Doc ky huong din sir dung trudce khi dung
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc

PIZAR

(Vién nén dai lvermectin)

To thong tin sdén phdm nay bao gém huwéng dén si dung cho thuéc c6 nhiéu ham lweng khéc
nhau.

THANH PHAN:
MJi vién nén PIZAR-3 chira:
Ivermectin .........ccceeeeene. 3mg

Ta dugc: Cellactose 80, magnesi stearat, croscarmellose natri.

MJi vién nén PIZAR-6 chira:
Ivermectin .........ccoevenenne. 6 mg
Ta dugc: Cellactose 80, magnesi stearat, croscarmellose natri.

Pac tinh dugc luc hoc:

Ivermectin 13 dan chit ban tong hop ctia mot trong sb avermectin, nhém chét cé ciu trac lacton
Vong 16n, phan 13p tir sy 1én men Streptomyces avermitilis. Ivermectin c6 pho hoat tinh rong trén
cac giun tron va tiét tiic cua gia stc, do d6 dugc dung nhiéu trong thu y. Thubc 1an dau tién dugc
dung cho nguoi vao ndm 1981. Ivermectin cé hi¢u qua trén nhi€u loai giun tron nhu giun luon,
giun toc, giun kim, giun dfia, giun moéc va giun chi Wuchereria bancrofti. Tuy nhién, thuéc
khong c6 tac dung trén san 14 gan va san day.

Hién nay, ivermectin la thubc duge chon diéu tri bénh giun chi Onchocerca volvulus va 1a thuoc
diét 4u trung glun chi rat manh, nhung it tac dyng trén ky sinh trung truong thanh. Sau khi uong
dugc 2 - 3 ngdy, 4u trung giun chi & da mét di nhanh; Con 4u tring & gidc mac va tién phong mat
thi chdm hon.

Tac dung caa thude co thé kéo dai dén 12 thang Mot thang sau khi dung, du trung tai tir cung
giun chi truong thanh khong thoat ra dugc, roi bi thodi hoa va tiéu di. Tac dung kéo dai trén au
trung rat c6 ich trong viéc ngan chin con dudng 1ay lan ctia bénh.

Di biét kha 1 co ché tac dung cia ivermectin ddi voi giun chi Onchocerca. Thudc giy ra tac
dung dgc tryc tlep, lam bat dong va thai trir 4u trung qua duong bach huyet Ivermectin kich
thich tiét chat dan truyén than kinh 13 acid gama- amino butyric (GABA) O cac giun nhdy cam,
thudc tac dong bang cach ting cuong su giai phong GABA ¢ sau sindp ctia khép than kinh co
lam cho giun bi liét.

Ivermectin khong dé dang gia nhap duoc vao hé thong than kinh trung wong cuia cac loai dong
vat ¢6 vi. Vi vay, khong anh huong dén sy dan truyén than kinh phu thuéc GABA ciia cac loai
nay.

Dic tinh dwgc dng hoc:

Con chua biét rd kha dung sinh hoc tuyét dbi ctia thudce sau khi udng. Noi chung, khong thdy co
su khac nhau vé& ndng do dinh trong huyét twong giita dang vién nén va dang vién nang (46 so
v6i 50 microgam/ L). Tuy nhién, khi dung ivermectin trong mot dung dich nudc c6 rugu, nong
d6 dinh tang gip d6i va sinh kha dung tuong dbi ctia vién nén chi bang 60% sinh kha dung cta
dang dung dich. Thoi gian dat t61 nong do dinh trong huyet tuong khoang 4 gio va khong khac
nhau gura cac dang bao ché. Ivermectin c¢6 thé tich phan bd bleu kién khoang 48 L, va do thanh
thai rat thap (khoang 1,2 L/ g10) Ntra doi thai trir sau khi uong dang dung dich khoang 28 gio.
Khoang 93% thudc lién két véi protein huyét twong. Chuyén hoa cia thude chua duoc nghién
ctru ky, tuy nhién da thdy thudc bi thuy phén va bi khir methyl ¢ gan. Ivermectin bai tiét qua mat
va thai trir gin nhu chi qua phan. Dudi 1% liéu dung dugc thai qua nudc tiéu.

CHI PINH:
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Ivermectin duoc Iya chon dé difeu tri bénh giun chi Onchocerca, mac du thube o hiéu qua tdt
trong dicu tri cic bénh giun k¢ cd giun lwon ¢ rudt do Strongyloides stercoralis. Vai tro cta
ivermectin trong bénh giun chi & hé bach huyét con chua dugc nghién ctru ky.

LIEU DUNG - CACH DUNG:

- Ivermectin udng v6i nude vao budi sang sém khi chwa an hodc ¢ thé vao luc khac, nhung
tranh an trong vong 2 gio trude va sau khi ding thude.

- Chua xac dinh dugc d6 an toan cho tré em dudi 5 tuoi.

- Nguoi 16n va tré em trén 5 tudi: Dung mot licu duy nhat 0,15 mg/ kg. Liéu cao hon s& lam
tang phan tmg co hai, ma khong tang hiu qua diéu tri. Can phai tai diéu trj voi liéu nhu trén
hang nam de chic chan khong ché duoc au trung giun chi Onchocerca. Néu nguoi bénh bi
nhiém ning au tring vao mat, thi c6 thé phai tai diéu tri thudng xuyén hon, chiang han nhu ctt
sau 6 thang phai dung thudc lai mot 1an.

- Hudng din lidu dung ivermectin dé diéu tri nhiém Onchocerca:

Thé trong (kg) Liéu udng duy nhat
15-25 3 mg
26 - 44 6 mg
45 - 64 9mg
65 - 84 12 mg
> 85 0,15 mg/ kg
CHONG CHI PINH:

Bénh nhan man cam v&i bat ky thanh phan nao cta thudc.
Bénh nhan mac cac bénh c6 kém theo roi loan hang rao mau nao, nhu bénh trypanosoma Chau
Phi va bénh viém mang nao.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Con chua co6 nhiéu kinh nghiém dung thudc cho tré em duéi 5 tudi, vi vay khong dung cho lra
tudi nay.

Do thudc 1am ting GABA, nén c¢6 quan niém cho rang thudc co tac dung trén hé than kinh trung
wong ¢ ngudi ma hang rao mau ndo bi ton thwong (nhu trong bénh viém mang nio, bénh do
Trypanosoma).

Khi diéu tri bang ivermectin cho nguoi bi bénh viém da do giun chi Onchocerca thé ting phan
ung, co thé xay ra cac phan ing co6 hai nang hon, dac biét la phu va lam cho tinh trang bénh nang
1én.

Dé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Chua thiy co thong bao vé tuong tac thuoc ¢ hai, nhu’ng vé mat ly thuyét, thudc co thé 1am ting
tac dung cua cac thude kich thich thy thé GABA (nhu cic benzodiazepin va natri valproat).

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chua c6 dit ligu cho thdy rang thudc c6 anh huong trén kha ndng lai xe va van hanh méy mc.
Tuy nhién, tac dung khong mong mudn caa thude 1a nhire dau, chong mat, ha huyét &p co thé xay
ra. Vi vay, can than trong khi lai xe va van hanh may méc nguy hiém.

PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai:

Tai liéu trén nguoi con han ché. Trong mét nghién cttu ¢ dién rong 14.000 ngudi bénh dung
thudc mdi naim maot 1an, trong 3 ndm c6 203 tré dugce sinh ra tir nhitng ngudi me da dung thude
khi mang thai. Két qua cho thay, nhimg khuyét tit ¢ cac tré sinh ra tir cac ba me dung thude
khong khac co y nghla VOl cac tré cua cac ba me khong dung thube. Vi bénh au tring giun chi
Onchocerca d& gy ra mu 10a, lai chua thiy c6 bao cdo vé kha ning gdy quéi thai, mic du thude
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da dugc dung trén mot pham vi rat rong, nén co thé dung ivermectin sau khi c6 thai duogc 3
thang.

Thoti ky cho con bu:

Ivermectin tiét vao sita me voi nong d6 thip (dudi 2% luong thude di dung). An toan véi tré so
sinh chua dugc xé4c dinh, do d6 chi dung thudc nay cho ngudi me khi thiy c6 loi cho me hon.

TAC DUNG KHONG MONG MUON:

Ivermectin 14 thudc an toan, rat thich hop cho cac chuong trinh dleu tri trén pham vi rong Hau
hét cac tac dung khong mong muén caa thudc 13 do cac phan ing mién dich 601 véi cac au trung
bi chét. Vi vy, mic do nang nhe cua tac dung nay c6 lién quan dén mat do au trung ¢ da. Céc
tac dung khong mong mudn da dugc thong bao gom s6t, ngira, chong mat hoa mét, phu, ban da,
nhay cam dau & hach bach huyét, ra md héi, ring minh, dau co, sung khorp, sung mat (phan u’ng
Mazzotti). Ha huyét ap thé dimg ning da dugc thong cao c6 kém ra mo héi, nhip tim nhanh va It
lan.

Tac dung khong mong mudn thuong xay ra trong 3 ngay dau sau khi diéu tri va phu thudc vao
liéu dung Ti 18 cac tac dung khong mong mudn da dugc thong béo rat khac nhau. Trong mét bao
cao gom 50.929 nguoi bénh dung ivermectin, tdc dung khong mong mubn khoang 9%. O nhiing
vung ¢ dich Iuu hanh nhiéu, ty 1& cac tac dung khong mong mudn co thé cao hon nhiéu.

Dudi day 1a ADR: Trong diéu tri bénh giun chi Onchocerca liéu 0,1 - 0,2 mg/ kg:

Thuong gap, ADR > 1/100

Xuong khop: DPau khdp/ viém mang hoat dich (9,3%). i

Hach bach huyét: Sung to va dau hach bach huyét ¢ nach (10,0% va 4,4%), & ¢6 (5,3% va 1,3%),
0 ben (12,6% va 13,9%).

Da: Ngira (27,5%), cac phan (mg da nhu phu, ¢6 nét sin, mun mu, ban da, may day (22,7%).
Toan than: S6t (22,6%).

Phu: Mat (1,2%), ngoai vi (3,2%).

Tim mach: Ha huyét ap thé ding (1,1%), nhip tim nhanh (3,5%).

It gap, 1/1.000 < ADR < 1/100

Thén kinh trung uong: Nhirc dau (0,2%).

Than kinh ngoai vi: Pau co (0 4%).

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thuéc.

QUA LIEU - XU TRi:

Céac biéu hién chinh do nhiém doc ivermectin 1 ban da, phu, nhtrc dﬁu, hoa mét, chong mat, suy
nhugc, budn nén, ndn, ia chay. Céc tac dung khong mong mudn khac gdom cic con dong kinh,
mat diéu hoa, kho tho, dau bung, di cam va may day.

Khi bi nhiém doc, can truyén dich va cac chét dién giai, tro ho hip (oxygen va ho hip nhan tao
neu can), ding thude tang huyét 4p néu bi ha huyet ap. Gy non hodc rira da day cang sém cang
tt. Sau do, dung thudc tdy va cac bién phap chong doc khac néu can dé ngin can sy hap thu
thém thudc vao co thé.

DONG GOI Hop 1 vix 4 vién.

BAO QUAN Noi kho réo, tranh anh sang, nhiét o khong qua 30°C.
TIEU CHUAN CHAT LUO'N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuit.

San xuét tai: ) )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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