Rx

Thudc nay chi diing theo don thudc
D& xa tdm tay tré em
Doc ky hudng din sit dung triée khi diing

THANH PHAN CONG THUC THUDGC: M&i vién chia:

Thanh phén hoat chat: Ivermectin.................. 6 mg

Thanh phén t4 duge: Cellulose vi tinh thé PH 101, tinh bdt ngd, tinh bt
tién hé hoba, acid citric khan, butyl hydroxyanisol, cellulose vi tinh thé PH
102, magnesi stearat.

DANG BAO CHE: Vién nén, hinh thudn dai, mau tring, hai mat I18i, mot mit
tron, m§t mat c6 vach ngang chia d6i vién, canh va thanh vién lanh lan.

CHI DINH:

OPELOMIN 6 dudc chi dinh:

- Diéu tri giun chi Onchocerca volvulus.

- Diéu tri giun luon Strongyloides stercoralis.

cho ngudi I6n va tré em cdn ndng trén 15 kg va trén 5 tudi.

CACH DUNG, LIEU DUNG:

Cach ding:

Dung dubng ubng.

Nén ubng thufc vao lic bung déi. Co thé ubng vao bui séng hodc vao lic
khac, nhung trubc va sau khi udng thulc 2 gié phai nhin n.

Liéu ding:

Dung m{t liu duy nhdt 0,15 mg/kg. Liéu cao hon sé Iam tang phén ing c6
hai, ma khong tang hiéu qud diéu tri. Can phai tai diéu trj voi liu nhu trén
cach 3 — 12 thang dén khi khéng con triéu chiing.

Khuy&n cdo lidu dung dya theo trong lugng co thé:
- Tur 15 dén 25 kg: 0,5 vién

- Tit 26 dén 44 kg: 1 vién

- TU 45 d€n 64 kg: 1,5 vién

- Tu 65 dén 84 kg: 2 vién

- Trén 85 kg: 150 mcg/kg

Diéu tri giun luon:

Khuy&n céo ding mot liéu duy nhat 0,2 mg/kg; ti€n hanh theo ddi xét nghiém
phan. Liéu dung khac: 0,2 mg/kg/ngay, trong 2 ngay.

Khuy&n céo liéu ding dya theo trong lugng co thé:

- Tir 15 dén 24 kg: 0,5 vién

- T 25 dé&n 35 kg: 1 vién

- Tu 36 dén 50 kg: 1,5 vién

- Tit 51 dén 65 kg: 2 vién

- Tir 66 dén 79 kg: 2,5 vién

- Trén 80 kg: 200 mcg/kg

CHONG CHI DINH:
- Qua man vdi bt cir thanh phdn nao cla thubc.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

- Chua c6 nhiéu kinh nghiém ding thufc cho tré em dui 5 tudi, vi vy khong
dung thudc cho lifa tudi nay.

- Hiém gdp, bénh nhdn bj nhiém giun chi cling bi nhiém Loa /oa ndng c6
thé phét trién b&nh ndo nghiém trong hodc thim chi gay tif vong mot cach
ty phat hodc sau khi diéu trj véi mot thudc diét ky sinh trung. 0 nhing
bénh nhdn nay, nhitng anh hubng bdt lgi sau ddy ciing dd dugc bdo céo:
dau (bao gém dau c6 va dau lung), mdt do, xuat huyét k&t mac, kho thd, di
tiéu va/hodc dai tién khong kiém sodt, khé ding day/di lai, thay ddi trang
thai tinh than, G 1&n, ngl lim, sling sd, co gidt, hodc hon mé. Rt hiém
gap hdi chiing nay sau khi sif dung ivermectin. 0 nhiing ngudi ma dam
bdo cho viéc diéu tri bdng ivermectin vi bat ky ly do gi va da phdi nhiém
0 cac khu vyc c6 luu hanh Loa /oa cia Tay hodc Trung Phi, viéc danh gia
trudc khi didu tri va theo doi cdn thin sau diéu tri nén dugc thyc hién.

- Do thuBc ivermectin 1am ting GABA, nén c6 thé tac dung trén thdn kinh
trung uong & ngudi ma hang rao mau ndo bi ton thuong (nhu trong b&nh
viém mang ndo, bénh do Trypanosoma).

- Khi diéu tri bang ivermectin cho ngudi bénh viém da do giun chi Onchocerca
thé tang phan (ng, c6 thé xdy ra céc phan {ng c6 hai nding hon, dic biét
la phu va lam cho tinh trang bénh ndng Ién.

- Chi dung thudc cho nhiing ngudi da dugc chdn dodn I& nhiém giun chi
ké trén hodc nghi ngd c6 nhiém. Khong ding vdi muc dich phdng bénh.
Tré em: Tinh an toan va hiéu qud trén bénh nhi cdn ndng dudi 15 kg 1a chua

dudc xac dinh.

Ngudi cao tudi: Than trong khi didu tri cho bénh nhan cao tubi.

sU DUNG THUGC CHO PHY NO CO THAI VA CHO CON BU:

S dung thubc cho phu nif cé thai:

Khdng c6 cac nghién cltu ddy di va kiém ching tot & phu nif co thai. Vi vay,
khong nén ding ivermectin trong sudt thdi ky mang thai bdi tinh an toan trong
thai ky chua dugc xac dinh.

Sir dung thudc cho phy nif cho con bi:

lvermectin tiét vao sta me v6i ndng do thdp. Chi diéu tri cho nhilng ngudi
me dang cho con ba khi lgi ich cho me cao hon nguy co di v6i tré bl me.

ANH HUOGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
ThuBc c6 khd ndng gdy chong mat, hoa mit, nén cdn than trong khi ldi xe
va van hanh may méc.

TUONG TAC, TUONG KY CUA THUBC:

Tuong tac thufe:

- V& mit Iy thuyét, ivermectin c6 thé 1am ting tac dung cha cac thubc kich
thich thy thé GABA (nhu cdc benzodiazepin va natri valproat).

- Sinh kha dung clia ivermectin c6 thé ting I&n do rugu, levamisol.

OPELOMIN® 6
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- Ivermectin c6 thé lam ting tac dung cla thubc khdng vitamin K.

- Ivermectin ¢6 th& Ia chdt nén cla hé van chuyén P-glycoprotein. Trén

y thuyét c6 thé tuong tdc v6i nhilng chdt cdm (ng (nhu amprenavir,
clotrimazol, phenothiazin, rifampin, ritonavir, St. John's wort) hay nhiing chét
ifc ch& (nhu amiodaron, carvedilol, clarithromycin, cyclosporin, erythromycin,
itraconazol, ketoconazol, quinidin, ritonavir, tamoxifen, verapamil) cta hé van
chuyén ndy. S dung dBng thdi véi cac chat c ché vé Iy thuyt c6 thé 1am
tang ndng do ivermectin trong ndo va gy ddc tinh thdn kinh.

- Ivermectin.Jam giam tac dung ctia BCG (vdc xin Lao) va vac xin thuong han.

Tuang ky thude:

Khoéng ap dung

TAC DUNG KHONG MONG MUON CUA THUOC:
Hau h&t cdc ADR cla thufc 12 do cac phan (ng mién dich ddi voi cic du
trung bj chét. Vi vdy, mic dd ning nhe cia ADR cé lién quan dén mat do
du tring & da.
ADR thuding xdy ra trong 3 ngay ddu sau khi diéu tri va phu thudc vao liéu
dung. Ty I8 céc ADR dd dugc thong bdo rdt khac nhau. Trong mdt bdo céo
gém 50929 ngudi bénh dung ivermectin, tic dung phy khodng 9%. O nhiing
ving ¢6 dich luu hanh nhiéu, ty 18 cdc ADR c6 thé cao hon nhiéu.
Dudi day la ADR da dugc bao cdo:
Difu tri giun chi
Thuong gdp, ADR > 1/100:
- Xuong khdp: DPau khdp/viem mang hoat djch.
- Hach bach huyét: Sung to va dau hach bach huy&t & nach, & c6 va § ben.
- Da: Ngita,-edc phan (ing da nhu phu, c6 ndt sdn, mun ma, ban da, may day.
- Toan than: Sét.
- Tim mach: Ha huyét dp th& dlng, nhip tim nhanh.
It gdp, 1/1000 < ADR < 1/100
- Thén kinh trung uong: Nhiic ddu.
- Than kinh ngoai vi: Dau co.
ikt akm B
Thuong gap, ADR > 1/100:
- Tiéu hoa: Tiéu chady, bubn ndn.
- Than kinh: Hoa mét.
- Da: Ngtra.
it gdp, 1/1000 < ADR < 1/100
- Toan than: Suy nhuge/mét mai, dau byng.
- Tiéu héa; Chan an, tao bén, ndn.
- Than kinh: Budn ngl, chéng mat, run.
- Da: Phat ban, may day.
Thong bdo ngay cho bdc si hodc dugc si nhiing phan ung cd hai gdp phai
khi stf dung thudc.

QUA LIEU VA CACH XU TRI:

Triéu ching:

Ban da, phi, nhic ddu, hoa mat, chong mat, suy nhugc, bubn ndn, ndn, tiéu
chdy. Céc tac dung khdng mong mudn khdc gdm cac con dong kinh, that diéu,
kho thd, dau bung, di cdm va may day.

Cach xur tri:

Trong trudng hop nhim doc cdn diéu trj hd trg bao gbm truyén dich va cac
chdt dién giai, trg hd hdp, dung thudc van mach néu bj ha huyét dp dédng
ké. Gay ndn va/hodc ria da day cang s6m cang t6t. Sau d6, dung thudc tdy
va c4c bién phdp chdng doc khac néu cdn dé ngdn can sy hdp thu thém
thufc vao co thé.

DUQC LUC HOC:

Nhém duge ly: Thube chdng giun sén

Ma ATC: P02C FO1

lvermectin 12 ddn ch&t ban tdng hop clia mot trong s8 avermectin, nhém chat
¢ cdu tric lacton vong I6n, phdn ldp tir sy 1én men Streptomyces avermitilis.
lvermectin c6 hiéu qua trén nhiéu loai giun tron nhu giun luon, giun téc, giun
kim, giun diia, giun méc va giun chi Wuchereria bancrofti. Ivermectin gan két
chon loc va cb 4i lyc cao vdi cac kénh ion clorid qua cdng glutamat ma xay
ra trong t& bao co va thdn kinh & dong vat khong xuong séng ddn dé&n lam
ting tinh thdm cla mang t& bao d6i voi ion clorid vdi sy phdn cyc cao cla
té bao than kinh hoc co, k&t qua gdy ly gidi va giét chét dong vat ky sinh.
lvermectin 1a thudc didt &u trung giun chi Onchocerca volvulus nhung it tac
dung trén ky sinh tring trudng thanh.

DUGC PONG HOC:

Sau khi udng, ndng dd dinh trong huyé@t tuong dat dugc sau 4 gid. Thudc tap
trung & gan, m6 md va khong dé dang qua dugc hang rao mau ndo. Khodng
93% thufc lién k&t voi protein huy&t tuong, chi yéu la albumin. Ivermectin
dugc chuyén héa & gan, chll yéu nhty CYP3A4. Ivermectin va chat chuyén
hoa clia né dugc thai trir chl yéu qua phan (trong khodng 12 ngay), dubi 1%
duge thai trlr qua nubc tiéu. Thoi gian ban thai cla ivermectin khodng 18 gid.

QUY CACH BONG GOI:
HOp 2 vi x 2 vién nén.

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG COA THUGC:
Bdo quan: § nhidt dd dudi 30°C, noi khd rdo, tranh anh sang.

Han diing; 36 thang ké tir ngay san xudt. Khéng ding thudc khi qua han ding.
Tiéu chuén chét lugng cia thudec: TCCS

TEN, DIA CHI CUA c0 SO SAN XUAT THUOC:

CONG TY cO PHAN DUGC PHAM OPV

S6 27, budng 3A, Khu Cong Nghiép Bién Hoa I, Phudng An Binh, Tp. Bién
Hoa, Tinh Pdng Nai.

BT: (0251) 3992999 - Fax: (0251) 3892344




