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Keep out of reach of children.
Read carefully the enclosed insert before use.
Do not exceed recommended dosage.

FOMPOS‘ITIUN: Each tablet contains:

3mg
q.s. one tablet

Indications, administration, dosage, contraindi-
cations and other information: See the insert

Store at temperature below 30°C, in a dry
place, protect from light.
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WORMECTOL® 3

Ivermectin

0¢ ki-hif n sif dung truéc khi ding
Théng bao ngay cho bac sy hodc dugc sy nhiing tac dung khdng mong mudn gap phai khi sir

dung thudc

1. THANH PHAN CONG THUC THUGC: M3i vién nén chiia:
Hoat chat:

IVErMECHIN ..o 3 mg

Td dugc: Cellulose vi tinh thé PH 101, tinh bt tién hd hoa, acid citric khan, butyl hydroxy anisol,
cellulose vi tinh thé PH 102, magnesi stearat.

~ 2. DANG BAO CHE: Vién nén.
3. QUY CACH BONG GOI: ‘
Hop 2 vi x 2 vién nén. ,
4. DUGC LYC HOQC

Y

Nhém dugc ly: Thudc chng giun sén U2
M3 ATC: P02C FO1 -
Ivermectin 1a din chét ban tdng hop clia mdt trong s& avermectin, nhém chat c6 cdu tric lacton vong p
I6n, phén lap tU sy Ién men Streptomyces avermitilis. g“*
Ivermectin c6 hiéu qua trén nhiéu loai giun tron nhu giun luon, giun téc, giun kim, giun dia, giun moc g

va giun chi Wuchereria bancrofti. lvermectin gin k&t chon loc va ¢ &i luc cao véi cac kénh ion clorid f§

qua c6ng glutamat ma xay ra trong t& bao co va than kinh & dong vat khong xuong séng din dén lam Q\i §

ting tinh thdm clla mang t& bao ddi vGi ion clorid véi sy phan cuc cao clia t& bao than kinh hodc co, %
k&t qua gay ly gidi va giét chét dong vat ky sinh.

Ivermectin 1a thudc diét &u tring giun chi Onchocerca volvulus nhung it tdc dung trén ky sinh trung
trudng thanh.

5. DUGC BONG HOC:

Ivermectin dugc h&p thu sau khi udng, hién con chua biét rd sinh khd dung tuyét doi clia thudc sau khi
udng. N6i chung, khong thdy c6 su khac nhau vé ndng do dinh trong huyét tuong gilia dang vién nén
va dang vién nang (46 so v6i 50 microgam/lit). Tuy nhién, khi dung ivermectin véi do udng cé con nhu
bia, rugu, ndng dd dinh tdng g&p dbi va sinh kha dung tuong d6i clia vién nén chi bang 60% sinh kha
dung clia dang dung dich. Sinh kha dung ting I&n trong biia &n giau chét béo. Thoi gian dat t6i ndng
do dinh trong huy&t tuong khodng 4 gid va khdng khéc nhau gitia cdc dang bao ché. Ivermectin c6 thé
tich phan b8 3 — 3,5 lit’kg, khéng qua hang rao mau ndo. Thoi gian ban thai vao khoang 18 gid.
Khodng 93% thudc lien két voi protein huyét tuong. Thudc chuyén héa & gan, chll yéu thong qua
cytochrom Pgsg isoenzym CYP3A4. Thudc dugc dao thai phan I6n dudi dang chuyén héa trong khodng 2
tudn, chdl yéu qua phan, duti 1% liéu dung dugc thai qua nudc tiéu va dudi 2% trong sifa.
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6. CHI DINH:

WORMECTOL 3 dugc chi dinh:
- Diéu trj giun chi Onchocerca volvulus.
- Diéu tri giun lion Strongyloides stercoralis.
7. CACH DUNG, LIEU DUNG
Cach ding:
Dung dudng ubng
Nén udng thubc vao lic bung doi. Co thé ubng vao budi sang hodc vao lic khac, nhung truéc va sau
khi udng thudc 2 gid phai nhin &n.
Liéu ding:
Ding mot liéu duy nhat. Tuy thudc vao trong lugng cd thé, cu thé nhu sau:
Diéu tri giun chi:
- Tir 15 dé&n 25 kg: 1 vién
- Tir 26 dé&n 44 kg: 2 vién
- Tu 45 dén 64 kg: 3 vién
- Tir 65 dén 84 kg: 4 vién
- Trén 85 kg: 150 mcg/kg
Diéu tri giun luon:
- Tu 15 dén 24 kg: 1 vién
- Tu 25 dén 35 kg: 2 vién
- Tu 36 dén 50 kg: 3 vién
- Tir 51 dé&n 65 kg: 4 vién
- T 66 dé&n 79 kg: 5 vién
Trén 80 kg: 200 mcg/kg
. CHONG CHi DINH:
Qua man véi bat ci thanh phdn ndo cla thudc.
Nhiing bénh nhin c6 kém theo rdi loan hang rdo mau ndo, nhu bénh trypanosoma chiu Phi va
bénh viém mang nao.
9. LUU Y VA THAN TRONG:
Bénh ndo ning hoic tii vong dd xay ra & ngudi bénh sau khi dung ivermectin diéu trj nhiém
Onchocerca trong viing ¢6 giun chi Loa /oa luu hanh (do ¢6 &u tring trong méu).
An toan va hiéu qua chua dugc xac dinh doi v6i tré cé can ndng < 15 kg, khong nén dung ivermectin
cho tré c¢d can ning < 15 kg va trd < 2 tudi, do hang rao médu — ndo c6 thé con kém phét trién so
vGi tré 16n hon.
Piéu tri cong dong can loai trif phu nii c6 thai, tré em du6i 15 kg va ngudi 6m nang.
lvermectin c6 thé géy céc phan (ng da va phan (ng toan than v6i mic do khac nhau (phan ing
Mazzoti) va cac phan tng trén mat 6 ngudi bénh bj giun chi Onchocerca.
C4n diéu tri nhic lai cho nhiing ngudi bénh bj suy gidm mién dich.
Do thudc 1am tdng GABA, nén c6 quan niém cho ring thudc c6 tic dung trén hé than kinh trung
uong & ngudi ma hang rao méu ndo bi ton thuong (nhu trong bénh viém mang ndo, bénh do
Trypanosoma).
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Khi diéu trj bdng ivermectin cho ngudi bi bénh viém da do giun chi Onchocerca thé ting phan tng,
c6 thé xay ra cac phan (ng c6 hai ndng hon, d3c biét 1a phi va 1am cho tinh trang bénh ning I&n.
Tré em:

Tinh an toan va hiéu qua trén bénh nhi can ndng du6i 15 kg chua dugc xac dinh.

Ngudi cao tudi:

Than trong khi diéu tri cho b&nh nhéan cao tudi.

Thai ky mang thai: Tac dung gdy qudi thai da dugc theo ddi trén dong vat nghién ciu. Do chua ¢
nghién ciiu dugc ki€m sodt trén ngudi mang thai, vi vay ivermectin khdng khuyén céo ding cho phu
n cd thai.

Thdi ky cho con bud: Ivermectin tiét vao sia me vGi nong do thap (duti 2% lugng thudc da dung). An
toan véi tré so sinh chua dugc xdc dinh, do d6 chi dung thudc nay cho ngudi me khi thay lgi ich cho
me vugt trdi nguy co cho con. Khdng nén cho me dung thudc t6i khi tré it nhat dugc 1 tudn tudi.

Anh hudng cia thudc doi véi cong vigc:

Thudc c6 kha ndng gay chong mat, hoa mat, nén cdn than trong khi l4i xe, vdn hanh mdy méc, lam
viéc trén cao va céc hoat dong khac.

10. TUGNG TAC THUGC:

VE mit ly thuyét, thudc co thé 1am tdng tdc dung cla cac thudc kich thich thu thé GABA (nhu céc
benzodiazepin va natri valproat).

Sinh kha dung cla ivermectin c6 thé ting 1&n do rugu, levamisol.

Tranh dung dong thoi ivermectin véi BCG.

Ivermectin c6 thé 1am tdng tac dung cla thudc khdng vitamin K.

T4c dung cla ivermectin cé thé ting I1&n khi ding déng thoi véi azithromycin, cdc thubc dc ché P-
glycoprotein/ABCB1.

lvermectin lam gidm téc dung cla BCG (vdc xin Lao), vdc xin thuong han.

11. TAC DUNG KHONG MONG MUON:

lvermectin 1a thudc rat an todn, rdt thich hgp cho céc Chuong trinh diéu tri trén pham vi rong. Hau
hét cac ADR clia thudc 12 do cdc phan Gng mién dich ddi véi cac &u tring bi chét. Vi vdy, miic do
ndng nhe clia ADR c6 lién quan d&n mat do 4u tring 6 da.

ADR thuding xay ra trong 3 ngay ddu sau khi diéu tri va phy thudc vao liéu dung. Ty 1& cdc ADR da
dugc thong bdo rdt khac nhau. Trong mdt bdo cdo gom 50 929 ngudi bénh dung ivermectin, tac
dung phu khodng 9%. G nhiing viing ¢6 dich luu hanh nhiéu, ty 1& cac ADR c6 thé cao hon nhiéu.
Du6i ddy la ADR da dugc béo céo:

Piéu tri giun chi:

Thudng gap, ADR > 1/100:

- Xuong khép: Dau khdp/viem mang hoat dich.

- Hach bach huy8t: Sung to va dau hach bach huyét 6 néch, & co va 6 ben.

- Da: Ngtia, céc phan (ng da nhu phu, c6 n6t sén, mun mi, ban da, may day.

- Toan than: Sot.

- Tiéu hoa: fa chdy, non

- Gan: Tdng ALT, tdng AST.

- Phu: Médt, ngoai vi

- Tim mach: Ha huyé&t dp thé diing, nhip tim nhanh.
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It gdp, 1/1000 < ADR < 1/100

- Than kinh trung uong: Dau d4u.

- Thén kinh ngoai vi: Dau co.

Diéu tri giun luon:

Thuong gap, ADR > 1/100:

- Tiéu héa: Tiéu chdy, bubn ndn.

- Than kinh: Hoa mt.

- Da: Ngta.

It géap, 1/1000 < ADR < 1/100

- Toan than: Suy nhugc/mét mdi, dau bung.
- Tiéu héa: Chan &n, tdo bén, nbn.

- Thén kinh: Budn ngd, chong mat, run.

- Da: Phat ban, may day.

12. QUA LIEU VA CACH XU TRi

Trigu ching: Ban da, phu, nhiic ddu, hoa mat, chdng mit, suy nhugc, budn nén, ndn, tiéu chdy. Cac

= tac dung khong mong mudn khac gdbm céc con dong kinh, that diéu, khé thd, dau bung, di cadm va
may day.
C4ch xu tri: trong trudng hop nhiém doc cdn diéu tri hd trg bao gdm truyén dich va cac chat dién
gidi, trg hd hap, dung thudc van mach néu bi ha huyét 4p dang ké. Gay ndn va/hoic rlia da day
cang s6m cang t6t. Sau d6, dung thudc tdy va céc bién phép chéng doc khac néu cdn dé ngin can
sy hap thu thém thudc vao co thé.
13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khong ding qué liéu chi dinh.
14. DIEU KIEN BAO QUAN: § nhiét do dusi 30°C, nai khd rao, tranh anh séng.
15. HAN DUNG CUA THUOC: 36 thang k& tif ngay san xudt. Khdng dung thudc khi qua han dung.
16. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT
(ca)
= Pharmaceuticals
WHO-GMP J
CONG TY C3 PHAN DUQC PHAM OPV s
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Phutng An Binh, Tp. Bién Hoa, Tinh Déng Nawy

17. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC
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