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— Dpc kp lucéng diin st dung tricdc kil diong. ; —p—
Néu cdn thém théng tin xin héi 3 kién thily thudc.
Chi diing thubc ndy theo sy k& do ciia thily thudc.

PIZAR-6

(Vién nén dai Ivermectin 6 mg) '

THANH PHAN:

M®&i vién nén dai chira:

IVErmMECtifl. . cooeereereennraress- .6 MB

T4 dugc: Cellactose, magnesi stearat, croscarmeliose ... viea di I vién.

Diic tinh dwgc lue hge:

Ivermectin a dén chat ban tdng hop ciia mdt trong sb avermectin, nhém chét co cdu tric lacton vong lon, phdn
13p tir syr [én men Streptomyces avermitilis. Ivermectin ¢4 phd hoat tinh rgng trén céc giun trdn va tiét tic coa gia
siic, do d6 dugc dung nhiéu trong thu y. Thudc 1an dau tién dugc ding cho ngudi vao nim 1981. [vermectin cd
hi¢u qua trén nhicu loai giun tron nhur giun luon, giun téc, giun kim, giun dia, giun méc va giun chi Wuchereria
bancrofti, Tuy nhién, thudc khong c6 tdc dung trén san 14 gan va san ddy.

Hién nay, ivermectin k4 thube duge chon diéu tri bénh giun chi Onchocerca volvulus va 1a thube diét du tring
giun chi rit manh, nhumg it tac dyng trén ky sinh tring trudng thanh. Sau khi udng dugc 2 - 3 ngdy, Au tring giun
chi & da mét di nhanh; con du triing & gidc mac v tién phong mét thi chdm han. :

Tac dung cua thude co thé kéo dai den 12 thing, Mot thang sau khi ding, au tring tai tir cung giun chi trudng
thanh khdng thodt ra dugc, rdi bj thodi hoa va tiéu di. Téc dyng kéo dai trén Au tring rét co ich trong vi¢c ngan
chiin con dudng ldy lan cua bgnh. )

Pa biét kha rd co ché tac dung ciia ivermectin doi véi giun chi Onchocerca. Thudc gdy ra thc dung doc tryrc tiép,
Jam bat dong va thai trir 4u tring qua duéng bach huyét. Ivermectin kich thich tiét chét din truyén thén kinh 1a
acid gama - amino butyric (GABA). O cc giun nhjy cim, thuéc tac dong bing cach ting cutmg sy giai phong
GABA 0 sau sinap cua khdp than kinh co 1am cho giun bj lit.

Ivermectin khong dé dang gia nhéip duge vao h¢ thong thén kinh trung wong cua céc loai dong vt c6 vi. Vi vy,
khong anh hudng dén sy din truyén thin kinh phy thujc GABA cia céc loai nay.

Diic tinh duge djng hoc: . 4

Con chua biét rd kha dyng sinh hoc tuyét déi ciia thuoc sau khi ubng. N6i chung, khdng lhz‘ly c6 sy khic nhau vé
néng d¢ dinh trong huyét tuong giira dang vién nén va dang vién nang (46 so voi 50 microganV/ lit). Tuy nhién,
khi ding ivermectin trong mgt dung djch nudc ¢6 rugu, nong d¢ dinh ting gdp doi va sinh kha dung tuong doi
ciia vién nén chi bing 60% sinh kha dyng cia dang dung dich. Théi gian dat téi nong d§ dinh trong huyét tuong
khoang 4 gitr va khong khac nhau gilra céc dang bao ché. Ivermectin c6 thé tich phin bd biéu kién khoang 48 lit,
va do thanh thai rat thdp (khoang 1,2 lit/ gid). Nira ddi thai trir sau khi udng dang dung dich khoang 28 gid. WV
Khoang 93% thuéc lién két véi protein huyét tuong. Chuyén héa ciia thudc chira dugc nghién ciru kg, tuy nhién

42 thy thudc bj thiy phan va b khir methyl & gan. Ivermectin bai tiét qua mét va thai trir gin nhu chi qua phan.
Dudi 1% liéu ding duge thai qua nudc tiéu.

CHI DPINH:

Ivermectin dugc lyra chon d& diéu tri bénh giun chi Onchocerca, mic di thudc o higu qué tdt trong diéu trj cic

bénh giun ké ca giun luon & ruft do Strongyloides stercoralis. Vai tro cia ivermectin trong bénh giun chi & h¢

bach huyét con chua dugc nghién ciru Ky.

LIEU DUNG - CACH DUNG:

- Ivermectin udng véi nudc vao budi sang sém khi chua an hodc co thé vao lic khac, nhung tranh an trong
vong 2 gid trude va sau khi ding thuoc. ’

- Chua xac dinh duge d9 an toan cho tré em dudi 5 twoi. .

- Ngudi lén va tré em trén 5 tuoi: Ding m@t liéu duy nlj.zil 0,15 mg/ kg. Ligu.gag hon s& lam tang phan (mg ¢
hai, ma khong ting higu qua diéu trj. Can phdi tai dicu trj vai lieynfEtre m dé chic chan khong

ché duge 4u tring giun chi Onchacerca. Néu nguti b¢nh bj nhiégf nj R

diéu trj thutng xuyén hon, ching han nhu ci sau 6 thang phai fung i1 g
[y~

. Hudng dan lidu ding ivermectin dé diéu trj nhi€m Onchocerap:
Thé trong (kg) Litu ypng A88
15-25 | £27
26 - 44 sn ﬁ'_,
45-64 \viei\ & ;
65 - 84 : _ ‘——6‘
> 85 0,15 mMg AN L 5 CYC TRUONG

Bénh nhén miic céc bénh c6 kém theo rbi loan hang rao mau ndo, nhu bénh ¢ viém
mang ndo. D
LUU Y DAC BIET VA THAN TRONG KHISUDUNG: _

Con chua co nhiéu kinh nghi¢m dung thudc cho tré em dudi 5 tudi, vi viy khong dung cho lira tudi ndy.

Do thuéc 1am ting GABA, nén co quan niém cho ring thudc co tac dung trén hé than kinh t
ma hang rao mau nio bj tén thuong (nhu trong bénh viém mang no, bénh do Trypanosom
Khi diéu trj bing ivermectin cho ngudi bj bénh viém da do giun chi Onchocerca thé tin, )
céc phan tmg c6 hai ning hon, dic bit 14 phu va lam cho tinh trang bénh ning 1&n. : 2\
pé xa thm tay tré em. ; TNHH _
S = SUGC PF{AM'

CHONG CHI PINH: : o~ % ﬂ
Bénh nhin mén cam vdi bt ky thanh phdn néo ciia thude. ‘A/. m
rypanosoma chau g1 nh
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TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Chura thily c6 thdng béo v& tuong téc thude c6 hai, nhumg v& mat 1y thuyét, thudc c6 thé 1am téng téc dyng cta
cag: thude kich thich thy thé GABA (nhur cic benzodiazepin va natri valproat).
TAC DONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chura c6 dit li¢u cho théy riing thudc c6 anh hudng trén kha nng l4i xe va vin hanh mdy mdc. Tuy nhién, tac
dung khong mong mudn ciia thubc 12 nhirc déu, chéng mat, ha huyét 4p c6 thé xay ra. Vi vay, cén than trong khi
1ai xe va vdn hanh may méc nguy hiém.
PHU NU CO THAI VA CHO CON BU:
Thoi ky mang thai:
Tai liéu trén ngudi con han ché. Trong mdt nghién ciru & di¢n rong 14.000 ngudi bgnh dung thudc mdi ndm mot
I4n, trong 3 nam c6 203 tré duge sinh ra tr nhimg ngudi me 42 dung thudc khi mang thai. Ké qua cho thiy,
nhimg khuyét t4t & céc tré sinh ra tir cic ba me ding thude khong khéc ¢6 y nghia véi céc tré cua cdc ba me
khéng ding thudc. Vi bénh Au tring giun chi Onchocerca d€ gdy ra mu loa, lai chua thiy ¢6 béo cao vé kha ning
gdy quadi thai, miic da thudc da duge dung trén mét pham vi rit réng, nén co thé dung ivermectin sau khi cé thai
dugc 3 thing.
Thai ky cho con bii:
Ivermectin tiét vao sita m¢ véi ndng d9 thip (dudi 2% luong thuéc da diing). An todn véi tré so sinh chua duge
xéc dinh, do d6 chi dung thudc nay cho ngudi me khi thdy c6 lgi cho me hon.
TAC DUNG KHONG MONG MUON:
Ivermectin Ia thubc an toan, rét thich hgp cho céc chuong trinh didu trj trén pham vi rong. Hau hét céc tic dyng
khong mong mudn cua thudc 1a do cac phan img mién dich dbi véi cac du trang bj chét, Vi viy, muc d¢ niing nhe
ciia tac dyng ndy c6 lién quan dén mat 49 du trang ¢ da. Céc téc dung khong mong muén dé dugc thong bdo gdm
sét, ngira, chong mat hoa mit, phil, ban da, nhay cam dau & hach bach huyét, ra mo hdi, rang minh, dau ca, sumg
khop, sung mat (phan (mg Mazzotti). Ha huyét ap thé dimg njing d2 dugc thong cdo c6 kém ra md héi, nhip tim
nhanh va [ I4n.
Téc dyng khong mong mudn thuong xay ra trong 3 ngay dau sau khi diéu tri va phy thudc vao liéu ding, Ti 1¢
céc tac dung khong mong muén da dugc théng bio rat khac nhau. Trong mot bdo cao gébm 50.929 ngudi bénh
dung ivermectin, tdc dung khong mong muﬁn khodng 9%. G nhimg ving c6 dich luu hanh nhicu, ty 1¢ céc tac
dung khong mong mudn c6 thé cao hon nhiéu.
Dui ddy 1a ADR: Trong diéu trj bénh giun chi Onchocerca liéu 0,1 - 0.2 mg/ kg:
Theong gdp, ADR > 1/100
Xuong khop: Dau khop/ viém mang hoat dich (9,3%). :
Hach bach huyét: Sung to va dau hach bach huyét & nach (10,0% va 4,4%), & co (5,3% va 1,3%), & ben (12,6%
va 13,9%).
Da: Ngira (27,5%), cic phan img da nhur phil, ¢6 ndt sin, myn mu, ban da, may day (22,7%).
Toan thin: Sot (22,6%).
Phu: Mt (1,2%), ngoai vi (3,2%).
Tim mach: Ha huyét ap thé dimg (1,1%), nhip tim nhanh (3,5%).
It gap, 171000 < ADR < 17100
Thin kinh trung uong: Nhirc déu (0,2%).
Than kinh ngogi vi: Dau co (0,4%).
Thong bdo cho thdy thudc cdc tdc dyng khdng mong muén gap phai khi ste dung thude.
QUA LIEU - XU TRI: g :
Cac biéu hién chinh do nhiém ddc ivermectin [a ban da, phu, nhirc dau, hoa mét, chong méit, suy nhugc, buon
non, non, ia chay. Céc téc dung khong mong mudn khc gém céc con ddng kinh, mét didu hoa, kho thd, dau
bung, dj cdm va may day. ; :
Khi bj nhiém dgc, cén truyén dich va céc chét dién giai, trg ho hap (oxygen va ho hap nhén tao néu cin), dung
thude tang huyét ap néu bj ha huyét ap. Gdy ndn hogc rira da ddy cang sém cang tot. Sau do, dung thudc tay va
céc bién phédp chdng djc khac néu cin dé ngin can sy hép thu thém thudc vao co the.
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DONG GOIL: Hop 1 yix 4 vién, - *«
BAO QUAN: Noi J#i6 réo, trénh énh sang, nhiét dd khong qua 30 °C.
TIEU CHUAN GHAT LUQNG: Tléu chuan nha san xuat.
HAN DUNG: 3@ 1Bjig/Re tirigdy sanXult.
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. San xullt tai: cu M anyge 1l
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