mdu (< 0,3%)

C6 thé xay ra tinh trang ha glucose mau. Cin ngung st dung thude néu xay ra c4c trigu chimg nhw:
mét moi, kho chiu, todt md hoi lanh, run va rdi logn nhén thire, sau d6 thyuc hién céc bién phip diéu tri
thich hgp.

Viem phﬁi mo ké (Chiea vd tan 5!!5(*)

C6 thé xay ra tinh trang viém phc:)i mé k&. Do d6, cin theo ddi cin than cic tri¢u chimg 1dm sing nhu:
ho, khé the va sét. Néu ghi nhin dugce bit k¥ nhimng bat thutmng nao, cin tién hanh chup X quang
ngue, CT nguc....Néu nghi ngd viém phdéi mé ke, cdn ngung sir dung thude va thyc hién cée bign
phép thich hop nhu str dung corticosteroid.

Séc (Chiea vd tin sudt®), phan vé (< 0,1%)

Phan vé va soc phan vé cé thé xay ra. Cin theo d6i cin than va néu ghi nhén dugc bat ky nhimg bt
thudng ndo, ngumg thude va sir dung cic bién phap thich hop.

Hoi chimg mdt — da — niém mac (Hoi cinmg Stevens — Johnson (Chua ré tdn sudt*)), hong ban da
dang (Chua 1o tdin sudt*)

FIi chimg mit — da — niém mac, hong ban da dang c6 thé xay ra, cin theo doi cn thin, néu xay ra bit
ky bt thuong ndo, nén ngimg ding thude va sir dung cac bién phap thich hgp.

Viem gan t6i cdp (Chiea 16 tan sudt*), réi loan chike ning gan (0,4%)

Viém gan ti cap, tinh trang gia ting AST (GOT), ALT (GPT) c6 thé xdy ra kém véi rdi loan chitc
ndng gan. Néu ghi nhan duge bét ky bét thuong ndo, ¢in ngung diing thudc va thyuce hién céc bién
phap diéu tri thich hop.

* Chua rd tan sudt do céc bdo cdo tu phét va dya vao céc trudmg hop sir dung thude & ngoai Nhit Ban.

Ciéc tdc dung bét lgi khic
Néu ghi nhan dugce cdc phan tmg bat loi dudi day, can thyc hién céc bién phdp thich hgp nhu giam
liéu va ngung sir dung thude khi cin thiét,
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Thudc ny chi ding
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HUGNG DAN SU DNG THUOC
Vién nén phiin tdn trong miéng

OPZIG OD

“Pé xa tim lay tré em”
“DPoc k¥ hudng dan sir dung trude khi ding”

Chua ré tn

cam, lo ling, giam
ham muén tinh
due, réi loan gide
ngt, nhimg suy
nghi bat thudmg.

>1% >03%-<1% < 0,3% A
suat
R6i loan mau va Giam bach cdu da | Giam tiéu cdu
hé bach huy#ét nhan trung tinh,
giam bach cu.
R6i logn chuyén Chén an, gia ting | Tang glucose mdu
héa va dinh cam giac thém an,
duimg tang lipid mau.
Bénh vé  tAm | Matngi La 1&n, médt dinh [ Trang théi tdm | Tam than phdn
thiin huéng, ~ khodi | cam, bon chdn, | ligt, khéng ¢6 kha
cam, giac mo bat [ budn b, tim | ning dat  cuc
thudmg, do gide. trang chan nan, vo | khodi, kich déng,

la hét, khd ndi,
tang ham muén
tinh duc, hodang
loan, mat phan xa
¢ diéu kién.

R&i loan hé thén

Chodng véng,
dau, mat

Run, thidu tip

An than, suy gidm

Sing so, rbi loan
khiru gidc, mit

kinh nhite trung, giam cam | nhén thire, con co
thing bing, thdt | gidc, ngh lim, rdi | gidt co, mdt phan | kha nang vict,

diéu. loan et phdp, | xa, chimg kho

giam tri nho, mat | doc, tang hoat

tri nhd, do tuéng, | dong tAm thdn vén

dicu phéi  bat | déng, chodng

thudng. vang, téng cam

gisc, r6i loan vi

gidc, cam giac

bong rat, ngat xiu,

rdi loan tAm than,

rdi loan ngdn ngit.

( Tén thuong mit | Nhin mo, song | Suy giam thi lye, | Ton  hai  thj | Kich (mg mat,
thi, giam kha | xuat huyét vong | trudng, sung mit, | gidn dong tir, kich
néng nhin. mac. dau mit, moi mat, | déng, thay déi

ting tiét nudc | nhian thiac chidu
maét, s¢ anh sang, | sdu, hoa mit,
lac mét, khé mat, | viém gidc mac.
mmng gidt nhan
cau.

Rbi loan tai va | Chodng vang U tai Tang thinh lyc

tai trong

Suy tim Dénh trong ngue | Bldc nhi that do I, | Nhip nhanh xoang

nhip nhanh, o1
loan nhip xoang,
cham nhip xoang,
ngoai tam thu thét
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Ry
Thudc nay chi diing
theo don thude

HUONG DAN SUDUNG THUOC
Vién nén phéin tin trong mi¢ng

OPZIG OD

“Pé xa lam tay tré em”
“Boc ki huwrdng dan sir dung trude khi dang”

Tn thuong
mach mdu

Téng huyét ap, ha
huyél 4p, do bimg

Réi loan hé hip, Kho the Viém miii — hdu, | Khé mii, nghet
ngue va trung ho, ngdy, chay | miii, dau hong.
thit mdu cam, viém
miii.
R&i loan tigu héa | Tédo boén, bubn | Chuéng  bung, | Ting tiét nuéc | Co chudng, khé
non, tiéu chay, | kho tiéu, ddy hoi, | bot, trao nguge da nudt,
dau bung, nén viém da day, kho | day thuc qudn,
chiu da day, viém | viém tyy, sung
migng,. [,

X .
Roi loan da va
md dudi da

Ban do

Ngira, cham, pht
quanh héc mét,

Tang !iél mo hoi,
d6 md héi lanh,
mé day, rung téc.

Bénh sdn.

Réi  loan co
xwong va ma lién
két

Yéu co, co co,
sumg khop, dau
chi, dau hmg.

Dau co, cam gide
ning né, dau
khdp, co cimg co
xuong.

R6i loan thin vi
tiét niéu

Tidu tién _mﬁl wr
chu, kho tiéu

Bi tidu

Thiéu niéu

Réi logn h¢ sinh

Pau v, rdi logn

C_héim phdng tinh,

san vi tuyén vii chirc nang cuong | réi  loan  chirc
duong, nit héa | ning tinh duc,
tuyén va. mat kinh nguyét,
tiét dich va, thong
kinh, to tuyén vii.
RGi loan toan | Phu, khé miéng, Om yéu, dau, phit S6t, cam gidc | Tirc nguc
thdn va tai chd | mét moi, cam gidc | 4n 1om, khé ¢, | lanh, on lanh, dé
mét  moi  bét | daungye. kich thich, say
thuomg, réi loan rUrQu.
déng di, phit mat.
Chén  thuong, | Té nga
ngd dic va cdc
bénh 1§ kém theo
Thiam kham ldm | Tang cén Ting CPK (CK) | Giam cén, ting | Giam kali mau
sing mau, ting ALT | acid uric méu
(GPT), tang AST
(GOT), tang
amylase mat,
tang creatinin
mau.

* Chua xéc dinh duge tin suat dya véo cdc dir lidu 1dm sang ngoai Nhit Ban va dir ligu sau luu hanh
thudc khong duge chap thuin & Nhét Ban.
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HUGNG DAN SU DUNG THUOC
Vién nén phiin tdn trong mi¢ng

Ry OPZIG OD
Thude ndy chi ding “Pé xa tim tay tré em”
theo don thude “Bge ky hudng dén sir dyng trude khi ding”

11, Qué lidu va cich xir tri

Triu chimg

Cc truomg hop udng qua lidu t6i da 15 g da duge bio cdo.

Céc triéu chimg chinh 1a rdi loan cam xtc, ngt ga, 14 ln, trang thai tram cam, kich dgng, bon chdn,
co gidl.

Diéu tri

Tién hanh diu tri tridu chimg. Vi thude duge loai bo bing cdch tham phin méu, nén can nhéc thye
hién tham phin méu thy thude vao mirc dd ca cdc trigu chimg (xem phén “Pic tinh duge dong hoc™).

12, Pdc tinh dwuge lye hoe

Hoat tinh giam dau

' Pregabalin khong irc ché tdc dong cua cdc kich thich dgc hai cép tinh trong cde thi nghiém trén dong
vt vi (re ché dau than kinh do chédn thuong than kinh ngoai bién, do d4i thdo dwudng va dau co xuong
man tinh. Thudc cho thiy hoat tinh gidm dau trong cdc md hinh dau ti phdt va cdc md hinh tang cam
gidc dau gy ra bai ton thuong mé, cdc chit héa hoc gy viém.
Haat tinh c!iéng loan cdam gidc dan* trong mo hinh tén thieong than kinh co théit man tinh (CCL:
chronic constriction nerve injury)
Pregabalin d irc ché ca tinh trang loan cam gidc dau tinh va chire ndng trong md hinh CCI & chugt.
Hoat tinh chong loan cdm gidc dau trong mé hinh ghép noi déy than kinh tiy song (SNL: spinal nerve
ligation)
Pregabalin da (rc ché ca tinh trang loan cam gidc dau tinh v chic nang trong mé hinh SNL ¢ chugt.
Hoagt tinh chéng logn cam gide dau trong mé hinh bénh ddi thdo dwdng do sireptozocin (STZ)
Pregabalin da trc ché ca tinh trang logn cam gidc dau tinh va chirc nang trong mé hinh ddi thdo dudng
do STZ & chudt.
Hoat tinh chong loan cam gide dau trong mé hinh dau sau (on thueng iy séng

n Pregabalin ¢ (rc ché tinh trang loan cam gidc dau tinh xay ra trong mé hinh tén thuong tiy song do
tha vit ngng roi vao cdt song chudt.
Hoat tinh chong logn cam gide dau trong mé hinh dau co xwong man tinh
Pregabalin d4 tic ché tinh trang loan cam gidc dau tinh xay ra trong mé hinh dau co xwong man tinh &
chuodt,
Hoat tinh giam daw di vei con dau tie phdt trong xét nghiém formalin
Trong sb céc tic dong gy dau hai pha do viéc sir dyng formalin & ban chan chudt, pregabalin da (rc
ché pha thit hai, dugc cho 12 lién quan dén sw nhay cam héa trung wong.
* Pau thuding duge cam nhin béi mdt kich thich xic gide vo hai dwge goi 14 loan cam gide dau xie
gidc, va duge phén loai thanh trang thai tinh (to ra khi 4n nhe véo da) va chirc ning (tgo ra boi sy co
xdt nhe trén da).
Cuo ché tic dong
Pregabalin (rc ché mirc do biéu hién ctia cac kénh calei trén bé mit té bao va bom calei thong qua lign
k&t véi tidu don vi 625, dong vai trd trong chite niing ciia cée keénh calei cdng dién thé trong hé than

9/15



https://trungtamthuoc.com/

HUGONG DAN SU DUNG THUOC
Vién nén phén tdn trong mi¢ng

Ry OPZIG OD
Thude nay chi ding “P¢ xa tam tay tré em”
theo dom thude “Poc k¥ hudng dan sir dyng trude khi diing”

kinh trung wong, {rc ché glutamat va cic hoat chét khic. Thude duge cho 14 Gic ché syr g|a| phong chat
din truyén than kinh. Hon nita, tic dyng giam dau ctia plef:,ab&llll cling lién quan dén con duémg
noradrenalin va serotonin ctia hé théng kiém soét con dau giam dan.

13. Péc tinh duge djng hoc

Ndng @§ thude trong méu

Liéu duy nhét

Khi cho ngudi trudng thanh khoe manh ¢ Nhét Bén sir dung pregabalin & cée lidu 50, 100, 200, 250

vit 300 mg (mdi mirc lidu uﬁng 6 Iﬁn) trong tinh trang d6i, C,.. dat duge khoang 1 gmr sau khi u{:ng
thudc va Ty, khoang 6 gidr. Cy,.c va AUC,., gia tang theo ty 1§ lidu trong khoang lidu téi da 300 mg.

Lidu [ o y | AUC,.., T CL/F V4/F Ae

g (mg) | (mg/mL) | (gid) | (mg*gid/mL) | (gid) (L/git) (L) (%)
\

50 2,03 0,67 10,7 5,98 4,72 40,6 83,9

(0,40) (0,26) (1.1 (0,65) (0,44) (4.9) (54)

(00 3,56 0,75 204 5,66 4,93 40,3 95,0

(0,67) (0,27) (1,3) (0,59) (0,35) (6,4) (2.7)

200 6,35 1,00 43,2 593 4,64 39,7 91,8

(0,73) 0,32) (3.0) (0,32) (0,32) (2,7 (2,6)

a0 7.18 1,17 49,2 5,57 5,15 41,0 95,6

(1,43) (0,52) (6,1) (0,72) (0,61) (3,8) (4,4)

300 8,25 1,08 61,7 5,80 491 40,9 97,7

(1,36) (0,38) (6,3) (0,62) (0,52) (4,3) (7.3)

Uéng thudc lic bung déi, mdi mire lidu ding cho 6 bénh nhén, gi tri trung binh (d6 1¢ch chuén)
C e NOng do thudc 15i da trong huyét tuong.
Tonax: Thoi gian dat ndng do i da trong huyét tuong,
( AUG,...: Nong d¢ thudc trong huyét trong - dién tich dudi dudng cong.
Ty2: Thoi gian ban thai cta thude trong huyét tuong.
CL/F: Dé thanh thai bidu kién ciia toan bg co thé.
V4/F: Thé tich phan b6 biéu kién
Ae (%): Tdc do bai tiét qua nude tiéu cia thude dang khéng chuyén héa dat toi da la 60 gio sau khi
udng lidu duy nhat.
Udng nhiu liéu lap lai
Khi cho ngudi truong thanh khoe manh Nhit Ban ubng pregabalin lidu 130 hodc 300 mg, 2 Ian.fngély

trong 7 ngay, trang thdi 6n dinh dat dwoc trong vong 24 — 48 gitr sau khi uéng thude, va T ldn lucrt
la 5,95 va 6,31 gid, dat duge vio ngay thir 7 sau khi udng thude. AUCy.y; vao ngay thir 7 sau udng

thudc gip 1,4 lan so v&i ngdy thir | udng thudc.
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HUGNG DAN SUDUNG THUOC
Yién nén phén tin trong mi¢éng

OPZIG OD

“Pé xa tam tay tré em”
“Boc k§ hudng dén sir dung trude khi ding”

Thude ndy chi dang
theo don thude

Coax (pg/mL) Tomax (i0) AUC).1; (pg*gid/mL) Ty (gi0)
Ngay | | Ngay7 | Ngay 1 | Ngdy 7 | Ngay | | Ngay 7 Ngay 1 | Ngay7
150 mg 436 | 624 | 09 09 | 218 30,7 5,11 5,95
@ lhn/mgdy) | (0,68) | (079 | (04 | 05 | (D (2,9) 0,75) | (0.46)
300 mg 8,73 10,5 1.6 16 | 41,9 58,7 5,40 631
@Manngdy) | 25 | @24 | .0 | 08 | 7.4 (11,4) (0,94 | (0,58)

Gid trj trung binh (d 1éch chudn), trong méi 7 trudmg hop.
Tuong duong sinh hoc

Cho 24 ngudi truong thanh khée manh Nhit Ban uéng ldn lugt vién nén phan tdn trong miéng
pregabalin (150 mg) va vién nang pregabalin (150 mg) mdi 24 gid, luc byung ¢6i. Ndng d6 thude trong
huyét tuong va céc thong s6 duoe dong hoc duge trinh bay bén dudi. Da xde nhan duge vién nén phin
tén trong miéng va vién nang 6 sinh kha dung tuong dueng nhau khi udng véi nude va khong kém

nuée,

Dang bao ché va AUC, )
j &

libu diing Coone (mg/mL) (mg*gid/mL) Toax (810) vz (810)

Vién nén phin

tdn trong miéng 5,794 31,180 1,00 5,955

150 mg (khéng (1,180) (4.958) (0,333-2,50) (0,679)

udng kém nuéc)

Vién nén phén

tin trong miéng 5,793 31,410 0,500 6,008

150 mg (ubng (1,421) (4,560) (0,333-1,50) (0,698)

kém nuéc)

Pregabalin yien 5,787 31,690 0,875 6,036

nang 150 mg 0500300 0

(ubng kém nwée) (1,231 (4,477) (0,500-2,00) (0,698)

Trung binh cong (dd [éch chuén), T,uax dat trung vi (min-max), 24 truong hop.

AUC;: Dién tich dudi dudbng cong fugng trung cho luong thude vao duge vong tuan hoan & dang con
hoat tinh sau mdt thoi gian t.

Mirc dé hoa tan clia vién nén phdn tdn trong miéng 150 mg tuong tur v4i vién nén phin tan trong
miéng 25 mg va vién nén phén tén trong miéng 75 mg, nhimg thudc nay duoce cho 12 trong duong vé
sinh kha dung,

Anh hwéng ciia thic fin

Khi sir dyng liéu pregabalin 150 mg duy nhét lic doi va sau bita an cho 19 ngudi trudng thanh khoe
manh & Nhat Ban, C, . ldn luot 14 4,95 va 3,22 ng/mL, Tuw lan lugt 1a 0,947 va 3,37 gidr, AUCs lin
lwot 1a 31,2 va 28,8 pg*gio/mL. Sau bita @n, Cy. giam xudng khoang 35% va Tpa tdng khodng 2,4
gitr, nhung AUCg 45 gidm khoéng 8%.
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HUONG DAN SU DUNG THUOC
Vién nén phin tin trong miéng

Ry OPZIG OD
Thude ndy chi ding “Dé xa tam tay tré em”
theo don thudc “Pgc ky hudng ddn st dung trude khi diing”
Phin bd

Khi cho ngudi truémg thanh khée manh Nhat Ban udng liéu duy nhat pregabalin 50, 100, 200, 250 va
300 mg (mdi khoang lidu ubng 6 lan) lic doi, thé tich phan bd biéu kién (V4F) khoang 40 L.
Pregabalin dugc chuyén vdo cdc té bao mdu, va ty 1é ciia ndng dé thudc trong mau toan phén trén
nong dé thude trong huyét twong 1a 0,76. Pregabalin lién két vt it véi protein huyét twong tai néng dd
0,1-20 pg/mL (thir nghié¢m in vitro).
Chuyén héa
Pregabalin duge chuyén héa rat it. Sau khi ding 100 mg "“C-pregabalin (107,9 uCi) cho ngudi trurimg
thanh khoe manh (6 ngudi nudc ngoai), thu duge khoang 99% lugng phéng xa trong nude tiéu dudi
dang khong chuyén héa, Din xudt N-methyl, mot chit chuyén héa chinh cia pregabalin, duge tai thu
hdi khoang 0,9% liéu udng trong nuéc tidu. Trong mét thir nghiém in vitre, ndng dd pregabalin
( 159 pg/mL (khodng 10 lin Cpax & trang thdi 6n dinh 1 mM, 600 mg/ngiy) khéng ghi nhin duge sy i
ché CYPLA2, CYP2A6, CYP2CY9, CYP2C19, CYP2D6, CYP2E! va CYP3A4,

Thai trix

CL/F 14 4,64-5,15 L/gitr sau khi dimg liéu duy nhdt pregabalin 50, 100, 200, 250 va 300 mg (mdi
khoang liéu udng 6 14n) cho nhimg ngudi trudng thanh khoe manh Nhit Bén Itc bung déi. Tée do bai
tiét trong nudc tiéu khodng 83,9-97,7%.

Tuwong tic thude (dir ligu trén ngudi nude ngoai)

Thude duge bai tiét chu yéu trong nudc tidu dudi dang khong chuyén héa, va hiu nhu khéng dugc
chuyén héa & ngudi, khéng lién két véi protein huyét twong. Do d6, pregabalin dudmg nhur khong gdy
tuong tic véi cac thude khic,

Gabapeniin

Lién quan dén twong téc gitra pregabalin va gabapentin, mét nghién cttu trén 11 ngudi trudng thanh
khoe manh sir dung lidu duy nhét pregabalin 100 mg va gabapentin 300 mg, vi trén 18 ngudi trudng
thanh khde manh dugce udng Iap lai lidu pregabalin 100 mg va gabapentin 400 mg (khoang céch giira
cdc lidu udng 12 8 gidy) va tién hanh kidm tra. Két qua I3, duge dong hoc clia gabapentin khong bi thay
dbi khi sir dung ddng thasi voi pregabalin & ca lidu duy nhét 1 liéu Iip lai. Bén canh dé, téc do hip thu
clia pregabalin bj giam nhe khi sit dung ddng thoi vdi gabapentin, nimg khéng anh hudmg Ién lugng
thude duoce hép thu.

Thuée trénh thai dweng udng (hén hop ciia norethindron acetat va ethinyl estradiol)

Thube tranh thai dudng udng (hdn hep ctia norethindron acetat 1 mg va ethinyl estradiol 0,035 mg, |
ldn/ngdy) va pregabalin (200 mg x 3 ldn/ngdy) da dugc sit dung phdi hop & 16 phy nit khée manh,
C,.ax CUa norethindron trong qua trinh str dyng phdi hop thudc thi khong déi so véi khi khéng sit dung
phdi hop thude, AUC,.,, cia norethindron khi sir dung phéi hop vai pregabalin ting 16% so véi khi
khong sir dung phdi hgp véi pregabalin, pregabalin khong anh huong dén duge dong hoc clia
norethindron. Cpac v& AUCy.24 cta ethinyl estradiol khi sir dung phdi hop pregabalin lan lugt cao hon
5% va 14% so vai khi khéng sir dung phéi hgp véi pregabalin, Pregabalin khéng anh huong dén duoc
ddng hoc cuia ethinyl estradiol. Bén canh d6, cde thude tranh thai dudng udng khong énh hudng dén
ndng dg trong huyét thanh ciia pregabalin (ndng o ddy).

Lorazepam
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HUONG DAN SU DUNG THUOC
Vién nén phéin tén trong miéng

Ry OPZIG OD
Thude nay chi ding “D)é xa tdm tay tré em”
theo dom thude “Poc ki hudng dén sir dung trude khi dang”

0 12 ngudi truong thanh khoe manh, Cy. va AUC,, clia lorazepam sau khi sit dung lorazepam 1 mg
phéi hep voi cde lidu udng 1ap lai pregabalin (300 mg x 2 lan/ngay) 1n luot tang 6% va 8% so véi khi
khang phéi hop vdi pregabalin. Pregabalin khng énh huémg Ién duge dong hoc cia lorazepam. Cu
va AUC,,; cia pregabalin khi sir dung phéi hgp lorazepam lan ot cao hon 2% va thép hon 1,8% so
v6i khi khéng phdi hop vdi lorazepam. Lorazepam khéng anh hudng dén duge déng hee cia
pregabalin. Khi sit dung phdi hgp lorazepam va pregabalin, toc dd phan img va téc dd trd 1&i cau hoi
trong chitc ndng vin ddng thé va chitc ning nhan thirc dudng nhu giam hon so véi khi sir dung riéng
¢ timg thudc.

Oxycadan

Sau khi str dung pregabalin (300 mg x 2 lan/ngay) lap lai phdi hop véi oxycodon (10 mg) ¢ 12 ngudi
trudng thanh khoe manh, C,,, va AUC,., ciia oxycodon khi str dung phdi hop vai pregabalin giam lin
lugt 1,1% va 9,5% so vai khi khéng sit dung phéi hop véi pregabalin. Pregabalin khong énh hudng
dén duge dgng hoe ctia oxycodon. C,,,. ctia pregabalin khi str dung phdi hop véi oxycodon giam 4,5%
so vai khi khang sir dung phdi hop véi oxycodon, nhumg gid tri AUC, > thi trong tur nhau. Oxycodon
khdng anh hudng dén duge dong hoc clia pregabalin, Khi str dyng phdi hop pregabalin va oxycodon,
the 46 phan (mg va toc d6 tra 151 cdu hoi trong chirc nang vin dong thé va chirc nang nhén thic cb
khuynh hudng giam so véi khi str dung riéng 1€ tirg thude.

Ethanol
Sau khi sir dung pregabalin (300 mg x 2 lan/ngay) lap lai phdi hgp vdi ethanol (0,7 g/kg) & 13 ngudi
trudng thanh khoe manh, Co. va AUC,... cta ethanol khi sit dung phdi hop voi pregabalin giam lan
luot 12 8,9% va 9,6% so vdi khi khéng phdi hop véi pregabalin. Pregabalin khong anh huéng dén
dugc dong hoc cua ethanol, Cy,. vad AUC.; clia pregabalin khi sir dung phéi hop véi ethanol ln luot
cao hon 21% va 1% so vdi khi khong phéi hogp vdi ethanol, sy khac bigt nay khdng duge cho laco y
nghia 1am sang, Khi sir dung phdi hop pregabalin va ethanol, téc d6 phan img va tée d6 tra 161 clu hoi
trong chitc nang vin ddng thd va chic ndng nhin thic ¢d khuynh hudng giam so véi khi sir dung
riéng 1é timg thude.
Phenytoin

( Nong do pregabalin trong huyét twong (ndng dg ddy) sau khi udng Kip lai pregabalin (200 mg x 3
lAn/ngay) phéi hop véi phenytoin cho 10 bénh nhén truéng thanh bi déng kinh cuc b duge didu tri
didu do bing phenytoin 1a khong bi anh hudng. Phenytoin khéng anh huéng dén duge dong hoc cla
pregabalin.

Carbamazepin

Khi sir dung lap lai pregabalin (200 mg x 3 lan/ngdy) & 12 bénh nhén truéng thanh bi déng kinh va
dang dugc don tri bing carbamazepin, pregabalin cho thiy ring viéc st dung phdi hop véi
carbamzepin va céc chat chuyén héa (dang 10,11- epoxid) khong lam &nh hwéng dén néng do trong
huyét twong (ndng d day) cua carbamazepin. Carbamazepin khong anh huéng dén duge déng hoc
ctia pregabalin.

Acid valproic

Khi dimg liéu 1ap lai pregabalin (200 mg x 3 ldn/ngdy) & 12 bénh nhan trudng thanh bi dong kinh
duge don tri bing acid valproic, pregabalin lam gia tang ndng do huyét tuong (ndng do ddy) ciia acid
valproic. Acid valproic khéng anh huong dén duge dgng hoc ciia pregabalin,
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Lamotrigin

Viée ding lidu l&p lai pregabalin (200 mg x 3 lin/ngdy) & 12 bénh nhan truong thanh bj dong kinh
duge don trj bing lamotrigin, khong dnh huémg dén néng do huyét twong (ndng do ddy) cia
lamotrigin. Lamotrigin khong anh hudng dén duge dgng hoc ctia pregabalin.

Bénh nhén cao tubi

Sau khi sir dung lidu duy nhét 100 mg pregabalin cho 6 ngudi cao tudi khoe manh & Nhat Ban tir 67
dén 78 tudi, T, 12 1,4 gitr va Ty 1a 6,32 gidr. AUC,., va Ty; cé kKhuynh huéng gia ting nhe va kéo
dai so vdi khi udng liéu duy nhat pregabalin 100 mg che nhimg ngudi tré tuéi khoe manh.

(n(g:a‘mL ) T (810) (;.;:igj;; L) Tia (10) (.I.fJL;)flit)
( Ngudi cao tudi 3,24 L4 - 26,6 0,32 3,82
khée manh (0,55) (0,5) (4.3) (0,82) (0,65
Ngudi tré tubi 3,56 0,75 20,4 5,66 4,93
khée manh (0,67) (0,27) (1,3) (0,59) (0,35)
Uéng thude lic bung déi, méi nhom cé 6 dbi tegng duge tién hanh thi nghiém, gid trj trung binh (d§

léch chudn)

Bénh nhén bj suy than

D lidgu trén ngwdi nude ngodi

Khi sir dung lidu duy nhét pregabalin 50 mg cho 26 déi twgng véi cdc chirc ning than khéc nhau, cho
thﬁy tinh trang kéo dai T, va ting AUC,.,, khi chitc nang thdn bi suy giam. CL/F va dd thanh thai
than (CLr) ty 1€ vé6i do thanh thai creatinin.

P§ thanh thai s Toax (8i0) |  AUCo.. Ty (gidY) CL/F CLr
creatinin (ng/mL) (ng*gid/mL) (mL/phiit) | (mL/phiit)
> 60 mL/phiit (n=11) 1,86 1,00 15,9 9,11 56,5 44,9
( (0,39) (0,224) (4.4) (2,83) (17,6) (23.6)
>30 - <60 mL/phiit 1,53 1,29 28,2 16,7 30,6 15,4
(n=7) (0,29) (0,393) (5,0) 4,1) (1,3) (7.7)
> 15 - <30 mL/phiit 1,9 1,93 523 25,0 16,7 9,23
(n=7) (0,62) (1,48) (11,7) (6,7) (3,9) (3.37)
<15 mL/phiit (n=1) 1,69 1,00 101 48,7 8,30 430

Liéu: 50 mg (liéu duy nhét), gid tri trung binh (d¢ l&ch chu?m)
CLr (renal clearance): dg thanh thai than
Dit liéu trén ngwdi Nhét Ban (Phén tich duge déng hoc quén thé)

838 déi tuong (bao gém 474 ngudi Nhat Ban: 70 ngudi khde manh, 26 bénh nhan bj dau sau herpes,
154 bénh nhan bj dau lién quan dén bénh thin kinh ngoai bién do dai thdo dudmg va 224 bénh nhén bi
dau co xo héa). Theo két qua phén tich duge dong hoe quén thé, mé hinh duge dong hoe mdt ngan ké
ci he'ip thu bac nhat da dugc thyc hign, do thanh thai creatinin (CLcr) 14 dong bién so véi CL/F va cén
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HUONG DAN SU DUNG THUOC
Yién nén phén tin trong miéng

Ry OPZIG OD
Thude nay chi ding “pé xa_lﬁm tay tré em”
theo don thude “Poe k§ huéng dén sir dung truée khi ding”

ning Iy tuong, V/F, BMI, gidi tinh, tudi téc 83 duge xde dinh; nhimg CLer va CL/F duge cho 1 yéu
16 anh huong dén duge ddng hoc ctia pregabalin. O nhitng b¢nh nhén bj rbi logn chire néng thin, CL/F
ctia pregabalin giam do giam CLer, vi vy cén giam lidu ¢ nhimg bénh nhan ndy. Trong s bénh nhan
Nhat Ban bj dau lién quan bénh than kinh ngoai bién do dai thao duong, khi uéng pregabalin 150 mg
x 2 ldn/ngdy (téng liéu 300 mg/ngiy) cho nhimg bénh nhin ¢6 CLer > 30 - < 60 mL/phit, gi trj ¢
thanh thai wde tinh theo mé hinh AUC.» (AUCy.125) & trang thai on dinh tuong duong véi dg thanh
thai khi ding lap lidu pregabalin 300 mg x 2 ldn/ngdy (600 mg/ngay) cho bénh nhén cé CLer > 60
mL/phit, B9 thanh thai pregabalin & bénh nhin cé CLer > 30 - < 60 mL/phit bing mot nira so voi do
thanh thai thude & bénh nhén ¢6 CLer = 60 mL/pht.

D{ thanh thai K AUCq. 24 ,
creatinin i (pg*gid/mL) CPJF (ml..fphut_)' B
' 60 mL/phit (n=31) | 300 mg (2 lAn/nga ! e
> 60 mL/phiit (n= m n
B ) 85,7 31,1
230 —<00mLphML | o 2 Mg
(n=14) (22,6) (8,11)

Gi4 trj trung binh (d6 léch chudn)
Bénh nhén trai qua thim phin méu (dir liéu trén ngudi nwde ngoii)

Sau khi sir dung lidu duy nhit 50 mg pregabalin cho 12 déi tugng dang dugc thim phan méu, ndng dg
pregabalin trong huyét trong gidm xudng khoang 50% sau 4 gid thdm phén mau. D§ thanh thai thim

phan mau tai thoi diém d6 [a 192 mL/phit.

Phy nir cho con bi (dir li€u trén ngudi nwée ngoii)

Khi sir dung pregabalin mdi 12 gi& (300 mg/ngay) cho phy nit dang cho con by, ¢ giai doan sau sinh
tir 12 tudn trd 1én, pregabalin duge chuyén vao sita me voi nong dd 6n dinh trung binh khoang 76% so
véi ndng do trong huyét tuong ciia me. Gia sir lugng sira trung binh tré so sinh uéng la 150
mL/kg/ngiy, mitc phoi nhiém trung binh hang ngdy ctia pregabalin déi voi tré so sinh duoc ude tinh
14 0,31 mg/kg/ngay (khoang 7% liéu ciia me, tinh theo mg/kg).

14. Quy cédch ddng gbi

Vi Al-AL Hoép 3 vix 10 vién.

15, Piéu kién bio quan: Noi khé mat, nhiét ¢ khéng qué 30°C, trinh dnh séng.

16. Han ditng: 36 thang k& tir ngay san xuat.

17. Tiéu chuan chit lwgng ciia thude: Tiéu chudn co s&

18. Tén, dia chi co s& san xuit thube

CONG TY CO PHAN THUONG MAI DUQC PHAM QUANG MINH

Bia chi: S6 4A, dudng Ld Lu, phudng Trudmg Thanh, Quén 9, TP.HCM.

bién thoai: 028.373.00.167

Fax:028.373.011.03
Thanh pho Ho Chi Minh, ngay O thing Q. nim 2020
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