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1. Bao bi ngoai:
- HAp 3 vi x 10 vién nén.

Thanh phan: Mdi vién nén chira:

Dé xa tim tay tré em

Aciclovir. 400mg  Docky huéng dan st dung trudc khi ding

Ta dugc vd. 1vién  SPK/Reg. No.: XX-XXXX-XX

Chi dinh - Chéng chi dinh - Tac dung khdng mong  €ng ty CP Dugc phim Agimexpharm -
muén - Thin trong - Liéu diing - Cach diing va chc 2, \auyin Théi Hoc, . M3 Binh, TP Long Xuyen,An Giang
théng tin khéc: Xin doc trong to huéng dan sirdung.  chinhénh Cang ty CP Dugc phém Agimexpharm

Nha méy sin xuit Dugc phdm Agimexpharm
Budng Vi Trong Phung, K. Thanh An, P. My Théi,
TP. Long Xuyén, An Giang

Bao quan: Nhiét do dudi 30°C, tranh m va anh sang.

Tiéu chudin: DBVN 5. )

WHO-GMP
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Vién nén Aciclovir 400 mg
Hop 3 vix 10 vién nén AGIMEXPHARM
Composition: Each tablet contains: Keep out of reach of children §
Aciclovir. 400mg  Read carefully the instructions before use § g
Excipients q.s 1 tablet Company 3 g
peaar=ga Undesirable effects- 27 Nguyen Thai Hoc Street, My Binh Ward, s &
P ons - Conl i By Lo':gXuyenGIy,AnGiangProvim,Vie(nam 23%
P 5 ge - and other  yanuactured by: S
information: Read the leaflet insert. Branch of Agimexpharm Pharmaceutical JSC. 828
" i i % Pharmaceutical Factory XXgd
Storage: Protect from humidity and light, below 30°C. VuTrong Street, Thanh An Hamlet, My Thoi Ward, 2 %‘g
Specification: VP 5. Long Xuyen City, An Giang Province, Vietnam. § 22
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HUONG DAN SU DUNG THUOC

** AGICLOVIR 400

Thudc nay chi dung theo don thudc
Poc k§ hwéng din sir dung trude khi dung

Dé xa tim tay tré em

Thanh phin cong thirc cho 1 vién:

Thanh phan hoat chét:

Maéi vién AGICLOVIR 400 chira 400 mg Aciclovir. H

Thanh phan ta dugc:

Lactose, Tinh bdt ngd, Povidon K30, Microcrystallin cellulose 101, Natri starch glycolat, Magnesi
stearat.

Dang bao ché: Vién nén dai, mau tring, mot mat tron, mot mit c6 vach ngang bé doi duoc, kich thude 8

mm x 17,5 mm.
Chi dinh:

- Piéutr nh1em Herpes simplex & da va niém mac, bao g0m herpes sinh duc khoi phat va tai phat
(khong bao gdm nhiém HSV ning & tré suy giam mién dich).

- Ngan chén (phong ngura tai phat) nhiém Herpes simplex tai phat & cac bénh nhan c6 kha niang
mién dich binh thuong.

- Du phong nhiém Herpes simplex & cac bénh nhan suy giam mién dich.

- Diéu trj bénh thily dau va Herpes zoster (bénh zona).

Cich dung, liéu dung:

Cich dung: Udng thudc sau bita an v6i nhidu nude.

Liéu ding:

Ngu'(‘)'i lom:

Piéu tri nhiém Herpes simplex: Udng 200 mg/lan x 5 lan/ngay, mdi 1an cach nhau 4 gid bo qua liéu

ban dém. Dot diéu trj thuong 5 ngay, trong cac trudng hop nhidm khoi phat nang, thoi gian diéu tri
c6 thé kéo dai hon.

O nhimng bénh nhan bi suy giam mién dich nang (nhu sau ghép tuy) hodc nhitng bénh nhén bi giam
hap thu & rudt, liéu c6 thé ting gap doi thanh 400 mg hoic c6 thé can nhic dung liéu tiém tinh mach.
Nén bat dau diéu tri cang som cang t6t ngay khi nhiém bénh; ddi véi cac dot tai phat, tt nhat nén
bat dau diéu tri trong giai doan tién triéu hodc khi bit diu xuét hién cac sang thuorng

Phong ngira nhiém Herpes simplex tdi phdt ¢ cdc bénh nhdn cé kha ndng mién dich binh thuong:
Uong 200 mg/lan x 4 1an/ngay, mdi 1an cach nhau 6 gio.

Pé thuan tién cho nhiéu bénh nhén c6 thé dung liéu 400 mg/lan x2 lan/ngay, m01 lan cach nhau 12 gio.
Trong mot s truong hop, diéu chinh liéu xuong 200 mg/lan x 3 1an/ngay, mdi lan cach nhau 8 gid,
hodac 200 mg x 2 lan/ngay cach nhau mdi 12 gio, cling ¢6 thé dat duoc hidu qua.

Mot s6 bénh nhan c¢6 thé bi nhiém dot phat khi dung lidu tdng cong hang ngay 800 mg.
MS3i 6 - 12 théng, nén ngung diéu tri theo dinh ky dé theo ddi nhitg chuyén bién tu nhién cua bénh.
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Du phong nhiém Herpes simplex ¢ cdc bénh nhan suy giam mién dich:

Udng 200 mg/lan x 4 1an/ngay, mdi 1an cach nhau 6 gio.

O nhimng bénh nhan bi suy giam mién dich nang (nhu sau ghép tuy) hodc nhitng bénh nhén bi giam
hip thu & rudt, c6 thé tang gap doi liéu dén 400 mg hoic c6 thé can nhic dung liéu tiém tinh mach.
Thoi gian dung thude dy phong tuy thudc vao thoi ky c6 nguy co dai hay ngén.

Diéu tri bénh thity ddu va Herpes zoster:

Ucf)ng 800 mg/lan x 5 lan/ngay, mdi lan cach nhau 4 gio, khong dung thude vao budi t6i. Thoi gian
di€u tri nén kéo dai 7 ngay.

(3, nhimg bénh nhén bi suy giam mién‘ dich nang (nhu sau ghép tiy) hodac nhitng bénh nhén bi giam
hap thu & rudt c6 thé can nhac dung liéu ti€ém tinh mach.

Nén bit déu diédu tri cang sém cang t6t sau khi bt déu nhiém bénh. Diéu tri Herpes zoster mang lai

két qua tot hon néu dugc bat dau cang sém cang tot sau khi bt dau phét ban. Diéu trj thay dau &
bénh nhan c¢6 kha nang mién dich binh thuong nén bit dau trong vong 24 gid sau khi phat ban.

Poi twong dic biét:

Tré em:

Diéu tri nhz:é~m Herpes simplex va dy phong nhiém Herpes simplex & cdc bénh nhdn suy giam mién dich:
Tré > 2 tuoi: Dung bang li€u nguoi 16n.

Tré < 2 tuéi: Ding nira lidu ngudi 1on*.

Diéu tri bénh thuy dau:

Tré < 2 tudi: Udng 200 mg/lan x 4 1an/ngay. M

Tré 2 - 5 tudi: Ubng 400 mg/lan x 4 lan/ngay.

Tré > 6 tubi: Udng 800 mg/lan x 4 lan/ngay.

Diéu tri nén tiép tuc trong 5 ngay.

Liéu ding c6 thé duge tinh chinh xac hon 12 20 mg/kg thé trong (khdng vuot qué 800 mg) bén lan
moi ngay.

Chua c6 thong ~tin vé ngin chin nhiém Herpes simplex hodc diéu tri nhiém Herpes zoster & céc tré
c6 kha nang mién dich binh thuong.

* Néu liéu str dung khac v6i ham lugng 400 mg hodc 200 mg hodc tré khé udng thude vién, can hoi
y kién bac sy hodc dugc sy dé duge huéng dan st dung ché phdm c6 ham luong hozic dang bao ché
phu hop.

Ngwoi cao tudi:

Nén xem xét tinh trang suy gidm chic néng than & nguoi cao tudi va lidu lugng phai duge diéu
chinh cho phu hop (theo liéu lugng trong suy than dudi day).

Bénh nhan cao tudi ding lidu cao aciclovir phai duge udng du nudc.

Ngwoi suy than:

Cén than trong khi ding aciclovir & bénh nhan suy chirc ning than, liéu dung phai diéu chinh theo
d6 thanh thai creatinin, nén cho bénh nhan uéng du nudec.

- Diéu tri do nhiém Herpes simplex:

Dung liéu nhu ngudi binh thuong, dbi véi nhimg bénh nhén suy than nang (d0 thanh thai creatinin
dudi 10 ml/phit) nén diéu chinh liéu 200 mg/lan x 2 1an/ngdy, cach nhau méi 12 gio.

- Diéu tri nhiém Herpes zoster, nén diéu chinh liéu theo mirc d6 suy than nhu sau:

Suy thén trung binh, d§ thanh thai creatinin 10 - 25 ml/phut: Liéu 800 mg x 3 lan/ngay, mdi lan cach
nhau 8 gio.
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Suy thén nang, do thanh thai creatinin < 10 ml/phut: Liéu 800 mg x 2 lan/ngdy cach nhau mdi 12
gio.

Mot s6 lwu y dac biét vé xir ly thube trwée va sau khi sir dung thubc:

Khéng c6 yéu cau dic biét vé xir ly thude sau khi str dung.

Chong chi dinh: H
Bénh nhan qua man véi aciclovir hogc bat ky thanh phan nao cua thudc.

Canh b4o va théan trong khi ding thube:

Can cung cép di nudc, dic biét dbi véi ngudi sir dung lidu cao aciclovir.

Bénh nhdn suy thén ndng va bénh nhdn cao tuéi: Aciclovir duoc dao thai qua than, do d6 phai giam
liéu & bénh nhén suy than (xem phan liéu dung). Bénh nhén cao tudi c6 thé bi giam chirc nang thén
va do d6 viéc giam liéu can dugc can nhéc doi voi nhém bénh nhan nay. Ca bénh nhén cao tudi va
bénh nhan suy than déu c6 nguy co cao phit trién cac tac dung phu vé than kinh va d4u hiéu cua cac
tac dung phu nay can dugc theo dbi chat ché. Trong céc truong hop duge béo cdo, céc phan Uung nay
néi chung thuong hét kh1 ngung st dung thude.

Bénh nhdn suy giam mién dich nang Khi diéu tri véi aciclovir kéo dai hodc lap di lap lai co thé dan
dén viéc chon loc cac chung virus giam do nhay cam, dan dén khong thé tiép tuc diéu tri voi
aciclovir.

Cht y nén duy tri di lugng nuéc hdp thu cho nhimg bénh nhan ding liéu cao aciclovir dé tranh
nhiém ddc than.

Nguy co suy than tang 1én néu ding dong thdi véi cac thude khéc géy doc voi than.

Dir liéu hién ¢6 tir cdc nghién ctru 1am sang khong du dé két luan ring dleu tri bang aciclovir lam
giam ty 1¢ bién chimg lién quan dén thuy dau & bénh nhan c6 kha niang mién dich binh thudng.

Tré em:

Aciclovir dung duong udng duoc sir dung & tre em chu yéu dé diéu tri nhidm tring HSV khéng
nghiém trong ¢ da va ni€ém mac. D€ di€u tri HSV so sinh va nhiém HSV nang & tré em bi suy giam
mién dich dung aciclovir tiém tinh mach (IV)

Thudc nay chira lactose: Bénh nhan c6 van dé di truyén hiém gap vé khong dung nap galactose,
thiéu enzym Lapp lactase hoic kém hap thu glucose-galactose khong nén dung thudc nay.

Sir dung thudc cho phu nir c6 thai va cho con bi:

Thoi k)‘/ 0 thai:

Céc s6 lidu hién c6 vé sir dung aciclovir trén phu nir ¢6 thai van con han ché, va chua c6 cac thir
nghiém day du va c6 déi ching tét. Do d6 nén can trong can nhic, chi nén dung aciclovir cho ngudi
mang thai khi lgi ich diéu tri hon hin rui ro c6 thé xay ra vdi bao thai.

Phuy nir ¢6 kha nang mang thai hogc dang sur dung cdc bién phép tranh thai nén tham khao y kién béac
sy cén than trudce khi diéu trj v6i thude nay.

Khong cé thong tin vé ddc tinh trén thai nhi.

Thoi ky cho con bu:

Thube duge bai tiét qua sita me khi dung duong ubng. Sau khi uéng 200 mg aciclovir, 5 lén mot
ngay, da phat hién aciclovir trong sira me vdi nong d¢ dao dong tir 0,6 dén 4,1 lan so v6i nong do
tuong g trong huyét twong. Nong do nay c¢6 thé dua vao tré ba me vai lidu aciclovir 1én t6i 0,3
mg/kg/ngay.

Do d6, nén than trong khi dung aciclovir & phu nir cho con bu, néu can dung thudc cho me thi nén
ngung cho con bu.
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Anh huong ciia thube 1én kha nﬁng lai xe, vAn hanh may méc:
Chua c6 nghién ciru no cho thdy anh hudng cua aciclovir [€n khé néng l4i xe va van hanh may moc.
Hon nita, khong thé dyr doan anh hudng bét lgi 1én cac hoat dong nay tir duoc tmh clia hoat chat.

Tuy nhién nén than trong vi thudc c6 thé gy mét sb tac dung khong mong mudn trén than kinh nhu
dau dau, chéng mat, 4o giac, ngu ga (thudng xdy ra & bénh nhéan ding liéu cao hodc suy chirc nang
than), bénh nhan nén chic chén khong bi anh hudng bai thube trude khi l4i xe hay str dung may moc.

Twong tac, twong ky ciia thudc:
Twong tac ciia thudc véi cac thude khac va cac loai twong tac khac:
Probenecid: Lam ting nira doi trong huyét twong va AUC cua aciclovir, giam thai trir qua nudc tiéu
va do thanh thai cua aciclovir.
Zidovudin: Dung ddng thoi zidovudin va aciclovir c6 thé gay trang thai ngd lim va lo mo.
Ampbhotericin B va ketoconazol: Lam ting hiéu luc chdng virus cia aciclovir.

Interferon: Lam téng tac dung chéng virus HSV-1 in vitro cua aciclovir, tuy nhién tuong tac trén
IAm sang van chua 3.

Theophyllin: Da c6 nghién ctru cho thdy dleu trj déng thoi theophyllin véi aciclovir lam tang AUC
cua tong liéu sir dung khoang 50%, vi vay can theo dai ndng do theophyllin huyét tuong trong thi
gian diéu tri ddng thoi véi aciclovir.

Nguy co ting dc tinh than khi dung ddng thai véi cac thude gay doc véi than.

Twong ky ciia thude:

Do khdng ¢6 c4c nghién ciru vé tinh tuong ky cta thudc, khong tron 13n thude nay véi cac thude khéc.
Tac dung khéng mong mudn:

Céc phén {mg c6 hai duoc phan nhém theo tan suét: Rét thuong gap (ADR > 1/10), thuong gap (17100

< ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém gap
(ADR <1/10.000); khong thé udc lugng tan sudt duoc liét ké "Chua rd tin suét".

Khi uéng aciclovir c6 thé giip cac tac dung khong mong mudn nhu sau:

Thuong gap: ‘ ‘ H

RO1 loan tdm than va h¢ than kinh: Nhirc dau, chong mat.

R&i loan tiéu hoa: Budn non, non, tiéu chay, dau bung.

Da va md dudi da: Ngira, phat ban (bao gdm nhay cam 4nh séng).

It gap:

Da va m6 dudi da: May day, tang tan sut rung téc lan toa. Tang rung téc lan téa cé lién quan dén
mot sb bénh va thube, khong chic do lién quan dén viéc sir dung aciclovir.

Hiém gap:

Hé théng mién dich: Séc phan vé.

H6 hép, 16ng nguc va trung tht: Kho tho.

Gan-mat: Tang bilirubin va men gan c6 lién quan.

Théan va tiét niéu: Tang uré mau va creatinin.

Da va md duéi da: Phu mach.

Rt hiém gap:

Méu va hé bach huyét: Thiéu méu, giam bach cau, giém tiéu cau.

R6i loan tdm than va hé than kinh: Kich dong, run, mat diéu hoa, loan van ngon, ao giac, cac triéu
chig loan than kinh, co git, ngii ga, bénh ndo, hon mé. Cac biéu hién nay thuong hdi phuc va
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thudng nhan thay & bénh nhan suy than hodc ¢6 yéu td anh hudng khac.
Gan-mat: Viém gan, vang da.
Than va tiét niéu: Suy than cép, dau than.
Toan than: Mét moi, sét. H
Qui liéu va cdch xir tri:
Qud liéu:
C6 két tua trong 6ng than khi ndng do trong éng than vuot qua do hoa tan 2,5 mg/ml, hodc khi
creatinin huyét thanh cao, suy thén, trang théi kich thich, bon chdn, run, co giat, danh trdng nguc,
cao huyét ap, kho tiéu tién.
Xue tri:
Tham tach méu ngudi bénh cho dén khi chirc ning than phuc hdi, ngimg thudc, cho truyén nuéc va
dién giai.
Dic tinh dwge lwe hoc:
Nhém duge ly: Thude khang virus.
Ma ATC: JOSABO1.
Aciclovir 1a chat twong tu nucleosid (acycloguanosin) cé tac dung chon loc trén té bao nhiém virus
Herpes. Dé c6 tac dung aciclovir phai dugc phosphoryl héa thanh dang c6 hoat tinh la acwlov r
tnphosphat O ching dau, aciclovir duoc chuyen thanh aciclovir monophosphat nho enzym cua\
virus la thymidinkinase, sau dé chuyén tiép thanh aciclovir diphosphat va triphosphat béi mot! So
enzym khac cua té bao. Aciclovir triphosphat (rc ché tong hop DNA cua virus va su nhan 1én (;ua
virus ma khong anh hudng gi dén chuyén héa ciia céc té bao binh thuong.
Tac dung cla aciclovir manh nhat trén virus Herpes simplex typ 1 (HSV-1) va kém hon ¢ vyﬁs
Herpes simplex typ 2 (HSV-2), virus Varicella zoster (VZV), tac dung yéu nhit trén cytomegalovirus
(CMV). Trén lam sang khong thdy aciclovir c¢6 hiéu qua trén ngudi bénh nhiém CMV. Tac dun
chong virus Epstein Barr van con chua rd. Trong qud trinh diéu tri da xuat hién mot s6 chung kha
thubc va virus Herpes szmplex tiém 4n trong cac hach khong bi tiéu diét. Tiﬁ :
Aciclovir ¢6 tac dung t6t trong dleu tri viém ndo thé ning do virus HSV-1, ty 18 tir vong c6 thé glaxM '
tir 70% xudng 20%. Trong mot s6 nguoi bénh dugc chira khoi, cac bién chimg nghiém trong cii
giam di. Aciclovir dung lieu cao téi 10 mg/kg thé trong, cur 8 gio mot lan, dung trong 10 - 14 ngaﬁ
Thé viém ndo - mang ndo nhe hon do HSV-2 ciing c¢6 thé didu tri tét vai aciclovir. y
Dic tinh dwge dong hoc:
Hip thu: Kha dung sinh hoc theo dudng udng cta aciclovir khoang 20% (15 - 30%). Thirc dn khong
lam anh huéng dén hip thu cua thude.
Phdn phéi: Aciclovir phan b rong ri trong dich co thé va cac co quan nhu: Néo, than, phdi, rudt,
gan, lach, co, tir cung, niém mac va dich am dao, nuéc mit, thity dich, tinh dich, dich n3o tay.
Lién két v6i protein thap (9 - 33%). Thoi gian dat ndng d6 dinh trong huyét tuong sau khi udng tir
1,5 -2 gio.
Chuyén héa, thai trie: O ngudi bénh chirc ndng than binh thudng, ntra doi thai trir khoang 2 -3 gio,
0 nguoi bénh suy than man tri sd nay tang va co thé dat téi 19,5 gid' & bénh nhan vo niéu. Trong thoi
gian tham phan méu, nira doi thai trir giam xudng con 5,7 gio va khoang 60% lidu aciclovir duge
dao thai trong qua trinh tham phén.

Mdt lugng nhé thude duge chuyén hoa & gan, con phan 16m (30 - 90% lidu) dugc dao thai qua than
dudi dang khong bién doi.

Qui ciach déng goéi: Hop 3 vi x 10 vién nén.
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Diéu kién bao quan, han dung, tiéu chuin chat lirgng ciia thudc:
Pidu kién bao quan: D& & nhiét 6 dudi 30°C, tranh 4m va 4nh sang.
Han dung ciia thudc: 36 thang ké tir ngay san xuét. H
Tiéu chuin chit hrgng: DDVN V.
Tén, dia chi ciia co s& san xudt thudc:
Céng ty CP Duge phim Agimexpharm
A 27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang
ASMEXDHATM San xuat tgi: Chi nhianh Cong ty CP Duge p Agimexpharm - Nha miy sin xuit Duge phim Agimexpharm

WHO-GMP Pudng Vi Trong Phyng, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang
Tel: 0296 3857300 Fax: 0296 3857301

An Giang, ngay 22 thang 01 nam 2019
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