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TO HUONG DAN SU DUNG THUOC
STUGON

Dé xa tam tay tré em.
DPoc ky huéng din sir dung truée khi ding.
THANH PHAN CONG THU'C THUOC:

Thanh phan hoat chdt: CINNATZINE ..........ovveeeeeeeereeeee e

Thanh ph&n ta dwoc: Mannitol, lactose monohydrate, wheat starch,

croscarmellose sodium, talc, colloidal silicon dioxide, magnesium stearate.
DANG BAO CHE: Vién nén.

MG ta sén phdm: Vién nén tron mau trang, hai mat tron.

CHI DINH:

Chéng mat ¢6 ngudn goc tién dinh.

Di (mg.

Ching say tau xe.

CACH DUNG, LIEU DUNG:

Cdch ding:

Dung dudng ubng, t6t nhét nén udng trong bita in v&i nhidu nude.
Liéu diing:

Chéng mdt ¢6 nguon goc tién dinh:

Nguoi 16n: 25 - 50 mg (1 - 2 vién)/lan x 2 - 3 lan/ngay.

Diirng:

Ngudi 16n: 25 - 50 mg (1 - 2 vién)/lan x 2 - 3 1an/ngay.

Chirng say lau xe:

Nguoi 1on: 25 - 50 mg (1 - 2 vién), uong tru6e khi khoi hanh 30 phat dén 2 gio; sau d6 lap Lu\ :

25 mg (1 vién) mdi 6 — 8 gioy trong sudt chuyen di.

.................. 25 mg

povidone K30,

Tré em tir 12 dén 18 tudi: 25 mg (1 vién), udng truée khi khoi hanh 30 phat dén 2 gid, sau do

lap lai 25 mg (1 vién) mdi 6 — 8 gidy trong subt chuyén di.
CHONG CHI PINH:

Qua man véi hoat chat hodc véi bét cir thanh phan nao cua thudc.
Bénh Parkinson.

Tién sir mic cac triéu chimg ngoai thap.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Cinnarizine c6 thé c6 tac dung an than.

C6 nguy co rdi loan van dong ngoai thap va loan truong luc co, ddc biét & ngudi cao tudi.

Do d6, can than trong khi sir dung cinnarizine & nhiing bénh nhan nay.
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CAn thén trong trong bénh phi dai tuyén tién liét, hep mon vi, bi tiéu, dong kinh (t6n thuong vo
ndo khu tr), bénh tim mach ndng va ting huyét ap. Cinnarizine cé thé lam tang ap luc mat
thong qua sir gidin no ctia dong tir va do d6 gay ra con ting nhan ap cip tinh.

Cén thén khi sir dung ruou va cac thude tre ché than kinh trung uvong khéc, vi co thé lam tang
tac dung cua cinnarizine trén than kinh trung uong.

Canh bdo ti dugc:

Thudc ndy ¢6 chira wheat starch (tinh bat lta mi), néu bi di tmg v6i la mi (trdnh nham véi bénh
Celiac), bénh nhan khéng nén ding thude nay.

Thudc nay ¢6 chira dudi 1 mmol (23 mg) sodium (natri) trong moi don vi phan liéu, vé co ban
duoc xem nhu “khong chira natri”.

Thudc ¢6 chia lactose, khong nén dung thude nay cho bénh nhan mic céc réi loan di truyén
hiém gip vé khong dung nap galactose, thiéu hut lactase hoic rdi loan hép thu glucose —
galactose.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Str dung thuée cho phu nit ¢o thai:.

O ngudi, chua ¢ du dir liéu dé danh gia tac hai tiém én cua cinnarizine khi sir dung trong thoi
ky mang thai. Trong cdc nghién ciru dugc thyuc hién trén dong vat, cho dén nay khong c6 déu
hiéu nao cho thdy tic dung c6 hai. Tham khao y kién béc sT truée khi sit dung cho phu nir c6
thai.

Str dung thuéc cho phu nit cho con bir: Cinnarizine di qua sira me. Vi vay, tham khao y kién bac
sT tru6e khi st dung cho phu nir dang cho con bu.

Kha ndng sinh san: Khong c6 dir liéu vé tac dung cia cinnarizine ddi véi kha nang sinh san &
nguoi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Str dung cinnarizine ¢6 thé gy ra tinh trang budn ngu, ngu ga va chéng mat, dac biét khi
bit dau didu tri. Nén thin trong véi cac hoat dong thuong ngay nhu lai xe hodc van hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic cha thube:

Thubc khang histamine ¢6 thé lam ting tac dung an thin cta céc thude (e ché than kinh trung
wong khac nhu rugu, thude an than, thube ngu, thude giam dau gy nghién, thudc an than va
thudc huéng tam than.

Thube chdng trdm cam MAOI ¢6 thé ting cudmg tac dung (rc ché phé giao cam cua thude khang
histamine va thuéc khang histamine tang cuong tac dung cua céc thude tre ché phé giao cim
khéc nhur atropine va thude chdng trim cam ba vong.

Thude khéng histamine ¢6 thé che gidu céc triéu ching dde tinh trén tai do tac dung khdng
mong mudn ciia céc thube gy doc tai nhur cisplatin, salicylate, vancomycin va paromomyecin.
Tuwong ky ciia thude: Do khong c6 céc nghién ciru vé tinh tuong ky cua thube, khong tron 1an
thudc nay véi céc thude khac.
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10.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

Tém tit cac phan (mg c¢6 hai: dugc phin nhém theo tin sudt: rat thudng gap (= 1/10);
thuong gap (> 1/100 dén < 1/10); it gap (> 1/1.000 dén < 1/100); hiém gap (> 1/10.000 dén
< 1/1.000); rat hiém gap (< 1/10.000); khong rd (khong thé ude tinh tir cac dit liéu hién co).

H¢ than kinh:

Thudng gip: An thian, budn ngu, giam kha ning phdi hop.

Hiém gap: Mit ngu, kho chiu, run, co gidt, bénh Parkinson, tri¢u chimg ngoai thap.

Mat:

it gap: Rdi loan diéu tiét mat.

Tim mach:

Hiém gap: Tire nguc, nhip tim nhanh.

Hé tiéu hoa:

Thuong gip: Kho miéng.

it gap: Réi loan tidu hoa.

Than va tiet ni¢u.

it gap: Bi tiéu.

Théng bdo ngay cho bdc st hodic dugc st khi gdp cdc tic dung khong mong muon nhw trén khi

> £ o ’ - , - - r . - ~ A - ~ . A .
st dung thuoc hodc bdo cdo cdc phin teng cé hgi ciia thuéc vé Trung tim Thong tin thudce va
Theo ddi phan irng ¢6 hai ciia thuoc (ADR) Quoc Gia.

11.

12,

QUA LIEU VA CACH XU TRi:

Qui lidu: Céc triéu ching qué lidu cda thude khdng histamine c6 thé nhe hoic khong c¢6
(budn ndn, nén, nhire dau, chong mat, kho miéng va d6 md hdi). Sy xdm nhdp vao hé théng
thin kinh trung wong c6 thé 1a nhé nhung khdng thé loai trir, dac biét & tré em (nho). C6 thé xay
ra: ting than nhiét, run, mat diéu hoa, rdi loan phdi hop va van dong va co giat. Ao giac cling cé
thé xuét hién. Sau giai doan hung phén c6 thé xdy ra hdn mé sau. O ngudi 16n, cac triéu chimg
e ché than kinh trung wong rdt ndi bat va co gidt xdy ra rat thuong xuyén. Kich thich va
budn ngt ¢6 thé xen k&. Cudi cung, suy nhuoc thin kinh trung wong nghiém trong ¢6 thé din
dén tir vong do ngimg ho hﬁp va/hodc sdc tim mach.

Cich xir tri khi diing thude qud liéu: Viée diéu tri bao gém cho dung than hoat tinh va sodium
sulfate. Gay non it duge su dung do téc dung chdng non cua thubce khang histamine.
Trudmg hop qua lidu cao phai ria da day. Tham chi nhiéu gio sau khi ubng, rira da day vin hiru
ich vi tdc dung khang cholinergic lam chdm qua trinh boc tach da day va nhu dong rudt.
Lién quan dén tuin hoan gan rudt, néu 1ap lai viéc su dung than hoat tinh va sodium sulfate
nhiéu I4n s& rit hitu ich. Néu xay ra cac tridu chimg thin kinh trung wong, cin phai nhép vién
chim séc dac biét. Diéu tri tiép theo 1a hd tro va triéu chirng. Thubdc 1¢i tiéu cudng bire khong co
tac dung.

DPAC TINH DUQC LUC HOC:

Nhém dwge ly: Thude khang histamine.

Ma ATC: NO7CA02

Cinnarizine thujc nhom dan xudt piperazine va la thudc khang histamine tir trung binh dén
manh véi tac dung an than, khang cholinergic yéu va chdng ndén manh. Cinnarizine con cé dic
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tinh déi khang calcium (yéu) (ngin chin qué tai Ca), gitip ngén chiin sy gia tang qua mirc nong
do calcium ndi bao. Su phong téa thyu thé Hy ngan chan hau hét tic dung cua histamine 1én co
tron cua dudng tiéu héa, tir cung, mach mau Iém va phe quan.

13. PAC TINH DUQC DONG HOQC:

- Hép thu: Sau khi uéng, Sy hép thu khac rit khac nhau. Co6 tac dung sau 30 phuat va kéo dai
trong 4 — 6 gid. Nong do dinh trong huyét tuong dat dugc trong vong 1 - 4 gidr sau khi udng.

- Phan bd: Kha nang gin két véi protein huyét trong cta cinnarizine chua duge biét r5. Khong
¢6 dit liéu vé ndng do cinnarizine trong sita me va dich ndo tuy. D@ li¢u tir cdc nghién ciru trén
chudt cho thdy cinnarizine dugce phan bo rgng rai va nhanh chong khap cac mé khac nhau cuia
co thé (bao gdm gan, nlo, tim, phoi, 1a lach va than) doi v&i mot chat ¢6 dd hoa tan trong lipid
cao. Cinnarizine di qua nhau thai va di vao sita me.

- Chuyén héa: Cinnarizine duge chuyén hoa & gan théng qua qué trinh oxy héa N, oxy hoa C va
phan tach oxy hda thanh mét s6 chét chuyén héa (bao gom cinnarizine N-oxide, benzhydrol,
benzhydrylpiperazine va p-hydroxybenzophenone).

- Thai trir: Thoi gian ban huy trong huyét twong 1a 3 - 4 gid. Bai tiét qua nude tiéu va phan.

14. QUY CACH PONG GOI:

Vi Alu—PVC: Hop 10 vi x 10 vién, hdp 20 vi x 10 vién, hop 10 vi x 25 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Diéu kién bido quan: Bao quan noi kho, nhigt do khong qua 30 °C, tranh anh sang.
Han ding ciia thuéc: 36 thang ké tir ngay san xuat.
Tiéu chuin chit lwong: Tiéu chuan co so.

16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC:

. CHI NHANH CONG TY CO PHAN DUQC PHAM TV.PHARM —

A kya NHA MAY DUQC PHAM AIKYA EUROPA

Gu FOPQ@  Cum cong nghiép Tan Neai, Duomg L& Van Tam, Ap Taol

Tra Vinh, ngay A} thang 0L nife

Dai dién hop phip.cia co sé dang ky V,/
A IAMBDOC

Trang 4/4
—~y



