m BPoc kj hudng déin sit dung trude khi ding
GMP Néu cdn thém théng tin xin héi  kién thdy thude.
Chi diing thudc nay theo sy ké don ciia thdy thuéc.

PIZAR

( Vién nén Ivermectin )
Tirthbng tin sdn phdm nay bao gom hudng dén sitdung cho thudc c6 nhidu ham lugng khdc nhau.

THANH PHAN:
M®i vién nén PIZAR-3 chifa:

T4 dudc: Cellactase 80, magnesi stearat, croscarmellose natri.,

—Mbivitinén PIZAR-6chdfa: o mmatemae—t — e

Té dudc: Cellactose 80, magnesi stearat, croscarmellose natri.

Diic tinh dugre Iye hge:

Ivermectin 12 din cht b4n tdng hgp ciia mdt trong s8 avermectin, nhém chi't ¢6 ciu tric lacton vdng 16n, phin Ip tif sy 1én
men Streptomyces avermitilis. Ivermectin ¢6 phd hoat tinh rong trén c4c giun trdn va ti€t tiic clia gia sac, do d6 duge dung
nhiéu trong thi y. Thuéc 1dn ddu tién dugc ding cho ngudi vio nim 1981. Ivermectin c6 hi¢u qua trén nhiéu loai giun trdn nhyu
giun ludn, giun t6c, giun kim, giun dda, giun mé¢ va giun chi Wuchereria bancrofti. Tuy nhién, thufic khéng c6 tic dung trén
sdnld ganva sdndiy.

Hién nay, ivermectin 12 thuic dugc chon diéu tri bénh giun chi Onchocerca volvulus va 14 thuc diét fu triing giun chi rdt
manh, nhung it tdc dung trén ky sinh tring truding thanh. Sau khi ung dugc 2 - 3 ngay, fu tring giun chi § da m4t di nhanh; cdn
&u trdng d gidc mac v tién phong mit thi chim hdn.

Téc dung ctia thufc c6 thé kéo dai d€n 12 thing. Mot thang sau khi diing, &u tring tai tif cung giun chi trudng thanh khong thodt
ra dugc, rdi bj thodi héa va tiéu di. Téc dung kéo dii trén §u tring rit c6 ich trong viéc ngéin chiin con duding 14y lan clia bénh.
Pi bi€t khd o cd ché tic dung ciia ivermectin 48i vdi giun chi Onchocerca. Thubc gay ra tic dung djc tryc ti€p, 1am bat dong
va théi triY &u tring qua du®ng bach huyé&t. Ivermectin kich thich ti€t chit din truyén thin kinh 12 acid gama-amino butyric
(GABA). 0 cic giun nhay cim, thudc tdc dong bling céch ting cudng sv gidi phéng GABA d sau synap ciia khép thin kinh co

lam cho giun bj liét. .
_ Ivermectin khong d& dang gia kb Mm&a@méﬁlmgﬁm vit c6 vi. Vi vy, khong dnh

huéng d&n sy din truyén thin kinh phy thugc GABA clia cdclodindy.

Piic tinh dugc djng hoc:

Cbdn chita bi€t rd sinh kha dung ciia thudc sau khi udng. N6i chung, khong thdy c6 sy khdc nhau vé& ndng 46 dinh trong huyét
twong gilta dang vién nén va dang vién nang (46 so vdi 50 microgam/ 1it). Tuy nhién, khi ding ivermectin trong m{t dung dich
nuéc ¢6 nugu, ndng do dinh ting gdp dbi va sinh khi dung twdng d6i ciia vién nén chi bing 60% sinh khi dyng cla dang dung
dich. Thoi gian dat tdi ndng d6 dinh trong huy€t twong khodng 4 gidf va khong khic nhau giifa cic dang bao ch€, Ivermectin ¢c6
thé tich phén b& bifu ki€n khodng 48 lit vi d6 thanh thii rit thip (khodng 1,2 1it/ gidy). Nira ddi thdi tri sau khi ufng dang dung
dich khodng 28 gi®s. Khodng 93% thudc lién k&t vdi protein huy€t tuong. Chuyé€n héa ciia thubc chira duge nghién ciu ky, tuy
nhiéndi thiy thudc bi thily phin va bi khi methyl & gan. Ivermectin bii ti€t qua mét va thii trif gdn nhu chi qua phin. Dudi 1%
liéu ding duge thdi qua nudc ti€u.

CHI PINH:

Ivermectin duge Iva chon d€ didu tri bénh giun chi Onchocerca, mic di thuSc c6 hiéu qué t8t trong diu trj cic bénh giun ké cd
giun luon & rudt do Strongyloides stercoralis. Vaitrd clia ivermectin trong bénh giun chi & hé bach huy&t cdn chifa dugc nghién
ciu k.

LIEUDUNG - CACH DUNG:

- Ivermectin udng vdi nudc vao budi sdng s6m khi chura &n hodc c6 thé vio lic khéc, nhung trénh in trong vong 2 gid trudc v
sau khi ddng thudc.

- Chua x4 c dinh dugic 4§ an toan cho tré em dudi 5 tudi.

- Ngudi 16n va tré em trén 5 tudi: Ding mdt lifu duy nhi't 0,15 mg/ kg. Lifu cao hon s& 1am ting phdn dng c6 hai, ma khong
ting hidu qud didu tri. Cin phdi t4i diéu trj véi liu nhy trén hing nim d€ chic chin khéng ch& duge fu tring giun chi
Onchocerca. N&u ngudi bénh bj nhiém ning fu tring vao mit, thi c6 thé phai t4i diéu tri thudng xuyén hon, ching han nhu cit
sau 6 thdng phdi ding thudclai mdtlin.

- Huéng din liéu diing ivermectin d€ diéu tri nhi€m Onchocerca:

Thé trong (kg) Liéu uéng duy nhit
15-25 3 mg
26 - 44 6 mg
45 - 64 9 mg
65-84 12 mg
> 85 0,15 mg/kg

CHONG CHI PINH:
Bénh nhin min cdm vdi bitky thanh phin niocia thude.
Bénh nhin mic cdc bénh cd kém theordiloan hiing rio m4u nio, nhubénh irypanesoma Chéu Phi va bénh viém mang nio.




LUUY PACBIET VA THAN TRQNG KHI SUDUNG:

Cbn chua c6 nhidu kinh nghi&m diing thudc cho tré em dudi 5 tudi, vi viy khéng ding cho Ifa tudind y.

Do thubc lam ting GABA, nén c6 quan niém cho rling thuic ¢6 tdc dung trén hé thin kinh trung vong & ngudi ma hing rio mdu
niobitdn thudng (nhu trong bénh vié m mang ndo, bénh do Trypanosoma).

Khi diéu trj bing ivermectin cho ngudi bj bénh viém da do giun chi Onchocerca thé ting phan iing, c6 thé xay ra céc phdn iing
¢t haining hon, ddc biét 14 phit v ]Jim cho tinh trang bénh ning 1én.

P& xatim tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Chuta thiy c6 théng béo vé trong téc thude c6 hai, nhung vé mit 1y thuy&t, thuSc c6 thé 1am ting tic dung cilia cic thudc kich
thich thy thé GABA (nhu céc benzodiazepin va natri valproat).

TACPONG TREN KHA NANG LAI XE VA VAN HANH MAYMOC:

Chura 6 dir liéu cho thdy riing thudc c6 4nh hudng trén khd niing 14i xe vi vin hanh mdy méc. Tuy nhién, tdic dung khdng mong
muén ciia thuc 1 nhifc diu, chéng mat, ha huy&t4p c6 thé xdy ra. Vi viy, cin thin trong khi 14i xe vA vin hiinh m4y m6c nguy
hi€m.

PHU NU CO THAI VA CHO CON BU:

Theri ky mang thai:

Tai liéu trén ngudi cdn han ché. Trong mot nghién cdu & dién rdng 14.000 ngudi bénh ding thuéc mdi nAm mot 1an, trong 3
nim c6 203 tré dugc sinh ra tif nhifng ngudi me di diing thudc khi mang thai. K&t qua cho thiy, nhiing khuyé&t tit & c4c tré sinh
ra tif céc bd me diing thudc khéng khdc c6 ¢ nghia v8i cdc tré ciia cdc ba me khéng ding thudc. Vi bénh fu tring giun chi
Onchocerca d& giy ra mi 1da, lai chua thiy ¢6 bio cdo vé khi niing gdy qudi thai, mic di thuSc 3 dugc ding trén mét pham
viritrong, nén c6 thé ding ivermectin sau khi c6 thai dugc 3 théng.

Théi ky cho con bi:

Ivermectin ti€t vio sifa me vdi ndng 46 thip (dudi 2% lugng thudc di ding). An toin véi tré sd sinh chua duge xéc dinh, do 46
chi diing thudic na y cho ngudi me khi thiy c6 1¢i cho me hon.

TACDUNGKHONG MONG MUON:

Ivermectin 12 thufc an toin, rit thich hgp cho cdc chudng trinh diéu tri trén pham vi réng. Hiu bét cdc tdc dung khdng mong
mudn ciia thufc 14 do cdc phdn dng mién dich d8i vdi cdc du tring bj chét. V1 vy, mic 4§ ning nhe clia tic dung nay c6 lién
quan d&€n mét 46 Tu tring & da. C4c téc dung khéng mong mudin di dugc thong bdo gdm s8t, ngda, chéng mit hoa mét, ph,
ban da, nhay cim dau & hach bach huyé&t, ra md hoi, ring minh, dau cd, sung khdp, sung mit (phin (ng Mazzotti). Ha huy&t4p
th€ didng ning di dugc théng cdo ¢6 kém ra md hdi, nhip tim nhanh v 1d lin.

Téc dung khong mong mudn thudng xdy ra trong 3 ngdy ddu sau khi diéu trj va phy thudc vao lidu ding. Ti 1é c4c tic dung
khéng mong mudn 43 dugc théng béo rit khic nhau. Trong mdt bdo cdo gbm 50.929 ngudi bénh diing ivermectin, tic dung

ﬁ:?é"f mong mudn khodng 9%. ‘%ﬂtﬂp"g? ﬂ%llfﬁg :1?5&6 i%l)f fﬁfgﬁugg /:h&ng mong mudn ¢6 thé cao han

Dudi ddy 1a ADR: Trong diéu tri bénh giun chi Onchocercaliéu0,1-0,2 mg/kg:

Thuong gdp, ADR > 1/100

Xuong khdp: Pau khdp/ viém mang hoat dich (9,3%).

Hach bach huy€t: Sung to v dau hach bach huy&t & ndch (10,0% va 4,4%), & c8(5,3% va 1,3%), d ben (12,6% va 13,9%).
Da: Ngtfa (27,5%), cdc phdn itng da nhu phid, c6 ndt sdn, mun mi, ban da, may day (22,7%).
Toan thin: S5t (22,6%).

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

Tim mach: Ha huy&t 4pthé ding (1,1%), nhip tim nhanh (3,5%).

ftgdp, 1/1000 < ADR < 1/100

Thén kinh trung wong: Nhitc diu (0,2%).

Thén kinh ngoai vi: Pau cd (0,4%).

Thdng bdo cho thdy thudc cdc tdc dung khéng mong mudn gdp phdi khi sit dung thudc.

QUA LIEU - XU TRIi:

CAc biéu hién chinh do nhi€m déc ivermectin 12 ban da, phil, nhifc d4u, hoa m4t, chéng mit, suy nhugc, budn ndn, ndn, ia chiy.
Cic tdc dyng khéng mong muén khdc gdm cdc con déng kinh, midt diéu hda, kh6 thd, dau bung, di cdm va may day.

Khi bj nhi€ém dic, cin truyén dich va c4c chit dién gidi, trg hé hip (oxygen va hé hdp nhén tao n€u cdn), ding thudc ting
huy&t 4p néu bj ha huy&t 4p. Giy ndn holic n¥a da diy cing sém cing t&t. Sau d6, ding thudc tiy va cdc bién phép chdng doc
khdc néu cdn d€ ngin cdn sy hip thu thém thufc vio cd thé.

PONG GOI: Hop 1 vix 4 vién.
BAO QUAN: Ndi kho réo, trénh 4nh sdng, nhiét 46 khéng qud 30°C.
TIEU CHUAN CHAT LUCUNG: Tiéu chufnnha sén xuit.

HANDUNG: 36 thdng ké tirngdy sin xudt.

San xuit tai:

CONG TY TNHH DAVI PHARM (DAVI PHARM CO., LTD)
L6 M7A, Buong D17, Khu CN M§ Phuéc 1, Phudng Théi Hoa,
Thi x4 Bé€n C4t, Tinh Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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