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.Rx-mudc BAN THEO BON
GMP
TO HUGNG DAN SU DUNG THUGC
Vién nén bao phim

TOULALAN

Thuéc nay chi diing theo don thuéc
Dé xa tim tay tré em
Poc ki huéng dén sir dung trudc khi ding
Théng bao ngay cho bac sy hodc dugc sy nhiing téc dung khéng
mong muén khi sif dung thudc

1. THANH PHAN CONG THUC THUOC

Mébi vién nén bao phim chifa:

Thanh phén dugc chdt:

BobRd G foiea . 50 mg

Thanh phdn td dugc:

Lactose monohydrat, cellulose vi tinh thé M101, povidon (kollidon 30),
crospovidon, magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 4000, polysorbat
80, ddu thdu ddu.

2.DANG BAO CHE
Vién nén tron, bao phim mau tridng, mot mat cé dap logo & , mat kia cé
dap gach ngang.

3.CHIDINH
Chfa tri nhing triéu ching vé da day - rudt gay ra bdi viém da day man

(cAm gidc ddy chuéng bung, au bung trén, chan an, g néng, buén ndn va nén).

4.CACH DUNG - LIEU DUNG

Liéu udng thong thuang cho ngudi Ién |3 150 mg itoprid HCI (3 vién) mdi ngay,
chia 3 14n, m&i 14n 1 vién, udng trudc bira an. Liéu nay c6 thé gidm bt tiy thudc
vao tudi tac va bénh trang ctia tiing bénh nhan.

5.CHONG CHI DINH
Bénh nhén c6 tién sir man cadm vdi bat ky thanh phan nao cla thudc.
Khéng diing cho phu ni cé thai hodc cho con bl tris khi thuc sy can thiét.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Nén luu y khi st dung vi thudc nay lam tang hoat tinh clia acetylcholin.
Khéng nén diing kéo dai khi khong thdy co su cdi thién vé nhimng triéu chiing
clia da day - rudt.

Sir dung thudc cho ngudi cao tudi

Vi chiic ning sinh Iy & ngudi cao tudi giam nén nhing tac dung khéng
mong muén dé xdy ra hon. Do d6, nhiing bénh nhan cao tudi sir dung thuéc
nay nén dugc theo doi cdn than, néu cé bét ky tac dung khong mong muén
nao xudt hién, nén s dung nhitng bién phap x tri thich hap, vi du nhu
gidm liéu hodc ngiing thudc.

Sit dung trong nhi khoa

D0 an toan clia thudc trén tré em van chua dugc xac dinh (con c6 it bang ching
I1am sang).

Thén trong vé ta dugc:

San pham cé chua lactose. Bénh nhan bj bénh di truyén hiém gap kém dung nap
galactose, thigu hut Lapp lactase hodc réi loan hap thu glucose-galactose khéng
nén sirdung.

San phdm cé chifa ddu thdu dau c6 thé gay dau bung, tiéu chay.

San phdm cé chia polysorbat 80 c6 thé gay di ing.

Nhimg than trong khi phan phéi thudc:

D3i vdi nhitng thuéc déng trong vi bim (PTP), hudng dan bénh nhan Idy thudc
ra khoi bao bi trudc khi sif dung. (Pa c6 bao cao rdng néu tdm PTP bi nuét,
géc sic nhon clia né 6 thé dam thing thuc quan gay nén bién chiing rat
nghiém trong).

7.5U DUNG THUGC CHO PHU NU' €6 THAI VA CHO CON BU

Phu nif mang thai:

Thuéc nay chi nén sit dung & phuy nir c6 thai, hodc & phu nir c6 thé mang thai
chi khi Igi ich mong muédn cua tri liéu 16n han nhifng rdi ro cd thé gap phai
(st an toan ctia san phdm nay & phu nif ¢é thai van chua dugdc xéc dinh).
Phu ni¥ cho con ba:

Tét nhat 13 khéng nén sir dung thudc nay trong théi ky cho con b, nhung néu

cin thiét, tranh cho con bi trong quaé trinh diéu trj. (Pa c6 bdo cdo cho thay
itoprid HCl dugc bai tiét qua sifa & nhing thi nghiém trén dong vat
(chudt céng). (Xem phédn “Dugc ddng hoc”)

8. ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tac dung khéng mong muén nhu chéng mit c6 thé xay ra. Kha nang li xe va
van hanh méy moc c6 thé bj gidm xudng.

9, TUONG TAC, TUONG KY CUA THUGC
Nén luu y khi diing két hop itoprid HCI véi nhiing thudc sau:

Thude Ddu hiéu, triéu Co ché tdc dung va
ching va diéu tri nhiing yéu t6 rii ro

Nhimg thuéc khdng | Triéu chimg: Co'ché:
cholinergic: Co thé lam gidm tac | Tacdung Ucchéclanhiing
Tiquizium bromide, | dung ting nhu déng | thudc khdng cholinergic c6
scopolamine butyl | da day - ruét clia | thé cé tic dung dugc ly
bromide, timepidium | itoprid" (tic dung | hoc @8itkhang tic dung
bromide, ... | cholinergic) cla itoprid

10.TAC DUNG KHONG MONG MUGN CUA THUGC

Tai thafi diém thudc duoc cip phép luu hanh tai Nht: Nhing téc dung khong
mong mudn dugc thay & 14 (2,45%) trén 572 bénh nhan (19 trudng hop; 3,32%).
Tac dung khéng mong muén chi yéu 12 tiéu chdy (4 trudng hop; 0,7%), dau ddu
(2 truding hop; 0,35%), dau bung (2 truéing hop; 0,35%). Nhiing bat thudng vé
cac dit liéu xét nghiém |2 gidm bach cdu (4 trudng hgp), tang prolactin
(2 trudng hop)...

Tai théi diém danh gid lai:

Nhimng tac dung khéng mong mudn dugc thiy & 74 (1,25%) trén 5.913 bénh nhéan
(104 trudng hop; 1,76%). Nhimg tic dung khéng mong muén chinh c6 bit thudng
vé céc dirliéu xét nghiém I3 tiéu chay (13 trudng hop; 0,22%), dau bung (8 trudng
hop; 0,14%), tdo bén (8 truding hop; 0,14%), tang AST (GOT) (8 truing hop; 0,14%),
tang ALT (GPT) (8 truding hap; 0,14%)...

* Nhiing tac dung khéng mong muén cé y nghia lam sang:

- $&¢ va phan tng qud mdn (ti 1& mdc chua dugc biét): Soc va phan Ung qua
mian c6 thé xuat hién, va nén theo dai bénh nhan chit ché. Néu thay bat ky
d&u hiéu nao clia séc va phan tng quéa man, vidu nhu tut huyét ép, kho thd,
phu thanh quan, ndi may day, téi nhot va todt mé héi.., nén ngling ngay
thudc va cé nhimg bién phap diéu tri thich hgp.

- Réi loan chic ndng gan va vang da (ti lé mdc chua duoc biét): Réi loan chic
nang gan va vang da ciing véi tang AST (GOT), ALT (GPT) va y-GTP... c6 thé
xudt hién va bénh nhan nén dugc theo ddi chat ché. Néu phat hién thdy
nhiimg triéu ching bit thudng trén nén ngiing ngay thudc va co nhiing
bién phap diéu tri thich hop.

* Nhiing tac dung khéng mong muén khéc (AR)

0,1% <AR <5% AR<0,1% crl:::;::“
Phét ban, mdn
Qué man @ do, nglia...
Triéu chiing
ngoai thap Run rdy...
B : Ching to va
Noi tiét @ Tang prolactin... &din bng
Giam tiéu cu,
@

bapithoc gidm bach cau...

Pudng Tiéu chay, tdo Buén nén, ting tiét

tiéu héa | bon, dau bung... nudc bot...

Dau dau, cam gidc kho chiu,
Tam than 3 %
réiloan gidc ngl, chong mat...
Tang AST (GOT),
Gan tang ALT (GPT).. Tang y-GTP, tang Al-P..
Thén Tang BUN, tang creatinin...
Céc loai Pau lung hodc nguc,
khac mét moi...
Ghi ch:

71 1& méc chua duge biét do day 1a nhiing bdo céo tu phét.
2 Néu ¢6 bét ky ddu hiéu bit thudng nao dugc phat hién, nén c6 nhiing
bién phép x tri thich hop, vi du nhu ngirng dung thuéc...



11. PAC TINH DUQC LUC HOC
1.Co ché tdc dung
Itoprid HCI lam tang su gidi phéng acetylcholin (ACh) do téc dung d6i khang
vdi thu thé D, dopamin, va tc ché su phan hiy acetylcholin dugc gidi phéng
qua viéc (rc ché acetylcholin esterase, ddn dén lam ting nhu ddng
da day - rudt.
2.Lam tang nhu déng da day - ruét
- Lam tdng nhu déng da day.

Itoprid HCl lam téng nhu ddng da day clia ché lic thic, phu thudc vao liéu.
- Tang kha néng lam rbng da day.

Itoprid HCI Iam tang kha nang rdng da day & ngudi, chd, chuét céng.
3.Lam gidm nén
Itoprid HCI tc ché nén & ché gay ra bdi apomorphin, téc dung nay phu thudc
vao liéu.

12. DAC TINH DUQC PONG HOC

1. Néng 49 trong huyét thanh

Néng dé trong huyét thanh va nhiing théng sé dugc déng hoc & ngudi I6n
khée manh, sau mét liéu don uéng 50 mg itoprid HCl Itic d6i dugc chi ré trong
hinh 1 va bang 1.

Hinh 1: Néng d6 trong huyét thanh sau mét liéu don udng 50 mg itoprid HCI
(ngudi Ién khde manh luc déi, gid tri trung binh = S.E).

(ug/mL)
03

24 (h)

Bang 1: Cac théng s6 dugc ddng hoc

Lidu(mg) | Cra(ng/ml) | T (gi®)

50 0,28 +0,02 0,58 +0,08

AUCy- (Hg.gic/ mL)
0,75£005

Tinp (Gi0)

577033

Gié tri trung binh d6 léch chudn,n=6.

2.Phan bé

Két qua thu dugc tir nhing thi nghiém trén dong vat:

- Néng db téi da dat dugc & h&u hét tat ca cac mo tir 1 dén 2 gidrsau liéu uéng
don 5mg/ kg “C-itoprid HC| & chudt c8ng, va 2 gi¢s sau khi uéng dat néng dé
cao & than, rudt non, gan, tuyén thugng than, da day (theo muc d giam dén
tir cao xudng thap) va phdn thudc di vao hé théng than kinh trung uong,
nhu ndo va tiy séng, la rat it.

- Khi dua #C-itoprid HCl véi liéu 5mg/ kg vao ta trang cho chudt cdng, néng do
hoat tinh phéng xa trong nhiing 1&p ca da day cao hon khodng 2 I&n so vdi
néng do trong mau.

- Sy bai tiét qua sifa: Khi dung liéu uéng 5Smg/ kg “C-itoprid HCl cho chuét céng,
néng dd hoat tinh phéng xa trong sifa so véi trong huyét thanh cao hon
1,2 14n vé C..,., 2,6 1an cao hon vé AUC, va 2,1 1an cao han vé T,

3. Chuyén héa va thai trir

- @ liéu u6ng don 100 mg itoprid HCl diing cho ngudi 16n khée manh (6 nam gidi)
khi d6i, ty 1& bai tiét qua nudc tiéu trong vong 24 gid sau khi udng cao nhét la
dang N-oxide [67,54% ctia liéu dung (89,41% clia phan bai tiét qua nudc tiéu)]
va sau d6 la dang thuéc khong déi (4,14%), va nhiing chat con lai 1a khong
déng ké.
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- Trong nhiing thi nghiém sif dung microsome biéu thi CYP hoiac flavin
monooxygenase (FMO) ctia ngudi, cho thdy FM01 va FM03 tham gia tao chat
chuyén héa chinh N-oxide. Tuy nhién, khong phat hién thdy hoat tinh
N-oxygenase ciia CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hodc 3A4.

4, Cac vin dé khac

Tilé lién két protein huyét thanh:Ti Ié lién két protein huyét thanh la 96% sau

khi duing liéu don uéng 100 mg itoprid HCl cho ngudi khée manh (6 nam gidi)

khi déi.

13. NGHIEN CUU LAM SANG

Nhiing nghién cttu Idm sang md va nhiing nghién ciiu so sdnh mi doi cla
itoprid HC| da dugc ti€én hanh. K&t qua cho thay ti 1é cd hiéu luc ca itoprid HCI
d6i véi nhiing triéu ching vé da day ruét & bénh viém da day man la 77,6%
(277/357 bénh nhan) cho nhifng trudng hgp cé cai thién tir muc trung binh
trés 1én (tai thoi diém thudc duge cap phép luu hanh).

14, QUY CACH PONG GOI
Hoép 6 vix 10 vién.

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA
THUGC

Piéu kién bao quan: Nai khé rdo, trdnh dnh sdng, nhiét dé khéng qua 30°C
Han diing: 36 thang ké tir ngay san xuat.

Tiéu chudn chét lugng: TCCS.

16. NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUONG DAN SUf
DUNG THUGC: 06/12/2018

DAVIPHARM

Sdn xudt tai: CONG TY €6 PHAN DUGIC PHAM DAT VI PHU (DAVIPHARM)
Lé M7A, Buding D17, Khu Céng nghiép My Phudc 1, Phudng Thai Hoa,
Thi xa Bén Cét, Tinh Binh Duong, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567.688

0081.72



