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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

TOULALAN

ﬂThufic ban theo don
Dé xa tam tay ciia tré em
Poc k§ huéng din sir dung truée khi ding
Thong bao ngay cho bic sy hodc duge sy nhirng tic dung khong mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

I. Thanh phén, ham lwong cia thude:
M3i vién nén bao phim chira:
Hoat chit:
o] T o L T 50 mg
Ta dwoc: Lactose monohydrat, cellulose vi tinh thé M101, povidon (Kollidon 30), crospovidon,
magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 4000, polysorbat 80, dau thau dau.

2. M0 ta sin pham: Vién nén tron, bao phim mau trang, mét mét c6 dap logo & , mat kia ¢6 dap
gach ngang.

3. Quy cich dong goi: Hop 6 vi x 10 vién.

4. Thube dung cho bénh gi?
TOULALAN chira hoat chat itoprid HCI, mot chat thudoe nhom thude goi la “thude thic déy ”
nhu dong da day - ruot”.

[toprid HCI dugc ding trong diéu tri: ) 1
Diéu tri triéu chimng veé da day - rudt gay ra boi viém da day man (cam giac day chuong bung, N
dau bung trén, chan an, o nong, budn ndn va non).

VNP

5. Neén ding thude nay nhu thé nao va liéu lugng?
Luén ding thuéc chinh xac nhu huéng din ciia bac s§ hodic duoc s§. Néu ban chua rd, hiy hoi
lai cho chac chan.

Lu?u dung: ‘ ‘
Licu uong thong thuong cho ngudi [6n la 1 vién x 3 lan/ ngay (150 mg Itoprid HCI/ ngay). Licu
nay co thé giam bdt tuy thudce vao tudi tac va tinh trang bénh cia ban.

Ca@ch dung:

Uong trude bira an.

6. Khi nao khdong nén ding thuoc nay?
Khéng nén dung thude nay néu ban:
C6 tién sir man cam vai bat ky thanh phan nao ctia thude.
Ban la phu nir ¢6 thai hoac dang trong thoi ky cho con bu trir khi ban dugce béc si chi dinh la
can thiét phai dung lhuoc
Béc sy ctia ban bao rang ban dé ¢6 kha ning hogc dang bi xuét huyét tiéu hoa, tic nghén co hoc
hoac thung da day, rudt.
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Tac dung khéng mong mudn
Nhu cac thude khac, itoprid HCI ¢6 thé gay tac dung khong mong mudn, nhung khong phai ai
cling gap phai.

Ngung dung thuoc va lién hé trung tam v té ean nhat néu ban edp cde phan tme sau:

- Ban ¢6 céc triéu chu‘ng phl mach nhu ban da, man do, pht (mi mét mat, moi, miéng va ludi),

kho tha hodc kho nudt. Pay la cac triéu chitg cta phan timg qua man.

- Réi loan chirc néng gan va vang da cling véi r6i loan cdc chi s6 xét nghiém chire nang gan ¢6
thé xudt hién. Bac si diéu tri s& can tién hanh theo doi chat ché qua trinh didu tri cua ban.
Néu phat hién thdy céc tridu chitng bat thuong nén bao ngay cho bac si cia ban dé c6 hudng
diéu tri thich hop, vi du nhu ngung ding thude.

Cde tdc dung khong mong muon khdc:

Gap phai ¢ mot trong 100 dén 1000 nguoi ding thuoc

Tiéu chay, tao bon, dau bung.

Réi loan cac chi s6 xét nghiém chire niang gan nhu ting AST (GOT), tang ALT (GPT).

Gap phai ¢ 1 trong hon 1.000 nguoi ding thuoc

Run rdy, mia gidt, rung giat co bat thuong (hoi chimg ngoai thap)

Téng prolactin. )

Giam s0 lugng cac té bao mau nhu giam tiéu cau, giam bach cau... Diéu nay c6 thé gay ra tinh
trang 3 veu Gt, bam tim hoac dé nhiém tring.

Tang tiét nudce bot, budn non.

Pau dau, cam giac kho chiu, réi loan gidc ngi, chong mat.

Thay doi trong mot sO xét nghiém danh gia chic nang gan nhu tang y-GPT, tang AI-P.

Thay ddi trong cdc két qua xét nghiém danh gia chirc ning than nhu ting BUN, tang creatinin.
Dau lung hodc nguc, mét moi.

Chiea ré, chiea ¢o d’ay dhi di liéu tan sudt gdp tac dung khong mong muon

Chimg vt to & nam _g,ml

Thuoe ¢6 thé gdy ra cdc tac dung khong mong mudn khdc. Thong bédo ngay cho bdc sy vé bat
ky triéu chiemg bdt thuwong ndo xay ra sau khi diing thuéc.

Nén tranh dung nhirng thude hodc thue phﬁm gi khi dang sir dung thudc nay?

Thong bao cho bac sy hodc dugc sy cua ban vé tat ca céc loai thuoc ma ban dang sir dung, bao
gdm ca cic thude ké don hodc khong ké don, cac vitamin hoac thude tir duoc ligu.

Thong bdo cho bdc s7 hodc dwoc sy néu ban dang sir dung cdc thude sau:

Céc thude thuge nhom diéu tri duge goi la nhém thude khe‘mg cholinergic, vi du nhu tiquizium
bromid, scnpoldmin butyl bromid, timepidium bromid..

Céc thude ¢6 chi sb tri li¢u hep hodc thube phong thich kéo dai, thubc dang bao tan trong rudt
vi TOULALAN c6 thé anh huong dén hiéu qua diéu trj cling nhu dge tinh cua nhiing thuoc nay.

Str dung TOULALAN vdéi thire an:
Udng thude trurde bira an.

Cin lam gi khi mgt lan quén khong dung thude?
Néu ban quén khong dung 1 liéu, uéng licu tiép theo nhu lich trinh cii. Khong udng gap doi
liéu.

10. Néu ban muén ngirng thude u/
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Tiép tuc sir dung > thude cho dén khi bac sy bao ban ngimg. Khong dugc ty y nglmg thude. Ludn
lam theo chi din cua bac sy.

Néu ban cé thic mac gi khi str dung thude nay, hiy lién hé véi bac s§ hodc duoc sy.

Cin bido quén thude nay nhuw thé nao?

Gilr thude trong bao bi goc cua nha san xuét, day kin.

Dé thude noi khd réo, tranh anh sang, nhiét d6 khong qua 30°C, va ngoai tam véi cua tré em.
Khong sir dung thude sau ngay hét han in trén bao bi (hop va vi thuc).

Nhirng diu hi¢u va trigu chirng khi dung thude qua liéu

Diing thube chinh xac nhu huofng dén cua béc s§. Néu ban ding qua liéu hodc tré em nudt phai
thudc, lién hé ngay v&i bac s§ va trung tim vy té gan nhat.

Chua c6 bao céo vé qua liéu itopid HCI & ngudi.

Cin phai lam gi khi dung thube qua liéu khuyén cdo
Ngung ding thude va lién lac ngay véi béc sy hodc trung tam y té gan nhét.

Mang theo vién thudc cling v6i bao bi dé bac sy biét ban da udng thube gi va co bién phap xur
ly kip thoi.

Nhirng diéu cin thén trong khi diing thude nay

Trweée khi dimg thuoe nay, thong béo cho bdc sy néu ban dang ¢é cdc van de vé sirc khoe sau
day:

Ban dang cé van dé vé gan, than.

Ban la nguoi cao tudi.

Nén luu y khi str dung vi thude nay lam tang hoat tinh ctia acetylcholin.

Khong nén ding kéo dai khi khong thdy 6 su cai thién vé nhiing triéu ching ctia da day - ruot.
San phdm c¢6 chira lactose. Thong bao cho bac sy néu ban khong ¢6 kha nang dung nap mot so
loai dudng.

San pham c¢6 chira dau thau dau co thé gay budn non, non, dau bung, tiéu chay.

San pham ¢ chira polysorbat 80 o thé gay di mg.

Dimg thudce cho tré em )

An toan va hiéu qua & tré em dudi 18 tudi chwa duge xac dinh (con it bang chimg lim sang).
Hoi y kién bac s§ trurée khi sir dung thude cho tré em.

Phu nit mang thai hodc cho con b

Néu ban dang mang thai hodc dang trong thoi ky cho con b, hodic ban nght rang minh dang
mang thai hodac c6 y dinh mang thai, thong bao cho bac s§ hodc dugc sy dé duogc cho 1oi
khuyén trugc khi ding thude.

Bac s§ cua ban s& quyét dinh viéc ban ¢6 nén ding thude trong thai ky nay hay khong.

Pa c6 bdo cdo cho thiy 1t0prtd HCI dugc bai tiét qua sira & nhitg dong vat thi nghiém (chudt
cong) Do dé, ban khéng nén dung thube khi dang trong thoi ky cho con bd, nhung néu can
thiét, ban nén trédnh cho con bi trong qua trinh diéu tri.

Ldi xe va vdan hanh may moc _

Khi ban dung thudc nay, ban co kha nang bj chong mat, mét moi, gdy anh huong dén phan xa
ciia ban. Do d6, ban khong nén thuc hién cac cong viéc céan tap trung cao dé nhu lai xe hoac
van hanh may moc, cho dén khi xac dinh chic chin minh c6 bi anh hudng hay khong.

Khi nao cin tham vin bac sy, dwge s§.
Cén lién lac ngay véi béac sy hoac trung tam y té gan nhat khi diing thube qua lidu chi dinh.
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Thong thuong, bao gid cling phai hoi ¥ kién bac sy hodc dugc sy trude lic ding bit ky thube
nao khi mang thai hodc cho con bu.

Théng bao ngay cho bac sy hodc duge sy nhitng tac dung khéng mong mudn gip phai khi str
dung thuoc.

Néu can thém thong tin xin hoi y kién béc sy hodc dugc sy.

16. Han ding ciia thude: 36 thang ké tir ngay san xudt.

PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
1. PAC TINH DUQC LUC HOQC:

Nhém dwge ly: Thudce thic day nhu dong da day - rudt

Ma ATC: AO3FA07

Co ché tac dung

Itoprid lam tang su giai phong acetylcholin (Ach) do tac dung dbi khang véi thu thé D,

dopamin, va (rc ché su phan huy acetylcholin dugc giai phéng qua viéc e ché acetylcholin

esterase, dan dén lam tang nhu dong da day - rudt. Ngoai ra Itoprid con cé tac dung chong non,

chu yéu do tac dung ddi khang véi thu thé D, dopamin.

Lam tang nhu dong da day - rudt

- Lam tang nhu dong da day: ltoprid HCI lam ting nhu ddng da day cua ché lic thie, phu
thudc vao liéu.

- Tang kha ning lam rong da day: Itoprid HCI lam tang kha nang lam rong da day & ngudi,
cho, chudt cong.
Lam giam non

- Itoprid HCI trc ché non & cho gay ra boi apomorphin, téc dung nay phu thudc vao liéu.

BAC TINH DUQC PONG HOC:

Hap thu

Thude duge hap thu nhanh va hoan toan sau khi uong, nong d6 dinh dat duoc trong vong 35

phiit sau khi udng thude. Thirc an khong anh huéng dén do hap thu. Trong mot nghién ciru vé

duge dong hoc duge thuc hién & ngudi binh thudng khoe manh sau khi udng mot liéu itomiprid

HCI duy nhat 50 mg ltc déi, cho két qua nhu sau: Cmax= 0,28 0,02 g/ ml, thoi gian dat nong

do toi da trong mau Tay la 0,58 +£ 0,08 gio, AUC = 0,75+ 0,05 pg.gio/ ml va thoi gian ban thai

Ti2=35,7720,33 gio.

Phin bé:

Két qua cua mot nghién ciru duoc thue hién trén dong vat:

- Nong dé téi da dat duoc Y héu hét cac mé tir | dén 2 gi¢ sau khi udng lidu don 5 mg/ kg
HE- -itoprid HCI ¢ chugt LOH“ va 2 gio sau khi uong dat nong do cao ¢ than, rudt non, gan,
tuyén thuong than, da day (theo mirc do giam dan tir cao xuoéng thdp) va phan thude di vao
hé {honb than kinh trung wong, nhu ndo va tiy song, 14 rat it.

- Khi dua “C-itoprid HCI v&i liéu 5 mg/ kg vao ta trang cho chudt cdng, ndng dé hoat tinh
phong xa trong nhitng I16p co da day cao hon khoang 2 1an so véi ndng d trong méu.

- Su bai tiét qua sira: Khi dung liéu uéng '*C-itoprid HCI 5 mg/ kg cho chudt cong, m‘?gng do
hoat tinh phong xa trong sira so véi trong huyét thanh cao hon 1,2 lan v& Ciay, 2,6 lan cao
hon vé AUC va 2.1 1an cao hon vé Tia.

Chuyén héa va thdi tric m/

Trong mot nghién ciru vé chuyén hoéa va thai trir cia itoprid HCI cho két qua nhur sau:

It
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- O liéu uong don 100 mg itoprid HCI dung cho nguoi lon khoe manh (6 nam gidi) khi déi, ty
1€ bai tiét qua nudc tiéu trong vong 24 gid sau khi uong cao nhit la dang N-oxid [67,54% cua
liéu ding (89,41% cua phan bai tiét qua nudc tiéu)] va sau do la dang thubc khong déi
(4,14%), va nhirng chat con lai la khéng dang ké.

- Trong nhiing thi nghiém sir dung microsom biéu thi CYP hodc flavin monooxygenase (FMO)
cua nguoi. cho thay FMO1 va FMO3 tham gia tao chat chuyén hoa chinh N-oxyd. Tuy nhién
khéng phat hién thdy hoat tinh N-oxygenase cua CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19,
2De6, 2E1 hodc 3A4.

Thoi gian ban thai cua itoprid la khoang 6 gid.

Cdc van dé khdc:

Ty 1€ lién két protem huyet thanh: Trong mot nghién clru dugc thue hién trén nguoi khoe manh

(6 nam gidi), cho udng liéu don 100 mg itoprid HCI cho thiy ty 1¢ lién két protein huyét thanh

ctia thude 1a 96%.

CHI DINH: ‘
Diéu tri triéu chimg ve da day - rudt gay ra boi viém da day man (cam giac ddy chudng bung,
dau bung trén, chan an, ¢ nong, buoén noén va nén).

LIEU DUNG - CACH DUNG:

Lleu ding

Liéu uong, thong thudng cho ngudi I6n 1a 1 vién x 3 lan/ ngay (150 mg Itoprid HCI/ ngay). Liéu
nay c6 thé giam bét tiy thude vao tudi tac va bénh trang cta tirg bénh nhan.

Theo céc nghién ciru trén 1am sang, thoi gian ding thude tdi da la 8 tuan.

Cach dung:

Udng trudc bira an. Udng nguyén vién voi luong nude vira du.

CHONG CHI PINH:

TOULALAN chong chi dinh cho nhirg bénh nhan c6 tién sir man cam véi bét ky thanh phan
nao ctia thudc.

Khong ding cho phu nit o thai hodc cho con b trir khi thue su can thiét. ‘
TOULALAN chong chi dinh cho nhirng bénh nhan ma viéc ting nhu ddng da day - rudt c¢6 thé
gy nguy hiém nhu xudt huyét tiéu héa, tic nghén co hoc hodc thing da day, rugt.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Nén luu ¥ khi st dung vi thude nay lam tang hoat tinh cua acetylcholin.

Khong nén ding kéo dai khi khong thiy ¢ su cai thién vé nhiing triéu chimg cta da day - ruot.

Sir dung thuoc cho nguoi suy gan - thin: Itoprid dugc chuyén héa qua gan. Itoprid va chat
chuyén héa cta nd duge bai tiét chi yéu qua than. Nén than trong va theo doi chit ché khi ding
thuoc cho bénh nhén suy giam chirc nang gan hogc thén va co cac bi¢n phap xur tri thich hop
khi ¢6 céc tac dung khong mong muon xay ra nhu giam liéu hodc ngung du;—:u tri.

Sur dung thuoc cho ngwoi cao tudi: Vi chirc nang sinh ly & ngudi cao tudi glam nén nhirng
phan (g bat lgi dé xay ra hon. Do do, bénh nhan cao tudi st dung thude nay nén dugc theo doi
can thin, ddc biét la ¢ nhitng bénh nhan co roi loan chire ning gan - thin, ¢6 cac bénh ly mac
kem hodc ding dong thoi véi cac thude khac. Néu co bat ky _phan ting bt lgi nao xudt hién, nén
str dung nhung, bién phap xur tri thich hop, vi du nhu giam liéu hodc ngimg thude.

Sir dung thuoc cho tré em: Sy an toan ciia thude trén tré em van chua dugc xéc dinh (con ¢6 it
bang chimg lam sang).

Thén trong vé td dirge:

San pham ¢ chira lactose. Bénh nhan bi bénh di truyén hiém gip kém dung nap galactose,
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thiéu hut Lapp lactase hodc rdi loan hap thu glucose- galactme khoéng nén sir dung.
San pham ¢6 chira dau thau dau co thé g gay buén nén, nén, dau bung, tiéu chay
San pham c6 chira polysorbat 80 c6 thé gay di img.

Pé xa tAm tay tré em.

Str dung cho phu nir ¢o thai va cho con bu:

Thoi ky mang thai

Chua c6 dir liéu vé tinh an toan cua itoprid khi ding cho phu nir mang thai. Do do, chi sir dung
thudc & phu nir ¢6 thai, hodc & phu nit ¢6 thé mang thai khi loi ich mong mudn cua tri liéu 16n
hon nhimg rui ro ¢6 thé gap phai.

Thoi ky cho con bu

Tot nhat la khong nén cho bénh nhan dung thuée nay trong thoi ky cho con b, nhung néu can
thiét, khuyén cdao bénh nhan tranh cho con bi trong qua trinh diéu tri. (P co6 béo céo cho thay
itoprid HCI duoc bai tiét qua sira & nhirng dong vat thi nghiém (chudt céng)).

Anh huong cia thude ddi véi cong viée (nguoi van hanh may moc, nguoi dang lai tau xe,
ngudi lam viée trén cao va céc truong hgp khac): TOULALAN c6 thé gay run ray, dau dau,
chéng mat va mét moéi. Khuyén cao bénh nhan than trong khi tham gia vao cac hoat dong nguy
hiém can su tinh tdo nhu lam viéc trén cao, van hanh may moc hodc lai tau xe.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Nén luu y khi ding két hop Itoprid v&i nhiing thudc sau:

Nhitng thuoc khang cholinergic: Tiquizium bromid, scopolamin butyl bromid, timepidium
bromid... Tac dung trc che cua nhiing thudc khang cholinergic ¢6 thé c6 tac dung dugc ly hoc
doi khang téc dung cua Itoprid. Do do co thé lam giam tac dung ting nhu dong da day - rudt
cua ltoprid (tac dung cholinergic).

Chua phat hién thdy c6 tuong tac giira Itoprid voi cdc thube warfarin, diazepam, diclofenac,
ticlopidin, nifedipin va nicardipin.

Itoprid chuyén héa chu yéu boi men flavin monooxygenase (FMO) ma khong chuyén héa béi
CYP450, do do khong gay tuong tac vai nhitng thudc chuyen hoa qua CYP450.

Téc dung trén duong tiéu hoa cua Itoprid co thé anh hudng dén su hap thu cta céc thude ubng
dong thoi. Pic biét luu y néu cac thube nay 1a cac thude c6 chi sb tri liéu hep, thudc phong

thich kéo dai va cac thude bao ché dang bao tan trong rudt.
Cimetidin, ranitidin, teprenon va cetrexat khong anh huéng dén tac dung cua Itoprid.

TAC DUNG KHONG MONG MUON:

Nhirng tac dung khong mong mubn cé y nghia lim sang:

- Séc va phan ing qud man (Chua ré tén s*uat) Sbc va phan ung qua man c6 thé xuat hién, va
nén theo dai bénh nhan chit ché. Néu thay bat ky dau hi¢u nao cua sdc va phan mg qua man,
vi du nhu tut huyf:t ap, kho tho, phu thanh quan, ndi mé day, tai nhot va toat mo héi...., nén
ngirng ngay thude va c6 nhitng bién phép diéu tri thich hop.

- Réi loan chire nang gan va vang da (Chua rd tan sudt). Rbi loan chirc ning gan va vang da
cing v6i tang AST (GOT), ALT (GPT) va tang y-GPT....co thé xudt hién va bénh nhan nén
duoc theo doi chat ché. Néu phat hién thdy cdc triéu chimg bét thuong trén nén ngimg ngay
thude va c6 nhitng bién phap diéu tri thich hop.

Nhirng tac dung khong mong muon khdc: j

1/1.000 < ADR < 5/100 W

paw'4

A XA S

A

g

WO, Y RRE



10.

11.

12.

https://trungtamthuoc.com/

Tiéu hoa: Tiéu chay, tdo bon, dau bung.

Gan: Tang AST (GOT), tang ALT (GPT).

ADR < 1/1.000

Than kinh: Triéu chirmg ngoai thap (nhu run ray, mia giat, rung giat co...)

Noi tiét: Tang prolactin.

Huyét hoc: Giam tiéu cdu, giam bach céu.

Tiéu hoa: Ting tiét nude bot, budn non.

Tam thin: Pau diu, cam giac kho chiu, réi loan gidc ngu, chong mit.

Gan: Tang v-GPT, ting AI-P.

Than: Tang BUN, ting creatinin.

Toan than: Pau lung hodc ngue, mét moi.

Chuea ré, chica c6 ddy du dit liéu tan suat gdp ADR

Qué min: Phat ban, man do, ngta.

Noi tiét: Chirmg vii to & nam gidi.

Néu c6 bét ky ddu hiéu bat thuong nao trén noi tiét va huyét hoc duge phat hién, nén c6 nhitng
bién phap xtr tri thich hop, vi du nhu ngirng dung thude.

Thube ¢6 thé gy ra cac tac dung khong mong mudn khac. Theo ddi chit ché khi dung thude
cho bénh nhan. Néu ¢6 cac tac dung khong mong mudn nao do thube c6 thé xay ra, cin co céc
bién phap xir ly thich hop nhu giam liéu hodc ngimg diéu tri.

QUA LIEU VA XU TRI:
Chua ¢6 bao cao vé qua liéu & ngudi. LD50 lidu don dudng ubng & chudt 1a > 2000 mg/ kg va z-
& cho 1a khoang 600 mg/ kg. Trong truong hop qua liéu, nén rira da day va diéu tri triéu chimg.\
Itoprid khéong kéo dai QT.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khonb dung thude qué liéu chi dinh.

Piéu kién bio quan Noi khé réao, tranh anh qang, nhiét d khong qua 30°C.
Han diing ciia thude: 36 thang ké tir ngay san xudt. g *

TEN, PIA CHI VA BIEU TUQONG CUA CO SO SAN XUA

San xudt tai:

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Puong D17, Khu CN My Phude 1, Phudng Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam TUQ.CYC TRUCNG
P.TRUONG PHONG

Tel: 0650-3567689 Fax: 0650-3567688 C/{ %/{}8/& J’f!{}

NGAY XEM XET SUA POI, CAP NHAT LAI NOI D UONG DAN SU
THUOC: Q08798980
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