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Cler < 15 ml/phat: Bét ddu 25 mg/ngay, tdi da 75 mg/ngay; ding 1 1in duy nhét.
Bénh nhin thﬁm phan méu cin dugc nhén thém mot lieu bd sung tir 25 — 100 mg pregabalm
moi budi tham phan kéo dai 4 gio.

_ > can phe b

6. Khl nﬁo khéng nén dung thude nay:

Man cam véi thude vivhodc bt cir thanh phin nio cia thude.

7. Tac dung khdng mong mudn (ADR):

Tén sudt giip ADR c6 thé bj anh hudng bai liéu diing hogc cac liéu phap phéi hop. Trong céc thir

nghiém vé dong kinh, ADR thudng xdy ra nhiéu hon so véi diéu tri dau. Sau déy la cac ADR c6

trén ca 2 thir nghiém:

Thuong gap, ADR > 10/100

- Tim mach: Phii ngoai vi.

- TKTW: Chéng mat, ngii ga, mét diéu van, dau dau.

- Hé tiéu héa: Tang can, khé miéng.

- H¢ co — xuong: Run co.

- Mat: Nhin mo, song thi.

- Khac: Nhiém khudn.

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

- Tim mach: Dau nguec, phu.

- TKTW: Viém day thﬂn kinh, suy nght bit thudmg, mét méi, 10 1n, sang khodi, rdi loan ngdn
ngr, roi loan chi ¥, mat phon hgp dng tac, mét/giam tri nhd, dau, chéng mit, cam gidc bat
thuong/giam cam gidc, lo ling, trdm cam, mét dinh huéng, ngd ljm, sot, mét nhén cach, ting
truong lue co, trang thai li bi, siig s& hodc kich dong.

- Da: Phi mit, vét tham tim, ngira, V

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

- Da day — ru(';-t: Téo bén, thém #n, ddy hoi, ndn, dau bung, viém da day — rubt.

- Sinh duc - tiét niéu: Tiéu nhiéu va tiéu khéng tu chi, mat khoai cam, giam tinh dyc.

- Méau: Giam tléu céu.

- Co - xuong: R6i loan thing bing, déng di bat thudng, yéu co, dau khép, co thét co, gidt run co,
dj cam, tang CPK, chudt rut, dau co, nhuge co.

- Mit: Rél loan thi gidc, giam thi lyc, rung giat nhain cdu, viém két mac.

- Tai: Giam thinh lyec.

- Hb hép: Viém xoang, khé thé, viém phé quan, viém hong — thanh quan.

- Khéc Hoi chirng gia ciim, phan tng dj (mg.

Hiém gap, ADR < 1/100

- Ap—xe, suy thén cép, 1é thudc thube (hiém gdp), kich déng, albumin ni¢u, phan img phan v¢,
thiéu mau, phit mach, r6i loan ngdn ngit, viém da day.

 Huémg din cach xir tri |

= - -



https://trungtamthuoc.com/

-

TOPGALIN 75

Pregabalin 75 mg
Thudc ké don

Doc ky hwdng din sik dung triede khi ding
A xa tim tay tré em
g 'i-ﬁoﬁc sy hojic duwge 57 nhitng tdc dung khdng mong mudn gdp phii khi sir dung thube
Hf WIS HONG TIN THUOC CHO BENH NHAN

’ ‘pﬂ.ﬁmm “sa;ﬁg da thube:
M?i vién hang.ct i
Progabalin NG RS v ovsivisiesissiess assssnsa 75 mg
T4 duge: Lactose monohydrat, Tinh bt ngd, Aerosil (colloidal silicon dioxyd), Polyvinyl
pyrrolidon (PVP) K30, Magnesi stearat, Natri starch glycolat.
2. Mo ta sén phém Vién nang cing.
3. Quy cach dong géi:

- Vi 10 vién nang cimg.

- Hop 3 vi; 5 vivahp 10 vi.

- Chai 50 vién, 100 vién va 200 vién.
4. Thube diing cho bénh gi:
- Phéi hop cling cc thube chdng co giat d& didu tri déng kinh cyc bd & ngudi lon.
- Réi loan lo 4u lan toa.
- Pau do nguyén nhén thdn kinh: Viém déy than kinh ngoai vi do déi thio dudmg, dau than kinh

sau herpes.
- Pau co do xo héa.
5, Nén diing thudc nay nhu thé nao va liéu legng:
TOPGALIN 75 duge ding bing dudmg udng. Co thé diing ciing hodc khéng cing véi thirc in
. ﬂ:éu tri bf5 trg dpng kinh cuc bj:
Liéu khoi ddu 14 150 mg mdi ngdy, sau d6 ting dén lidu 1én sau mdi tudin tiy theo dap (mg, téi
300 mg/ngay rdi 600 mg/ngay.
- Réi loan lo du lan téa: '
Liéu khoi dau la 150 mg mdi ngay, c6 thé ting dan liéu sau mdi tuan v6i khodn ﬁlﬁh}in/g licu
150 mg t6i lidu téi da 12 600 mg mdi ngay. 8\
- Pau do vfém day th&n kinh, dau sau Herpes.
Ngudi 16n: Liéu khuyén céo: 150-300 mg/ngéy, chia 1am 2 - 3 1an.
LI%I.I khai dﬁu 150 mg, c6 thé ting tdi 3[]0 rng/ngﬁy trong vong 1 tudn, thy theo hiéu qua va sy
dung nap. Néu van khéng dd sau 2 — 4 tuan diéu trj véi liéu 300 mg/ngay, co the tang tdi liéu 600
mg/ngay chialam 2 -3 | Lléu vuot qua 300 mg/ngéy chi danh cho ngudi vin dau va dung nap
duge liéu 300 mg/ngay, vi tiém nang nhiéu ADR do liéu cao.
- Pau ddy thin kinh do ddi thdo dwing:
Ngudi 16n : lidu khoi ddu 150 mg/ngay, chia lam 3 Ian ; lidu ¢6 thé ting trong 1 tudn t6i lidu tdi
da khuyen c40 300 mg/ngay chia lam 3 an. Tang thém l1eu khéng ting thém lgi ich, nhung thém
nhiéu ADR.
- Bau co do xo hoa:
Lidu khoi ddu 150 mg/ngdy, ting 1én sau | tudn tiy theo ddp (mg t&i 300 mg/ngay rdi 450
mg/ngay néu thdy cin thiét.
Su;v than
Can chinh liéu theo Cler, cu thé nhur sau:
Cler 30 — dudi 60 ml/pht: Bét dau 75 mg/ngay, tbi da 300 mg/ngay; chia 2 — 3 lan.
Cler IS dudi 30 ml/phut: Bét dau 25 - 50 mg/ngay, tdi da 150 mg/ngay; chia 2 hodc ding 1 lan
duy nht.
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8. N dung nhirng thuoc hodc thye phim gi khi dang sir dung thuoc nay:
Pregabalin lam ting ndng dd/tic dung ciia rugu, thudc uéng chdng dai thio dudong nhom
thiazolidinedion, thuéc irc ché than kinh trung wong, methotrimeprazin, céc thube (e ché thu
héi serotonin chon Ioc.
Néng dd/tac dung cia pregabalin dugc ting 1én béi droperidol, hydroxyzin, methotrimeprazin.
Nong do va tic dung cla pregabalin bi giam di boi ketorolac, ketorolac (nhé mili), ketorolac
~ (dudng toan than), mefloquin.
9, Cén lam gi khi m{t ldn quén khong ding thubc:
Ubng ngay 1 lidu khi ban nh¢ ra minh d& quén uéng thubc. Nhung néu thei gian nhé ra gén lidu
ké tiép thi b lidu d& quén va udng nhu theo thoi gian quy dinh.
10. Cén bio quén thuc nay nhw thé nao:
Béo quan thubc & noi khd, thodng, nhiét do dudi 30°C, trénh dnh sang.
11. Nhimg dfiu hi¢u va tri¢u chimg khi ding thuc qua liéu:
Kinh nghiém qua liéu pregabalin con it. Ding lidu pregabalin cao nhit duge bdo cdo 1a 800 mg

khong thiy hiu qué déng ké nao vé 1am sang. -
Xie tri: Khﬁng c6 thudc gidi doc dac hidu. Néu c6 chi dinh, giy nén hodc rira da day, duy tri .
dudmg thé néu cin. Piéu tri triéu ching, hd trg. Thim phin mau néu co chi dinh (loai bo N

pregabalin khoang 50% trong 4 gid).
12. Cin phai lam gi khi ding thube qua liéu khuyén céo:
Hiy bado ngay cho béc sy hodc tdi phong cdp ciru ciia bénh vién gan nhat. Hiy mang theo hp

thudc. \\_/ K
13. Nhirng diu cin thin trong khi dung thube nay: ! -
Phai than trong khi ding pregabalin vi ¢6 thé gy phi ngoai bién. Khi phdi hgp pregabalin véi

~ thiazolidinedion (thudc chéng déi thio dudmg) cé nguy co ting trong lugng co thé va phi cao

hon so vdi khi ding pregabalin don dbc. e
Pregabalin gy ting trong lugng co thé lién quan dén lidu va thai gian ding thude; tuy nhién 65¢
tang cin khong lién quan dén chi sb khéi lugng co thé (BMI) trude khi diéu tri, gidi tinh, hofic ]
tudi, va ciing khéng do phii. Ngoai ra, pregabalin khéng lam mét kiém soat glucose huyét. 6

D61 v6i ngudi bénh da c6 bénh tim tir trude, phai than trong khi ding thube vi cé thé ting nguy 1EMN
co gdy suy tim. ' RN
Pregabalin ¢6 thé lam ting CPK va c6 thé gdy globin co — niéu kich phéat (méc du hiém gip).

Bénh nhén cdn théng bdo véi bac si khi ¢6 dau, yéu co, ting nhay cam dau, dic biét khi c6 kém =

theo sét v/hodic mét méi, khé chju. Phai ngimg thubc khi ¢6 biéu hi¢n ctia bénh co. —
Chn ngimg tir tir va gidm lidu pregabalin trong it nhdt 1 tun truée khi ngimg thude dé tranh sy

tang tan suat dong kinh nhu ddi vai cac thube co gidt néi chung.

CAn thén trong véi cdc bénh nhan ¢6 tién sir nghién thube. Theo ddi cdc ddu hidu lam dung thude

nhu nhom thude, xu hudng tang liéu hay hanh vi tim kiém thuéc).

L e
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Thubc ¢6 chira lactose. Néu ban duge bac s§ ne
lién hg voi bac sy trée khi ding thuée ny.
Sur dung th uéc cho phy nit cé rha:

Pregabalin chi nén ding khi tiém ning lgi ich cho me 16n hon tiém néng nguy co cho thai. Do
chua cé nghlén clru ddy di va kiém tra t6t & phu nir c6 thai.
Sir dung thudc cho phu nir cho con bii

Chura 15 thube cé qua dugce sira me ha.;-r khong. Nén thédn trgng khi diing cho phu nit cho con bu.
Céc nghién ciru trén chudt cbng cho thiy pregabalin qua dirge sita.
Anh huwdng khi ldi xe va vin hanh may mdc:

Thube €6 anh hudng dén TKTW bao gdm: Budn ng, chéng mat, ¢6 thé lam giam ca thé chét va
tinh thin ctia bénh nhan, do d6 cin thn trong trén nhitng d6i tugng 14i xe hodic vén hanh may.

14. Khi nao cin tham vﬁn béc s¥, dwge si:

Khi giip phai nhitmg tc dung khdng mong muén khi sir dung thudc va khi ding qué liéu quy
dinh.

“Néu can thém thong tin xin héi y kién bac s¥ hodc dugc si”

15. Han diing ciia thube: 36 thang ké tir ngay san xuét

16. Ngay xem xét sira dabi, ciip nhit lai ndi dung huwéng din sir dung thude: 22/12/17

8. THONG TIN THUOC CHO CAN BOQ Y TE

1. Céc dic tinh dwge lye hoe, duge dong hoe
Duge lue hoc:
Pregabalm 12 mét thude chéng co gidt va giam dau. Prcgabalm ¢6 cAu tric twong tir chét (rc ché
thin kinh trung wong GABA, song khéng gin tryc tiép vdi cac thy thé GABAA, GABAg, hay thy
thé benzodlazepm khong lam tang d4p (mg clia GABA 4, trén dc thy thé than kinh nubdi cdy, cling
khéong lam thay dbi ndng do GABA trén ndo chudt, khong anh hudng dén thu héi cling nhur thodi
gitng GABA. Trén céc té bao than kinh nubi cdy, sir dung lau daipregabalin s& lam ting mat do
céc protein van chuyén va ting téc dd van chuygn GABA. Pregabalin gin véi cdc md thin kinh
trung wong véi 4i lyc cao tai vi tri a2-8 (mét tiéu don vi cta kénh calci phu thude dién thé). Mac
du co ché chinh xéc cua pregabalin chua dugce biét day du, song viée gén véi tiéu don vi 02-8 ¢6
thé lién quan dén téc dung giém dau va chfmg co gidt cha pregabalin./n vitro, pregabalin lam
giam sy giai phong cac chat din truyén than kinh phy thudc calci nhur glutamat, norepinephrin,
peptid lién quan dégn gen diéu hoa calcitonin, va chit P, cé thé théng qua diéu hda chirc nang clia
kénh calci.
Durge ding hc: N
Pregabalin dugc hip thu nhanh chéng & dudng tiéu héa va ndng db ti da dat duge sau khi ubng
la 1,5 gio. Sinh kha dung duémg ubng khoﬂng 90%. Thlrc an lam guim tde do chir khong giam
mirc do hép thu, tuy nhién diéu nay khong cé y nghia vé ldm sang. Nong dé on dinh dat dugc sau
khi ubng 1 — 2 ngay. Pregabalin khéng gin véi protein huyet turong va hdu nhu khong bi chuyén
héa. Khoang 98% dugc dao thai qua than dudi dang khong doi. Nira doi thai trir trung binh 12 6,3
gidr. Pregabalin dugce loai bo qua thim phan mau.
2, Chi dinh;
- th hgp cling cée thude chéng co giat dé didu tri dong kinh cyc bd & nguoi 16n.
- Réi loan lo du lan téa.
- Dau do nguyén nhén than kinh: Viém ddy than kinh ngoai vi do dai théo dudng, dau thin kinh

sau herpes,
- Pau co do xo hoa.
3. Liéu lwong va cich ding:
- Didu tri b6 trg dpng kinh cuc bj:
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Lidu khéi ddu 1a 150 mg mdi ngay, sau d6 ting din lidu 1&n sau mdi tudin tiy theo dép (mg, t6i
300 mg/ngay rdi 600 mg/ngay.

- Réi logn lo du lan téa:

Liéu khoi ddu 12 150 mg m&i ngdy, c6 thé ting din lidu sau m&i tudn véi khoang céch ting lidu
150 mg t6i lidu t6i da la 600 mg mdi ngay.

- Dau do viém ddy thdn kinh, dau sau Herpes:

Ngudi l6m: Liéu khuyén cdo: 150-300 mg/ngay, chia lam 2 - 3 lan.

Liéu khéi ddu 150 mg, c6 thé tang toi 300mg/ngdy trong vong | tudn, thy theo hidu qua va su
dung nap. Néu vén khong d& sau 2 — 4 tudn diéu tri vai liéu 300 mg/ngay, ¢ thé ting tGi liéu 600
mg/ngay chia lam 2 — 3 lan. Lidu vugt qua 300 mg/ngay chi danh cho ngudi vAn dau va dung nap
dugc lidu 300 mg/ngay, vi tiém néing nhidu ADR do liéu cao.

- Dau diy thén kinh do ddi thdo dwong:

Ngudi 16m : liéu khoi ddu 150 mg/ngdy, chia 1am 3 14n ; liéu c6 thé tang trong 1 tudn t6i lidu t6i
da khuyén cdo 300 mg/ngay chia lam 3 lan. Tang thém lidu khong ting thém lgi ich, nhung thém
nhiéu ADR.

- Pau co do xo hoa:

Lidu khoi ddu 150 mg/ngay, ting 1én sau 1 tudn tiy theo dép Umg t6i 300 mg/ngdy rdi 450
mg/ngay néu thiy cin thiégt.

Suy than

Can chinh lidu theo Cler, cu thé nhu sau:

Cler 30 — dudi 60 ml/phit: Bat ddu 75 mg/ngay, toi da 300 mg/ngay; chia 2 — 3 lan.

Cler 15 — duéi 30 ml/phit: Bit ddu 25 - 50 mg/ngay, t6i da 150 mg/ngay; chia 2 hofic ding | l4n
duy nhat.

Cler < 15 ml/phit: Bét diu 25 mg/ngay, ti da 75 mg/ngdy; dung 1 lan duy nhat.

Bénh nhén thim phén mau can dugc nhan thém mot liéu bd sung tir 25 — 100 mg pregabalin ngay
sau mdi budi thdm phén kéo dai 4 gio.

S

O ngudi gia do giam chire nén.

Cdch dung:
TOPGALIN 75 duoc diing bing dudng udng. C6 thédiing ciing hodc khdng ciing véi thire an.

4. Chéng chi djnh:

M3n cam véi thube vavhodc bét ok thanh phén ndo cta thude.

5, Canh bdo va thin trong:

Phai than trong khi diing pregabalin vi c6 thé gdy phii ngoai bién. Khi phéi hop pregabalin voi
thiazolidinedion (thubc chéng dai thdo dudng) c6 nguy co ting trong lugng co thé va phu cao
hon so véi khi diing pregabalin don dgc.

Pregabalin giy ting trong lugng co thé lién quan dén liéu va thoi gian ding thudc; tuy nhién

tng cén khéng lién quan dén chi sé khdi lugng co thé (BMI) trude khi didu tri, gici tinh, hoc
tudi, va ciing khong do phi. Ngoai ra, pregabalin khong lam mét kiém sodt glucose huyet.

D&i véi ngudi bénh da ¢ bénh tim tir trude, phai thin trong khi ding thube vi ¢é thé ting nguy
co gdy suy tim.
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Pregabalin cé thé 1am ting CPK va c6 thé gdy globin co — niéu kich phét (mic du hiém gip).
Bénh nhan céan thoéng béo véi bac s khi ¢o dau, yéu co, ting nhay cam dau, dic biét khi c6 kém
theo sét va/hodic mét moi, khé chju. Phai ngirng thudce khi ¢6 biéu hién ctia bénh co.

Cén ngimg tir tir va giam lidu pregabalin trong {t nhat 1 tudn trrde khi ngimg thudc dé tranh sy
ting tan sudt dong kinh nhur dbi v6i cac thude co gidt ndi chung.

Cn than trong vdi cdc bénh nhén cé tidn sir nghién thudc. Theo ddi cac d4u hidu lam dyng thude
(nhu nhon thudce, xu hudng ting liéu hay hanh vi tim kiém thudc). .

dung thubc nay.

6. Phu nir ¢o thai:

Pregabalin chi nén ding khi tiém ning lgi ich cho me 16n hon tiém ning nguy co cho thai. Do
chua c6 nghién ctru day du va kiém tra tot & phuy nir c6 thai.

7. Thoi ky cho con b:

Chura rd thube c6 qua dugc sita me hay khong. Nén thén trong khi dung cho phu nir cho con bu.
Cée nghién ctru trén chudt cdng cho thdy pregabalin qua dugc sita.

8. Anh hwéng khi lai xe va viin hanh mdy méc:

Thudc ¢6 anh hudng dén TKTW bao gdm: Budn ngu, chéng mit, c6 thé lam giam ca thé chit va
tinh than ctia bénh nhén, do d6 can thin trong trén nhirng doi tugng lai xe hodc van hanh may.

9. Twong tic ciia thube:

Pregabalin lam ting ndng do/tac dyng cta rugu, thudc udng chéng dai thio dudmg nhom
thiazolidinedion, thu6c trc ché than kinh trung wong, methotrimeprazin, cdc thudc trc ché thu hdi
serotonin chon loc.

Nong do/tac dung cua pregabalin dugc tang Ién bai droperidol, hydroxyzin, methotrimeprazin.
Néng d6 va tdc dung cla pregabalin bj giam di bai ketorolac, ketorolac (nhd miii), ketorolac
(dudmg toan than), mefloquin.

10. Téc dung khéng mong mudn (ADR):

Tén sudt gip ADR c6 thé bj anh hudng béi lidu dung hodic cc liéu phap phdi hop. Trong céc thir
nghi¢m vé dong kinh, ADR thudng xay ra nhiéu hon so vdi diéu trj dau. Sau day 1a cac ADR c6
trén ca 2 thir nghiém:

Thweong gap, ADR > 10/100

- Tim mach: Phu ngoai vi.
- TKTW: Chéng mit, ngu ga, mét diéu vén, dau déu. J
- He tiéu héa: Tang cén, khé miéng. N

- Hé co — xuong: Run co.

- Mit: Nhin md, song thj.

- Khéc: Nhiém khuén.

It gap, 1/100 < ADR < 10/100 .

- Tim mach: Pau nguc, phu.

- TKTW: Viém day than kinh, suy nghi bt thung, mét moi, la I4n, sang khodi, réi loan ngdn
ngit, roi loan chi ¥, mét phéi hop dong tac, mét/giam tri nhd, dau, chéng mit, cam gidc bt
thudmg/giam cam gidc, lo ling, trdm cam, mét dinh hudng, ngi ljm, sét, mAt nhan céch, ting
treong lyc co, trang théi li bi, siing s hogic kich dong.

- Da: Phit mjt, vét tham tim, ngra.

- Noi tiét va chuyén héa: U dich, gidm glucose huyét.

- Da day — ruft: Téo bén, thém an, ddy hoi, nén, dau bung, viém da day — rudt.

- Sinh dyc - tiét ni¢u: Tiéu nhiéu va tiéu khong ty chu, mAt khodi cam, giam tinh duc,

- Mau: Giam tiéu cau.
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- Co — xuong: Ri logn thang bing, déng di bét thuong, yéu co, dau khép, co thit co, gidt run co,

" dj cam, tang CPK, chudt rit, dau co, nhuge co.

- Mit: Réi loan thi gic, giam thj lyc, rung giat nhan cdu, viém két mac.

- Tai: Giam thinh lyc.

- H6 hdp: Viém xoang, kho thd, viém phé quan, viém hong — thanh quén.

- Khdc: Hi chimg gia cim, phan img dj ing.

Hiém gap, ADR < 1/100

- Ap-xe, suy than cép, 1& thugc thubc (hiém gip), kich dong, albumin niéu, phan img phan vé,
thiéu mau, phit mach, rdi loan ngén ngi, viém da day.

Huwéng din cach xir tri ADR

11. Qua liéu va cach xir tri:

Kinh nghiém qua lidu pregabalin con it. Ding liéu pregabalin cao nhat duge béo céo la 800 mg
khéng thdy hdu qua déng ké ndo vé lam sang.

Xir tri: Khong cd thube giai djc dic higu. Néu ¢6 chi dinh, gy ndn hofic rira da day, duy tri
dudng thés ngu can. Didu trj triéu chimg, hd trg. Thim phin méu néu co chi dinh (loai bo

pregabalin khoang 50% trong 4 gi0). V

Tén, dia chi ciia co' s& san xuit:
CONG TY TNHH US PHARMA USA
L6 B1 — 10, Pudng D2, Khu cdng nghiép Tay Bc Cii Chi — TP. Hd Chi Minh — Viét Nam.
~ Moi thic mdc va thong tin chi tiét, xin lién hé s6 di¢n thoai 028-37908860

US PHARMA USA
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