https://trungtamthuoc.com/

,(u(/ Afe—

A —T =Htf 1! I 1t I <o

BOYTE | ©¢ 8 Syxi Sz i T8 T3 &
CUC QUANLY Dl-*o‘c.gg =¥ % mé; =% i 24 B

5 sk s = el RN e

PAPHEDUYEEE £l £j Sl =2H =

L

TN = e i3 AE it

Landau..:f........:frg....3215.:.§_§§ zi%i = 113 Ams = &
N vniii otnii) it L :

R x THUGC BAN THEO DON o
. 8
Sumatriptan =¥
o p—f -]
-
Sumatriptan Succinat tudng Uing véi Sumatriptan ... 50mg -E; g
HHTAFHAR \ Hop 6 vix 10 vién nén N s
Thisnds piuin- M vién nén chulr B xa tim tey tré am.
Sumatriptan Sucdinat TUong Ung vii Sumatriptan . 50mg Bociof hadwg din s dyng truc khi ding
B Vv S0t ta CTY P DUGC Poiat HA TAY
O dih, Ching chi B, Cich dhing- Lids diing vi ci thing Tf““,"‘,ln'ﬂ,,""f“'mm'mm
tim kb Xern tiy huiding diin sl dung thusc kim thea, SE16 5K LotNo)
Blo quiin: Mol khd, nhai 85 duck 30°C Py X (Mig Date) :
Tidw divadins dop dyge USP 34 HD (EpDate)

R x PRESCRIPTION ONLY

Sumatriptan
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b eurong ueydiaewng

&
=1
8
2
8
-

uejdinewng

Bugg

HATAPHAR
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Huwdng din siv dung thubc COPHAN  |=
Thuoc ban theo don
SUMATRIPTAN

DUCC PHAM /=

* DANG THUOC: Vién nén.
* QUI CACH BONG GOI: Hop 6 vi x 10 vién. Kém theo 10 hudng dan sir dung thude.
* Cong thirc bao ché cho 1 don vi (1 vién) thanh pham: MJi vién nén chira:

Sumatriptan Succinat  fwong ttng Sumatriptan 50mg

Ta duge vd 1 vién
(Ta dwec _gom Microcrystallin cellulose, Natri starch glyeolat, PYP K30, Magnesi stearat,
Crospovidon).
* DUQC LUC HOC
bumumptan thude nhém thude chira dau nira diu thé hé méi triptan. Pau nira diu lién quan
dén vide phéng thich serotonin gdy co mach trong ndo va gdy gidn mach ngoai ndo. Déng
nraci canh cung cip mau cho 18 chirc trong va ngoai ndo. Sy gidn no mach nay la nguyén
nhin chu },eu gdy ra dau mra dau. Sumatriptan c6 tic dung chon loc Ién céc thu thé serotonin
5-HT 1B va 5-HT 1D gdy co mach (dong mach canh), do do chéng lai dau nira dau. Pay la
loai thudc manh, thudng diing trong dau nira dau khi mét sé thude khac khong dap tmg.
*DUQC DONG HQC
-Hap thu:
Nong do dinh cua thuoc sau khi udng liéu 25mg la 18ng/ml (7-47Tng/ml) va SIng/ml (28-
100ng/ml) sau khi udng lidu 100mg. Thude bi chuyén héa qua gan lan diu dan dén sinh kha
dung thap khoang 15% . Nong d6 dinh cua thudc 14 tuong tr trong giai doan dang dau nira diu
hodc khong. tmax kéo dai hon trong giai doan dang bi dau khoang 2.5 gi¢ so v6i 2 gid trong
lic khong bi dau. Khi ding liéu don sumatriptan, lidu ding ty 18 voi kéo dai thoi gian hap thu
(di¢n tich dudi dudng cong) so vai liéu trong khoang 23-200mg, néng dé Cmax sau khi ding
liéu 100mg giam khoang 25% so véi du dodn (dua trén lidu ’):amg)
Thirc dn khéng 1am anh huong lon dén sinh kha dung cua sumatriptan, tmax tang nhe khoang
0.5 gio.
-Phién bo:
Gan ket vdi protein huwet twong ¢ ty 18 thip khoang (14% - 21%). Téc dung cua sumatriptan
trong gan két protein huy ét twong chwra dwoc danh gia, nhung ¢6 thé chi ¢ mire do thip.
Thé tich phan bd 1a 2.4 Likg.
-Chuyén hoa — thai trie:
Bi chuyén héa qua gan lan diu dén sinh kha dung thip khoang 15%. Thori gian ban thai cua
sumatriptan vao khodng 2,5 gio. Udng Sumatriptan ¢6 danh du phong xa Carbon thay thude
thai trir phan l6n qua than (khoang 60%), 40% dugc tim thay trong phan. Phén 16n thude tim
thay trong nudc tiéu 1a & dang chét chuyén hoa chinh, Indole acid acetic (IAA) khong co hoat
tinh, hodc & dang IAA Glucuronid. Khoang 3% liéu ding duoc tim thiy ¢ dang khéng bién
doi.
Trén in vitro, cac nghién clru v&i microsome ¢ nguoi cho thiy sumatrlptan dugc chuyén hoa
b&i enzym monoamin oxidase (MAQ), chi yéu la isoenzym A, e ché enzym nay lam thay
doi duroc déng hoc cla sumatriptan, tang hap thu toan than. Khéng thiy anh hudng dang ké
nao duge quan sat thdy véi chét ttc ché MAO-B.
-Nhitng déi tiwpng dic biét
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+Suy thén: Anh hudng cua suy than trén duoc déng hoc cua sumatriptan chua duoe kiém tra.

anh hudng nhe trén 1am sing lam ting chit chuyén hod khong ¢d hoat tinh,

+Suy gan: Gan déng vai trd quan trong trong qua trinh thanh loc sau khi udng sumatriptan.

Kha dung sinh hoc cia thuéc tang mét cach dang ké & nhimg bénh nhan c6 bénh gan. Trong |

nghién cttu vai nhitng bénh nhén suy gan so sanh vé gi¢i tinh, tudi. cin ndng voi nhitng ngudi

kho¢ manh, & bénh nhén suy gan dién tich dudi dwong cong va néng d§ dinh (Cmax) tang

khoang 70%, tmax dat duoc sém hon khodng 40 phut so vai & nguei khoé manh.

+Tuoi: Duge dong hoc sau kh.i uong sumatriptan & ngudi gia (72 tdi, 2 nam, 4 nit) va trén

bénh nhén dau nira dau (3 8 tudi, 25 nam va 155 nir) twong ty nhu & nhimg ngudi khoé manh

(nam) tudi trung binh 30 tudi.

+Gidi tinh: Trong nghién ciu 0 sanh giira nir gidi va nam gidi, khéng c6 sy khac biét vé

duoe dong hoc duge quan sat thiy & cdc chi sé: dién tich dudi duong cong, Cmax, tmax, t1/2.

+Chung toc: Do thanh thdi toan than va Cmax cua sumatriptan twrong tr ¢ ngudi da den

(n=34) va ngudi da trang (n=38).

* CHIPINH:

Diéu tri tich cure d cét ngay con dau nira dau; Con cap cua bénh dau ntra d

¢o dau hiéu bao trude.

* CACH DUNG VA LIEU DUNG: C6 thé uéng thude ciing hodc khéng c

- Cé the ubng thude cung hoac khéng cing thirc in.

- Thude ding cang sém cang tdt ngay sau hodc trong khi c¢6 con dau. G - 18

- Nguoi lom trén 18 tudi: Ding lidu duy nhit 50 mg. Trong trudng hgp con dau khing hét thi

uéng tiep mét lidu | vién nita nhung van phdi cach it nhét 2 gio. Liéu toi da/ngay 1a 200 mg,

- Bénh nhan suy gan, ¢6 tén thwong gan: Lidu ding khong qua 50mg.
Thuée st dung theo chi din cua bdc s.

* CHONG CHI PINH: \

- Khéng diing cho bénh nhén ¢6 tién st triéu chirng hodc dau hiéu bénh thiéu mau cuc bd co

tim, b¢nh mach ndo, hdi ching mach ngoai vi. dang diéu tri mot bénh tim mach, chirng dau

thit ngure, chimg dau thit ngue én dinh.

- Sumatriptan cé thé lam ting huyét ap, khong ding cho bénh nhan ting huyét ap khong kiém

soat,

- Khéng dung cing cdc thuée tre ché MAO-A hodc sir dung trong vong 2 tudn sau khi da dimng

thude (re ché MAO-A.

- Khéng ding vién nén Sumatriptan cho bénh nhén liét nira nguoi va dau nira dau do tinh

mach nén.

- Khéng dung cho bénh nhin di img véi thude hodc voi bit ky thanh phan nao cua thude.

- Khéong dung cung thude chira fluoxetin, fluvoxamin, paroxetin, sertralin, thude chéng trim

cam ba vong, thude hé serotonergic khac, thube téc dung chon loc 1én céac thy thé serotonin 5-

HT, khac.

- Khéng dung cho bénh nhan suy gan néng. _

- Khéng dung thuée sumatriptan ¢ ngudi cao tudi, vi su giam chirc ning gan ¢ ngudi cao tudi,

ngudi 6 nguy co cao véi bénh co thit dong mach vanh, ting huyét ap.

* THAN TRONG :

- Sumatriptan c6 thé st dung khi di xéc dinh c6 bénh migrain,

- Thén trong cho bénh nhan tim mach. suy gan. suy thin.

- Kho chiu ¢ nguc, nget ¢d di duge bao cdo sau khi dung sumatriptan dang vién hodc dang khi

dung, Nhitng khé chui xdy ra & ngue, 6, quai ham thuong lién quan dén sau khi sir dung
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sumatriptan dang tiém. Vi thude c6 thé gdy ra nhitng co thit & déng mach v
nhén tién sir di o diu hiéu hoéc c6 trigu ching nghi ngd nhdi rnau sau khi ditng: ‘_
nén danh gia bénh cénh lam sang cua bénh mach vanh hodc co yéu t6 bim sinh ctia B
that nguc Prinzmetal trude khi diéu tri lidu tiép theo voi sumatriptan, nén kiém soat dlen tam
d6 néu liéu ding van duoc duy tri ma céc tridu chung bénh van tro lai.

- Twong tu & nhimg bénh nhan ¢6 triéu ching va diu hiéu lién quan dén sur giam luu lugng
mau, nhur hoi chimg Raynaud, hdi chimg thiéu mau cuc b duong ruét sau khi ding
sumatriptan nén dwgc danh gia ching vira xo déng mach hoic c6 yéu t6 bdm sinh co thét
mach.

- Sumatriptan nén ding thdn trong trén nhimg bénh nhin c6 bénh anh hudng dén hip thu,

chuyén hoa va thai trir thude nhur; suy gan hodc suy than.

- Hiém c6 bao cio vé con tai bién do ngap mau sau khi dung sumatriptan, nén thin trong &
nhirng b¢nh nhén cé tién sir bj bénh dong kinh, tén thwong cdu tric ndo dé giam nguy co tai
bién ngap mau.

- Nén théan trong loai trir cic bénh than kinh nang khac truée khi diéu tri dau dau & nhing
bénh nhan chua lam xét nghiém dau nira déu truce do hodc nhitng bénh nhén ¢ tién str dau
dau khéng dién hinh. Illem ¢6 bio cao bénh nhan sau khi udng sumatriptan dé diéu tri dau ntra
dau sau d6 bj thuong ton than kinh thir cap.

- Trong diéu tri tan céng, néu bénh nhan khong dap mg voi liéu diéu tri ddu tién, cac xét
nghiém bénh dau nira diu nén dugc xem xét lai trude khi didu tri lidu ucp theo.

- Gin két vio té bao ¢6 chira Melanin: Vi ¢6 thé Xay ra sy tich luy thuo; ¢ nhimg (¢ bao giau
melanin, diéu nay cho thay sumatriptan co thé gay doc tinh trén nhirng té bao nay sau mot thoi
gian str dung. Kiém sodt toan thin vé anh hudng dén chire ndng mit chua duoc tién hanh
trong cac thir nghiém 1am sang. Vi¢c dung thudc nén tinh dén nguy co c6 thé xay ra nhimng
anh huang dén mat néu ding trong thot gian dai.

- Puc gidc mac: Sumatriptan co thé gay ra duc gidc mac va anh huong dén biéu mé gidc mac o
ché. Diéu nay lam ngudi ta nghi ngd nhirng anh hudng trén ¢ thé xay ra & nguoi.

- Nguy co thiéu mau cuc bd co tim, nhdi mau co tim hodc cac tac dung phu khac trén hé tim
mach:

Khéng ding thude cho bénh nhin ¢6 tién sir thiéu mau co tim hodc bénh dong mach vanh.

Khéng duge dung thude cho bénh nhin khong ¢6 bénh mach vanh nhung ¢6 yeu to nguy co
(nhu cao huyét ap. ting md méu, hit thude 14, béo phi. tidu dudng, tién sir gia dinh ¢6 bénh
déng mach vanh, nam gidi tudi trén 40, nir gi¢i min kinh sinh ly hode do phdu thuat), ngoai
trir céc trudng hop ¢6 bang chimg 1am sang dam bao ring cdc bénh nhan nay khorg bi cac
bénh mach vanh, thiéu mau co tim, cic bénh tim mach nang khac.

* SU DUNG CHO PHU NU CO THAI HOAC CHO CON BU:

Chua cé du dir liéu ¢é ching minh tinh an toan khi ding thudc cho phu nir ¢6 thai valcho con
bu.

-Phy nit ¢6 thai: Chua cé nghién ciru day du va duoc kiém sodt chat ché trén phu ni ¢o thai.
Khong dung thude & phy nir ¢6 thai trir khi cin nhic giira loi ich va nguy co ¢6 thé xay ra cho
thai nhi.

-Phu nir cho con bu: Sumatriptan dugc Liét qua stta me. Nén than trong khi ding thude cho
phu nir cho con bu. Khong dung thuée & phu nir cho con bu trir khi c4n nhéc gita loi ich va
nguy co co thé xay ra cho thai nhi.

* TAC BONG CUA THUOC KHI VAN HANH MAY MOC VA KHI LAI XE: Khéong str
dung do khi udng thude co thé gap mét s tac dung khéng mong mudn.

lr“ O
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* TAC DUNG KHONG MONG MUON CUA THUOC:

Thurong gdp, ADR > 1/100

- Pau va nre ¢ nguce, dau hong, gay va ham dudi (néu dau nhiéu va khong
lién hé vdi bac s¥).

- Chong mét, kho chiu, mé, budn ngu., cam gidc kién b, cam gidc nong hodc lanh. qiia man
voi anh sang va tiéng dong.

- Khé the, hdi hép & tim, mét siu, huyét ap ting hodc giam, ia chay, réi loan & da day, dau co,
mé héi nhidu, phan ung qua man.

- Viém xoang, U tai, r6i loan thinh giac, viém hé hip trén, tai ngoai.

It gap, 1/1000 < ADR < 1/100

- Co cac triéu chimg nhur: Néng diu, thén thirc, tio bon, co co, trim cam, kho tap trung cham
chii, rdi loan khtru gidc hodc gidc ngu, himg cam. rung run. dé khéc, mén, ngira. sot, hen.
Hiém gap, ADR < 1/1000

- Thiéu méu tim thodng qua, dau thit nguc, rdi loan thi gidc. dau mi mét, to bon, sudt huyel
duomg tiéu hod, phan kho, réi loan tri nhd, hung hang, histeri, chan an hodc cam gidc doi. hét
hoi, ho, khé da, viém da tang tiét b nhon, phu né, tang kich thich cac hach bach ciu.

Rat hiém gap: < 1/10000

- S6t hoge phan (ng phan vé, dé6i khi nghiém trong (dic biét d6i véi bénh nhén cé tidn st d

(rng).

*Ghi chu "Théng bdo cho bdc si nhitng tic dung khéng mong mudn gap phai khi st

dung thudc"

* TUONG TAC VOI THUOC KHAC, CAC DANG TUONG TAC KHAC: Z _—

- Sumatriptan khong lam anh hudng dén cic xét nghiém lam sang thurong qui.

- Cac chat trc ché Monoamin Oxidase Inhlblt(ll“i (MAOI): Biéu trj vai chat re ché MAO-A

lam ting néng dé sumatriptan trong huyét tueng,

- Anh huodng cua bénh Gut va chuyén hod lan ddu qua gan lam, ting hdp thu toan than sau khi

uéng mot thude e ché MAO-A cing voi sumatriptan 16m hon so véi ubng thude e ché )
MAO-A va tiém dudi da sumatriptan.
- Sumatriptan vién nén va ché phim cé chira ergotamin hodc cédc thude cé tic dung kiéu i |
ergotamin (VD: dihydroz_:rgotamin hodc methylsergid) khéng dung cung trong vc}ng 24 git. e .»g
- Khong ding cung thude chira fluoxetin. fluvoxamin. paroxetin. sertralin, thuoc chong traim  *.4
cam ba vong. thudc hé serotonergic kKhac. thude tac dung chon lpc 1&n cac thy thé serotonin 5- 9
HT), khéc.

- Mot nghién ciru khac danh gid anh hudng cia vige didu tri tnrée véi chat e ché MAO-A

trén kha dung sinh hoc khi udng sumatriptan 25mg lam tAng hép thu toan thin gin 7 lan.

- Ruou: Udng ruou trude khi udng sumatriptan khoang 30 phit khéng lam anh huong dén

duge dong hoc cua thude.

* QUA LIEU :
Bénh nhéan diung liéu don 140-300mg khéng thdy xay ra tic dung khéng mong mudn co y

nghia trén lam sang. Ngudi tinh nguyén (n=174) dung liéu don 140—400mg khong xay ra téc
dung ngoai ¥y nghiém trong.

Thoi gian ban huy cua thude khoang 2.5 gier nhung nén theo doi bénh nhan sau khi uong qua
licu Sumatriptan kéo dai it nhét 12 gi&r hodic trong thai gian cic triéu c.hl.mg vin ¢on ton tai.
* HAN DUNG: 24 thang ké tir ngay sdn xuit, Khéng dwoe ding thude da qua han diung,
Khi thuoe cé bidu hién bién mau, v ién am, vi rich, md nhan...hoac ¢6 biéu hién nghi ng& khac
phai hoi lai noi ban hodc noi sén xuat theo dia chi trong don.
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* BAO QUAN: Nui khd, nhiét d6 dudi 30°C.

* TIEU CHUAN AP DUNG: USP34
PE XA TAM TAY TRE EM

"Doc kj hudng din sir dung truée khi ding.
Néu cin thém théng tin xin héi § kién bdc si"

THUOC SAN XUAT TAI:
CONG TY C.P DUQC PHAM HA TAY

1 04.33522203

PHO TONG GIAM DOC
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