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m Boc kyj hudng dén sit dung trudc khi dang
GMP Néu cén thém thong tin xin héi § kién thdy thubc.
Chi ditng thudc nay theo sy ké don cia thdy thube.

PIZAR

(Vién nén Ivermectin )
T théng tin sdn phdm ndy bao gém hudng dén st dung cho thude cé nhiduham lugng khéc nhau.

THANH PHAN:
M&i vién nén PIZAR-3 chifa:
Ivemmectin.........coouusmnmminmssmisnisssssseed ME
T4 dudc: Cellactose 80, magnesi stearat, croscarmellose natri.
— Mbi viganén PIZAR-6 chita: - = SRS == et
Ivermectin........... SRR 1 1114

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

Biic tinh duge hye hpe:
Ivermectin 12 din chit bin tdng hop ciia mt trong s& avermectin, nhém chit c6 c&u tnic lacton vong 16n, phin 1ap tir sy lén
men Streptomyces avermitilis. Ivermectin c¢6 phé hoat tinh rdng trén c4c giun trdn va i€l tic ciia gia sic, do 46 dugc diing
nhidu trong th y. Thudc 14n d4u tién dugc diing cho ngudi vao nam 1981. Ivermectin c6 higu qué trén nhiéu loai giun tron nhu
giun luon, giun t6c, giun kim, giun diia, giun méc va giun chi Wuchereria bancrofti. Tuy nhién, thufic khdng c6 tic dung trén
sdnld ganva sinddy.
Hién nay, ivermectin 12 thufc dugc chon didu tri bénh giun chi Onchocerca volvulus va 14 thuSc diét fu triing giun chi ridt
manh, nhung it tdc dung trén ky sinh triing try@ng thanh. Sau khi udng dudc 2 - 3 ngay, &u trdng giun chi § da m4t di nhanh; cdn
Zutriing 3 gidc mac va tién phong mEt thi chim hon.
T4c dung ciia thufc c6 thé kéo dai d€n 12 thing. Mt théng sau khi diing, &u tring tai tif cung giun chi trudng thinh khdng thoat
ra ducre, rdi bj thodi h6a va ti€u di. Tic dung kéo dai trén du trdng rit c6 ich trong viéc ngiin chiin con dudng liy lan clia bénh.
P bi€t khd r6 cd ché téc dung ciia ivermectin d8i vdi giun chi Onchocerca. Thudc gy ra tic dung doc tnfc ti€p, 1am bit ddng
v théi triY #u tring qua dudng bach huy&t. Ivermectin kich thich ti€t ch4t din truyén thin kinh 12 acid gama-amino butyric
(GABA). 0 céc giun nhay cdm, thudc téc dong bing céch ting cudng sy gidi phéng GABA & sau synap clia khdp thin kinh co
lam cho giun bi liét.

_ Ivermectin khong d& ding gia nhip dudc vio hé thing thin kinh trung wdng cla céic lodi dgng vit cé vii. Vi viy, khong dnh
huding d&n syt din truyén thin kinh phy thugc GABA clia cdclodindy.
Diic tinh dugc dpng hoe:
Cdn chira bit ré sinh khi dung clia thudc sau khi ufng. N6i chung, khong thiy c6 sy khdc nhau vé ndng d6 dinh trong huyét
twong giffa dang vién nén vi dang vién nang (46 so vdi 50 microgam/ lit). Tuy nhién, khi ding ivermectin trong mét dung dich
nudc ¢6 nugu, ndng 49 dinh ting gap dbi va sinh kha dung twong d8i clia vién nén chi bling 60% sinh khi dung cla dang dung
dich. Thaii gian dat tdi néng d¢ dinh trong huy&t avang khodng 4 gi¢s vi khéng khéc nhau giifa c4c dang bao ch€, Ivermectin c6
th& tich phén bd bi€u ki€n khodng 48 lit va 46 thanh thii rdt thp (khodng 1,2 1i/ gidy). Nira ddi théi trir sau khi udng dang dung
dich khodng 28 gis. Khodng 93% thudc lién két vdi protein huyét twang. Chuyén héa ciia thudc chua dugce nghién cttu ky, tuy
nhiénda thiy thudc bi thily phan va bj khi¥ methyl 8 gan. Ivermectin bai ti€t qua mit vi thdi trir gin nhu chi qua phin. Dudi 1%
liéu ding dirge thii qua nudc tiéu.

CHiPINH:

Ivermectin duge lra chon d€ diéu tri bénh giun chi Onchocerca, mic di thufc o6 hiéu qui tSttrong diu tri c4c bénh giun k€ cd
giun luon & rudt do Strongyloides stercoralis. Vai trd cla ivermectin trong bénh giun chi & hé bach huy&t cdn chia duge nghién
cifu ky.

LIEUDUNG - CACHDUNG:

- Ivermectin udng vai nuwdc vio budi sdng s6m khi chua &in hodc c6 thé vio lic khdc, nhung trdnh &n trong vong 2 gid trude va
sau khi diing thudic,

- Chua x4 ¢ dinh dugc 4§ an toin cho tré em duéi 5 tudi.

- Ngudi 16n va tré em trén 5 tudi: Diing mdt liéu duy nhit 0,15 mg/ kg. Liéu cao hon sé 1am ting phdn dng cé hai, ma khong
ting hiéu qud diéu tri. Cin phdi t4i diéu trj v6i liéu nhyr trén hiang ndm d€ chic chin kh&ng ché dugc du tring giun chi
Onchocerca. N&u ngudi bénh bi nhim ning fu triing vao mét, thi c6 thé phai t4i diéu tri thudng xuyén hon, ching han nhu it
sau 6 thdng phii ditng thudic lai mdt1in.

- Huéng dfin liéu diing ivermectin &€ diéu tri nhiém Onchocerca:

Thé wong (kg) Liéu udng duy nhit
15-25 3Img
26 - 44 6 mg
45 - 64 9 mg
65 - 84 12 mg
285 0.15 mg/kg

CHONG CHi PINH:
Bénhnhi#n min cdm v8i bitky thinh phin niociia thude.
Bénh nhan méc cdc bénh c6 kém theo rdi loan hang rao mau nio, nhuwbénh trypanosoma Chiu Phi vi bénh viém ming nio,
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LUUY PACBIET VA THAN TRONG KHISUDUNG:

Con chua cé nhiéu kinh nghiém diing thusic cho tré em dudi 5 tudi, vi viy khéng ding cho Ida tudi nay.

Do thudclam ting GABA, nén c6 quan niém cho ring thufc c6 tic dung trén hé thin kinh trung vdng & ngudi ma hing rioméu
ndo bi tdn thudng (nhv trong bénh viém mang ndo, bénh do Trypanaesoma).

Khi diéu trj bling ivermectin cho ngudi b bénh viém da do giun chi Onchocerca thé ting phin ting, c6 thé xdy ra cic phin ting
c6 hai ndng hdn, dicbiét 1a phi) va ldm cho tinh trang bénh niing 1&n.

PZ xatim tay tré em.

TUGNG TACTHUGC, CAC DANG TUONG TACKHAC:
Chua thiy c6 théng bio vé twong tic thudic ¢6 hai, nhung vé& mit 1§ thuy&t, thudc c6 thé lam ting tic dung ciia cdc thufc kich
thich thu thé GABA (nh c4c benzodiazepin vA natri valproat).

TACPONG TREN KHA NANG LAIXE VA VAN HANH MAY MOC:

Chura ¢6 dit Jiéu cho thiy ring thudic ¢6 4nh hudng trén khi ning l4i xe v2 vin hinh mdy méc. Tuy nhién, tic dung khéng mong
mudn cia thudc 1 nhitc diu, chéng mat, ha huy&t 4p c6 th€ xdy ra. Vi viy, cin thin trong khi 14i xe vA vin hinh m4y m6e nguy
hi€m.

PHU NU CO THAI VA CHO CON BU:

Theri ky mang thai:

Tai liéu trén nguiri cdn han ché. Trong mét nghién cifu & dién rong 14.000 ngudi bénh ding thudc mbi ndim mét 1én, rong 3
nim cé 203 tré dugc sinh ra tif nhifng ngudi me A2 ditng thudc khi mang thai. K€t qui cho thiy, nhitng khuy&t tit § cdc wé sinh
ra tir cdc bd me diing thudc khéng khdc ¢6 ¢ nghia vdi cdc tré clia cdc bd me khong dixng thuSe. Vi bénh u triing giun chi
Onchocerca d& giy ra mi 10a, lai chuta th&y c6 béo cdo vé kha niing giy qudi thai, m§c dil thu&c di ducc ding trén mdt pham
vicdtrdng, néncé thé diing ivermectin sau khi c6 thai dugc 3 thing.

Thai ky cho con bu:

Ivermectin tiét vio sta me vdindng d thp (dwdi 2% lugng thudc di diing). An toin véi tré sd sinh chua dugc xdc dinh, do d6
chi diing thudc nay cho ngudi me khi thiy ¢6 Igi cho me hon.

TACDUNG KHONG MONG MUON:

Ivermectin 12 thufc an todn, rit thich hgp cho cdc chudng trinh diéu tri trén pham vi rong. Hiu bét cdc tic dyung khong mong
mudn ciia thufc 12 do cdc phin dng mién dich d8i vdi cdc fu tritng bi chét. V1 vy, mifc 46 ning nhe cia tdc dung ndy ¢6 lién
quan d&n mit dd fu tring & da. Céc téc dung khdng mong mudn di dudc théng bdo gém sét, ngda, chdng mit hoa mit, phd,
ban da, nhay cim dau & hach bach huy€t, ra md hi, ring minh, dau cd, sung khdp, sung mit (phdn ¢ng Mazzotti). Ha huyétdp
th& ding ning da dugc théng cdocd kémra md hoi, nhjp tim nhanh va 1 1in.

Téc dung khong mong muén thudng x4y ra trong 3 ngdy ddu sau khi diu tri va phu thudc vio liéu ding. T 1é cdc tic dung
kh6ng mong mudn 43 dugc thén(g bao rit khic nhau. Trong mét bdo cdo gdm 50.929 ngudi bénh ding ivermectin, tic dung

khéng mong mudn khodng 9%. O nhitng viing c6 dich luu hinh nhiéu, tj 1¢ c4c tic dyng khong mong mudn c6 thé cao hon
nhiéu.

Dutdi diy 12 ADR: Trong diéu tri bénh giun chi Onchocercaliéu0,1-0,2 mg/kg:

Thmg gap, ADR > 1/100

Xuwong khdp: Pau khdp/ viém mang hoatdich (9,3%).

Hach bach huy&t: Sung to vi dauhach bachhuy&td nach (10,0% vi 4,4%), 3 o8 (5,3% va 1,3%), d ben (12,6% va 13,9%).
Da: Ngita (27,5%), cdc phén ing da nhu phd, c6 nft sin, mun mii, ban da, may day (22,7%).

Toanthin: 58t(22,6%).

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

Tim mach: Ha huy&t 4pth€ ding (1,1%), nhip timnhanh (3,5%).

ftgap, 171000 < ADR < I/100

Thén kinh trung vong: Nhic diu (0,2%).

Thén kinh ngeai vi: Pau cd (0,4%).

Théng bdo cho thdy thudc cdc tdc dung khéng mong mubn gdp phdi khi sit dung thudc.

QUA LIEU - XU TRi:

Céc biéu hién chinh do nhi€m dc ivermectin 12 banda, phit, nhife d4u, hoa m4t, chéng mit, suy nhude, budn nén, ndn, la chiy.
Céc tdc dung khéng mong mudn khdc gém cdc con dgng kinh, mit diéu hda, khé thd, dau bung, di cdm va my day.

Khi bj nhi€ém ddc, cdn truyén dich v cdc chat dién gidi, trg hé hip (oxygen vi hé hip nhin tao n€u cin), ding thudc ting
huy#t 4p néu bj ha huy&t 4p. Giy nén hoiic rifa da dy cAng sém cing t6t. Sau d6, ding thudc ty va cdc bién phéip chéng doc
khic n€u cin d€ ngin cdn swhip thu thém thubc vio ca thé,

PONG GOI: Hop 1 vix 4 vién.
BAO QUAN: Ndikhé réo, trdnh 4nh sing, nhiét 46 khong qua 30°C.
TIEU CHUAN CHAT LUGNG: Tiéu chufn nha sin xufft.

HANDUNG: 36 théng k€ t¥ ngdy sdn xut.

S4n xuit tai:

CONG TY TNHH DAVI PHARM (DAVI PHARM CO., LTD)
L6 M7A, Pudng D17, Khu CN My Phuéc 1, Phudng Théi Hoa,
Thi x4 Bén C4t, Tinh Binh Dudng, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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