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HUONG DAN SU DUNG THUOC
ITOPRID HCL 50 MG

THANH PHAN
M&i vién nén bao phim ITOPRID HCL 50 MG c6 chia:
Thanh phan hoat chit:
HOPEIE RPGEECIOTI o:iismwsssssiiiss: st iams o s s v i e 50 mg

Thanh phin td dwec: Lactose monohydrat dang phun sdy, cellulose vi tinh thé type 112,
crospovidon (type B), collodial silicon dioxyd, magnesi stearat, HPMC 606, PEG 6000, titan
dioxyd.

DANG BAO CHE

Vién nén bao phim.

Mo ta san plrﬁm: Vién nén tron, bao phim mau triing, hai mét khum, m{t mat tron, mot mat co
gach ngang.

Vién cé thiét ké gach ngang nhing khéng duge dung dé bé ddi thanh 2 phin bang nhau, phai
udng nguyén vién.

CHI PINH

ITOPRID HCL 50 MG duoc ding dé chira trj nhimg triéu chimg vé da day — rudt gay ra bai
viém da day man (cam giac ddy chuéng bung, dau bung trén, chan in, o nong, buén nén va
non).

CACH DUNG, LIEU DUNG
Liéu diing
Nguwoi lom

Liéu uéng thong thuéng cho ngudi 16n 1a 150 mg itoprid hydroclorid (3 vién) mdi ngay, chia 3
ldn, m&i l4n 1 vién, udng trude bira an. Liéu nay c6 thé giam bét tiry thude vao tudi tac va bénh
trang cua ting bénh nhan.

Sir dung thudc cho déi tugng dic biét
Tré em
D an toan cia thude trén tré em vén chua duoce xac dinh (Con it bang chimg 1am sang).

Ngudi cao tudi
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Vi chite ning sinh 1y & ngudi cao tudi giam nén nhimng tdc dung khong mong mubn dé xay ra
hon. Do d6, nhimg bénh nhén cao tudi sir dung thude nay nén duge theo doi cin than, néu cé
bat ky tic dung khdng mong muén nao xuét hién, nén sir dung nhimg bién phap xr tri thich
hop, vi du nhw giam lidu hodic ngimg thude.

Bénh nhén suy gan hode suy thén

Itoprid duge chuyén héa & gan. Itoprid va chét chuyén héa cia né duge thai trir chi yéu qua
than (xem phan “Bde tinh dicoc déng hoc ). Bénh nhén suy giam chirc nang gan hodc than nén
dwoc theo déi can thin va trong truong hop xay ra tic dung khéng mong mudn, cin thuc hién
cdc bién phép thich hop. vi du: giam liéu ho#c ngimg diéu tri.

Cach dung

Vién nén bao phim ITOPRID HCL 50 MG duoc str dung bing duong udng trude bira an.
CHONG CHI PINH

ITOPRID HCL 50 MG chéng chi dinh cho nhimg bénh nhan ¢6 tién sir man cam voéi bat ky
thanh phz"m nao cua thude. Khéng dung cho phu nit c6 thai hodc cho con bi trir khi thue su cin
thiét.

Bénh nhan c6 thé bj anh huéng do tang nhu déng dudmg tiéu héa. vi du nhu bénh nhan bi xust
huyét dudng tiéu héa. tic nghén co hoc hodce thung.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén luu y khi sir dung vi thuée nay 1am ting hoat tinh cia acetylcholin.

Khéng nén diing kéo dai khi khéng thdy c6 su cai thién vé nhimg tridu chimg cia da day — rudt.
Nhimng thén trong khi phéan phdi thube: Déi véi nhimg thube déng trong vi bdm (PTP). hudng
dan bénh nhan lay thude ra khoi bao bi truée khi sir dung. (Cé bao vé trudmg hop nudt tim PTP,
gbe sdc nhon cia né c6 thé diam thung thue quan da day gay nén bién chimg rét nghiém trong)
Suy gan hodic suy than

Itoprid dirge chuyén hoa & gan. Ttoprid va cdc chét chuyén héa ciia né duoe thai trir chii yéu
qua than. Bénh nhén bi suy giam chire niing gan hoic than can dugce theo ddi cén thn va trong
trudng hop xdy ra tac dung khéng mong mudn, cin thue hién cac bién phap thich hop. vi du:
giam liéu hodc ngimg diéu tri.

Ngudi cao tudi

Vi chirc ning sinh ly & nguoi cao tudi giam nén nhing téc dung khong mong mudn dé xay ra
hon. Do d6, nhimg bénh nhén cao tudi sir dung thude nay nén duoge theo ddi can thén, néu 6
bt ky tac dung khong mong mudn nio xuét hién, nén sir dung nhimg bién xir tri thich hop, vi
du nhur giam liéu hodc ngimg thubc.

Tré em

Pé an toan cua thude trén tré em vin chua dugce xac dinh (Con it bing chimg 1im sang).
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Thén trong véi td duoce

Lactose

Thubc c6 chira lactose. Nhimg bénh nhén méc céc van dé di truyén hiém géip nhu khéng dung
nap galactose, thiéu hyt lactose hoan toan hoc kém hap thu glucose-galactose khong nén diing

thude nay.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu niv ¢6 thai

Thubc chi nén sir dung & phu nit ¢6 thai, hodic & phu nit ¢6 thé mang thai chi khi loi ich mong
mubn cua tri liéu Ién hon nhing rdi ro ¢é thé gap phai (Su an toan cua san pham nay & phu
nir ¢6 thai van chua duoc xéc dinh).

Phu nir cho con bu

T6t nhat 12 khong nén sir dung thude nay trong thési ky cho con b, nhing néu can thiét, tranh
cho con bu trong qua trinh diéu tri. DA cé bdo céo cho théy itoprid hydroclorid duge bai tiét
qua sira & nhimg thi nghiém trén déng vét (chudt cong). (Xem phin “Pdc tinh duoe dong
hpc )J)

Kha ning sinh sin

Chua c6 biang chimg nao cho thdy itoprid c6 anh huéng dén kha nang sinh san.

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

Téc dung khong mong mudn nhu chéng mat cd thé xay ra. Kha nang 14i xe va van hanh may
moe co thé bi giam xudng.

TUONG TAC, TUONG KY THUOC
Twong tic cia thube

Nén I y khi diing két hop ITOPRID HCL 50 MG véi nhimg thude sau:

Diu hiéu, triéu chimg va | Co ché tic dung va nhimg

Thude ;
diéu tri yéu tb rii ro
_ " . Co ché:
Nhirng thuoe khing - :
Cholinergic: Teign chimg: Tac dung tre ché ciia nhimg

N . Co thé lam giam tac dung tang | thudc khang cholinergic co
Tiquizium bromid, ) . i s i
. . nhu dong da day — rudt cua thé c6 tac dung dugce 1y hoc
scopolamin butyl bromid, | . .~ | : p g aes aa

e . itoprid (tac dung cholinergic) doi khang tac dung cua
timepidium bromid.... o/
itoprid.

Twong ky, ciia thude
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Do khong co6 cac nghién ciru vé tinh twong ky cua thude. khong tron ldn thude nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC
Nhirng tic dung khéng mong mudn ¢é y nghia lim sang

Séc va phan (mg qua min (4 1€ mic chua dugc biét): Séc va phan img qua man c6 thé xudt
hién, va nén theo doi bénh nhén chit ché. Néu thdy bét ky diu hiéu ndo cia sbe va phan tmg
qua man, vi du nhu tut huyét ap, khé tho, phit thanh quan, néi mé day, tai nhot va toat md hoi. ..
nén ngirng ngay thudc va cé nhitng bién phép diéu tri thich hop.

Réi loan chirc ning gan va vang da (ti 1é mic chua duge biét): R6i loan chirc ning gan va vang
da ciing v6i tang AST(GOT), ALT (GPT) va y-GPT... c6 thé xuit hién va bénh nhan nén duge
theo dai chat ché. Néu phat hién that nhitg triéu chimg bat thudng trén nén ngimg ngay thude
va ¢6 nhitng bién phép diéu tri thich hop.

Nhirng tic dung khong mong mudn khac (AR)

Hé co quan Tin suit Tic dung khong mong muon
Quéa mén @ Chua biét " | Phat ban, mén do, ngira...
Triéu chimg ngoai thap @ | <0,1% Run rdy
<0,1% Tang prolactin
R&i loan ndi tiét @
Chua biét M | Ching to vii & dan ong
Huyét hoc 2 <0,1% Giam tiéu cau, giam bach cau
0,1 -5% Tiéu chay, tao bon, dau bung
Dudmg tiéu héa
<0,1% Budn nén, ting tiét nudc bot

Dau dau, cam gidc kho chiu, roi loan giac

Tam thin <0,1% o
ngu, chong mat
0.1 -5% Tang AST (GOT), tang ALT (GPT)
R6i loan hé gan mét
<0,1% Tang y-GPT, tang Al-P
Than <0,1% Tang BUN, ting creatinin
Céc loai khéc <0,1% DPau lung hodc ngye, mét moi

Chu thich
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M: Ty 1¢ méc chwa duge biét do ddy 1a nhitng bdo cdo tw phat

2): Néu c6 bat ky ddu hiéu bat thuong nao duge phét hién, nén cé nhimg bién phép xir tri thich
hop, vi du nhu ngimg diing thudc...

Bio cio ADR
Théng bdo ngay cho bac sy hoidc duge s§ nhitng phéan tmg c6 hai gap phai khi sir dung thude.

Viée bdo cdo céac phan tmg c6 hai duge nghi ngd cua thude sau khi luu hanh rat quan trong, n6

cho phép theo d5i lién tuc ty 1& gifra loi ich/ rii ro ciia thude. Céc chuyén gia y té tién hanh cong

b cac phan img c6 hai duoc nghi ngo thong qua hé théng bdo cdo quéc gia vé thong tin thude

va theo ddi phan tmg ¢6 hai ctia thude (Trung tim DI & ADR Québe gia).

Théng bdo ngay che bdc si hodc dwoc si nhitng phin teng c6 hai gdp phdi khi ste dung thubc

QUA LIEU VA CACH XU TRi

Qui liéu

Khéng ¢6 dir liéu vé sir dung thube qua liéu, khéng ding qua liéu chi dinh cta thude.

Cich xi tri L7
3TY

Tich cyc theo déi dé c6 bién phap xur tri kip thoi. HAN

PHA
PAC TINH DUQC LUC HQC ON

NAA
-
g

Ma ATC: AO3FA07. .

Nhém dwge I: Thube tri ri loan chirc nang hé tiéu héa, nhuén trang.

Co ché tdc dung: ITOPRID HCL 50 MG lam ting su giai phong acetylcholin (Ach) do tac
dyng d6i khang véi thy thé D2 dopamin va trc ché su phin hily acetylcholin duoc giai phéng
qua viéc irc ché acetylcholin esterase, din dén lam ting nhu déng da day — rudt.

Lam tang nhu dong da day — rujt:

Ttoprid hydroclorid lam tang nhu dong da day cua chire khi thitc va phu thude vao liéu.
Ttoprid hydroclorid ciing lam tang kha niing rong da day & ngudi, cho, chudt cong.

Lam giam nén:

Itoprid hydroclorid irc ché nén ¢ ché géy ra boi apomorphin, tic dung nay phu thudce vao liéu.
PAC TiNH DUQC PONG HOC

r
-~

Hap thu

Néng dg trong huyét thanh va nhimg thong s duge dong hoe & ngudi 1on khoe manh, sau mét
liéu don ubng 50 mg itoprid hydroclorid lic d6i dwroc chi rd trong hinh va bang 1.
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There glan sau khi udng

Hinh 1: Nong do trong huyét thanh sau mot liéu don udng 50 mg itoprid hydroclorid (nguoi
16m khoe manh luc déi, gia tri trung binh £8.E.)

Bing 1: Céc thong s6 duge dong hoc

Liéu (mg) Crnax (ug/ml) Tmax (gi) AUCp.» T (g10)

50 0,28 = 0,02 0,58+ 0,08 0,75 0,05 5,77+ 0,33

Gi4 tri trung binh + d9 1éch chuén, n = 6.

~ Phén bé
Két qua thu dugc tir nhitng thi nghiém trén dong vit:
Néng do tdi da dat duoc & hau hét tt ca cac mo tir 1 dén 2 gior sau lidu udng don 5 mg/kg “C-
itoprid hydroclorid & chudt céng, va 2 gidr sau khi u(“')ng dat lléng d6 cao ¢ thdn, rudt non. gan,
tuyén thuong than, da day (theo mirc dé giam dén tir cao xudng thdp) va phén thube di vao hé
thong than kinh trung wong, nhur ndo va tiy séng, 1a rat it.
Khi dwa "C-itoprid hydroclorid v&i lidu 5 mg/kg vao ta trang cho chudt cong, ndng do hoat
tinh phong xa trong nhimg 16p co da day cao hon khoang 2 14n so v6i nc"ing d¢ trong mau.
Sur bai tiét qua sita: Khi ding lidu ubng 5 mg/kg '*C-itoprid hydrocloridcho chudt céng, nong
d¢ hoat tinh phéng xa trong sira so vai trong huyét cao hon 1,2 lan vé Cmax, 2,6 lan cao hon
vé AUC va 2.1 lan cao hon vé Ty
Ty 1& lién két protein huyét thanh 1a 96% sau khi ding liéu don uéng 100 mg itoprid hydroclorid
cho ngudi khoe manh (6 nam gidi) khi déi.
Chuyén héa
Trong nhirng thi nghiém sir dung microsome biéu thi CYP hodc flavin monooxygenase (FMO)
clia ngudi, cho thdy FMO1 va FMO3 tham gia tao chét chuyén héa chinh N-oxide. Tuy nhién,
khong phat hién thay hoat tinh N-oxygenase cia CYP1A2, -2A6, -2B6, -2C8. -2C9, -C19, -
2D6, -2E1, hodc -3A4.
Thai trir
O lidu uéng don 100 mg itoprid hydroclorid ding cho ngudi 16n khoe manh (6 nam gidi) khi
doi, ty 18 bai tiét qua nuée tidu trong vong 24 gidr sau khi udng cao nhét la dang N-oxide [67.54%
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clia liéu diing (89.41% cia phén bai tiét qua nude tiéu)] va sau do6 1a dang thude khong doi
(4,14%), va nhimg chat con lai 1a khong dang keé.

NGHIEN CUU LAM SANG

Nhirng nghién ctru ldm sing mé, va nhimg nghién ciru so sanh mu d6i cua Itoprid hydroclorid
da dugc tién hanh. Két qua cho théy ti 1¢ c6 hiéu luc cua Itoprid hydroclorid déi véi nhimng triéu
chung vé da day ru¢t ¢ bénh viém da day man la 77,6% (277/357 bénh nhén) cho nhirng trudng
hop c6 cai thién tir mirc trung binh tré 1én (tai thai diém thude dwoc cép phép luu hanh).

QUY CACH PONG GOI

Vi A/PVDC. Hop 02 vi x 10 vién nén bao phim kém theo t& huéng dén str dung.

Vi AV/PVDC. Hop 03 vi x 10 vién nén bao phim kém theo t& huéng din sir dung.

Vi AI/PVDC. Hop 10 vi x 10 vién nén bao phim kém theo t& huéng din sir dung.

PIEU KIEN BAO QUAN

Noi khé, dudi 30°C, tranh 4anh sang.

HAN DUNG CUA THUOC

36 thang ké tir ngay san xuét. Khong ding thube qua thoi han sir dung.

TIEU CHUAN CHAT LUQNG THUOC

Tiéu chuén co sd.

TEN, PIA CHI CUA CO SO SAN XUAT

Co sé san xudt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: Toa nha s6 2, s 43, dudmg sb 8, khu cong nghiép Viét Nam — Singapore, phuong Binh
Hoa, thanh phé Thudn An, tinh Binh Duong, Viét Nam.

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn

Binh Duong, ngay 4. thang .04, ndm 2025




