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TO HUONG DAN SU DUNG THUOC

Rx Thube biéin theo dom GMP-WHO
ACYCLOVIR VPC 200

Yién nén

Doc k§ hu’é‘n%dﬁn sir dung truéc khi ding
Pé thube xa tim tay tré em.
Théng béo cho béc s§ hoic dugc s§ nhing tic dyng khéng mong mubn giip phai khi sirdyng thube.

PHAN I HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

{. THANH PHAN, HAM LUQNG CUA THUOC:

* Trong mdi vién nén Acyclovir VPC 200 c6 chira:

Hogi chat:  Acyclovir ......... v, 200 mg

Té duge: lactose, tinh bt mi, povidon K30, sodium starch glycolat, magnesi stearat, mu xanh patent, mau vang quinolein.

2. MO TA SAN PHAM:

Vién nén trén mau xanh nhat, hai mit tron, canh khong sirt mé.

3. QUY CACH PONG GOL:

Hop 5 vi, 10 vix 10 vién nén.

4. THUOC DUNG CHO BENH GI?

- Ditu tri nhiém tring herpes simplex (HSV) trén da va niém mac bao gom 1in diu vA ti phét herpes sinh duc (ngoai trir HSV
s sinh va nhidm HSV nling & tré b suy giam mién djch).

- Dy phong téi phat nhi&m tring do herpes simplex & bénh nhén suy giam mién dich.

- Dy phong nhiém trung do herpes simplex & bénh nhén suy gidm mién dich.

- Didu tri nhidm tring do varicella va nhiém tring do herpes zoster. L7
5. NEN DUNG THUOC NHU THE NAO VA LIEU LUQNG?

v Ngwdi lén:

e  Didu tri nhiém tring herpes simplex: ubng mbi lin | vién, 5 1an/ngdy, cich nhau 4 giv, trr ban dém, ué# ong/S ngay.
_ Trong trudmg hop nhim tring nang, thai gian diéu trj c6 thé kéo dai. )

Déi véi nhimg bénh nhan suy giam mién dich ning (vi du sau ghép tuy) hofic bénh nhdn giam hap thu & rudt, iéu co thé tang

gép d6i: udng méi lin 2 vién, 5 lin/ngdy, cdch nhau 4 gid, trir ban dém, udng trong 5 ngdy. k

Acyclovir chi ¢6 higu qua khi bat ddu xudt hign céc tri¢u ching.

®  Dur phong tdi phdt nhiém iring herpes simplex tdi phdt: ubng mdi Ian 1 vién, 4 1an/ngdy, cach nhau 6 gid.
Nhiéu bénh nhan ¢6 thé duge ubng liéu 2 vién/lan, 2 lan/ngdy, cich nhau khodng 12 gid.

Lidu c6 thé ubng 1 vién/lin,3 lin/ngdy, cich nhau 8 gidy hogc udng 2 lan/ngdy cach nhau 12 git

Mot sd bénh nhan c6 thé udng tong liéu trong ngay 12 800mg (4 vién).

Nén diéu trj gién doan mdi 6 dén 12 théng dé danh gid lai tién sir bénh,

® Du phon vhidm tring herpes simplex & bénh nhan suy giém mién dich:
Dy phong nhiém tring herpes simplex & bénh nhén suy giam mién dich: | vién/lin, 4 lin/ngay, cach nhau 6 gid.

O nhimg bénh nhén suy giam mién dich niing (vi du sau khi cdy ghép tiy) hofic bénh nhan giam hdp thu & rugt, lidu c6 th
tang gip d6i: 2 vién/ln, 4 lan/ngdy.

Thoi gian sit dung dy phong duge xéc dinh bdi thdi gian c6 nguy ca.

®  Didu tri nhiém tring do varicella va nhiém tring do herpes zoster: ubng mdi 1dn 800mg (4vién/ldn), 5 lan/ngay, cich nhau
4 gidy, trir ban dém, uong trong 7 ngay.

¢ nhitng bénh nhén suy giam mién dich niing (vi du sau khi chy ghép tily) hodc bgnh nhén giam hdp thu & rudt, nén ding lidu

tiém tinh mach.

Didu trj nén bit déu cing sém cang tot sau khi bt ddu nhiém tring.

Diu trj herpes zoster mang lai két qua tét hon néu bit ddu cang sém cang tét sau khi phat ban. Didu tri varicella & bénh nhin

suy giam mién dich nén bt dau trong vdng 24 gir sau khi phat ban.

v Tréem:

Didu tri nhidm tring herpes simplex vA phong ngira nhiém tring herpes simplex & tré bj suy gidm mién dich: Tré em tir 2 tudi

trér 1én cin duge cho lidu ngudi Idn va tré dudi 2 tudi nén duge cho méat nira lidu ngudi 16n.

P didu trj nhidm virus Aerpes so sinh, nén tiém tinh mach acyclovir.

Didu trj nhiém tring varicella )

Teé 6 tudi trés 18n: udng 800mg (4 vién), 4 lin/ngay.

Tré 2 - 5 twdi: ubng 400mg (2 vién), 4 lan/ngdy.

Tré dudi 2 tudi: udng 200mg (1 vién), 4 lin/ngdy.

Pidu trj nén tiép tuc trong nam ngay.

Litu ding ¢6 thé dugc tinh chinh xdc hon 12 20 mg./kg thé trong (khéng qua 800 mg), 4 lin/ngdy.

Khéng cé dix ligu vé vigc ngin chin nhidm triing herpes simplex hofic diéu tri nhidm herpes zoster o tré bj suy giam mién djch.

v Liéu cho ngiwdi cao tudi: Cin phai xem xét kha niing suy than & ngudi cao tdi va nén ditu chinh lieu lugng cho phi hop
(xem Liéu ding cho ngudi suy thin bén dudi)
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v Liéu cho ngwdi suy thiin: ]
- Trong didu trj nhiém tring herpes simplex & bénh nhén suy giam chitc niing thin, lidu ubng duge khuyén cao s& khdng dan
dén tich ty acyclovir trén murc thiét 1gp an toan bing dwrdmg tiém tinh mach. Tuy nhién, déi vai bénh nhén suy thin n3ng (d¢
thanh thiii creatinin dir6i 10mU/phat), ubng lidu 200mg/lan (1 vién/ldn), ngay 2 1in cch nhau khoang 12 gid.
- Trong didu trj nhiém herpes zoster:

« DA véi bénh nhén suy thin ning (49 thanh thai creatinin du6i 10ml/phit), lidu khuyén céo diéu chinh 13 udng

800mg/1An (4 vién/lén), 2 14n/ngdy, cach nhau khoéng 12 gid.
«  Dbi véi bénh nhin suy than trung binh (dd thanh thai creatinin tir 10 - 25ml/phit), ubng lidu 800mg/ldn (4
vién/1an), ngay 3 ln c4ch nhau khoang 8 gid.
Hodc theo s huéng din ciia thiy thude

6. KHINAO KHONG NEN DUNG THUOC NAY?
Chéng chi dinh dung cho ngudi bénh man cam véi acyclovir, valaciclovir hay bit cir thinh phin nio cia thude.
7. TAC DUNG KHONG MONG MUON:
Thuong gdp. ADR > 1/100
Thin kinh: nhirc diu, chéng mét.
Tiéu hoa: Budn ndn, ndn, tiéu chiy, dau bung.
Da vA md dudi da: Ngira, phét ban (bao gom ci nhay cam véi dnh séng).
Toén than: Sét, mét moi.
it gap, 1/1000 < ADR < 1/100
Da va md dudi da: My day, rung tdc.
Hiém gdp. ADR < 171000
Hé mién dich: Qué man
Ha hép: Kho the
Gan: Ting bilirubin va cic enzym lién quan dén gan
Da va md dudi da: Phu mach
Thén va tiét niéu: TAng uré méu va creatinin.
Rét hiém ggp, ADR < 1/10 000
Mau va bach huyét: Thicu méu, gidm bach cAu, giam tiéu cAu.
Than kinh: Kich dgng, nhim 1&n, run, mét diéu hoa, rbi loan thin kinh, do gic, trigu ching tdm thin, co giat, mo mang, bénh
ndo, hén mé.
Gan: Viém gan, vang da.
Th4n va tiét nigu: Suy thén chp, dau than. (Dau than c6 thé lién quan dén suy thin).
Tén s8 chiea biét (khéng thé wdc tinh tir dit ligu ¢6 san)
Mau: Thay i huyét hoc, bao gdm thiéu méu héng cdu to
Hé mién dich: Bénh hach bach huyét
Thin kinh: Dj cam.
MAt: Thj gidc bét thuomg.
Tim mach: Phi ngoai bién.
Da v md du6i da: Hong ban da dang, hdi chimg Stevens-Johnson vé hogi tr bidu bi nhiém doc.
Co xuong: Dau co.
Thin va tiét niéu: Suy thin. (Suy than thudmg hi phuc nhumg c6 thé tién trién thanh suy than cip)
Théng bdo cho béc sy nhirng tic dung khdng mong mubn giip phai khi sir dung thube.
8. NEN TRANH NHUNG THUOC HOAC THYC PHAM G1 KHI DPANG DUNG THUOC NAY?
Khdng ¢6 tuong tac 1am sang déng k& nao duge xéc dinh. )
Acyclovir duge logi b chii yéu qua than duéi dang khong thay dbi. Bét ky thudc ndo ding cing ltc d& canh tranh vGi co ché
ndy ¢6 thé 1am ting nong dd acyclovir trong huyét tuong, Probenecid va cimetidin lam ting AUC ciia acyclovir bing co ché
ndy, vA lam giam sir bai tiét qua than cia acyclovir, Tuong 4, ting AUC huyét tuong cia acyclovir va chiit chuyén héa khang
hoat dong cua mycophenolat mofetil, mot tac nhan trc ch mién dich duge st dung & bénh nhan cfty ghép khi phéi hop thude.
Tuy nhién, khong can diéu chinh liéu lugng vi chi sb didu tr cua acyclovir rng.
Nguy co suy thin tang lén do sir dung dbng thisi véi cac thube khéc gay ddc cho than.
Thubc khang virus: sit dung két hgp acyclovir va zidovudin ¢6 thé gly trang thai mét moi.
Acyclovir ¢d thé 1am tang mirc 9 theophyllin trong huyét thanh.
9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC?
Uéng lidu da quén ngay khi nhé. Néu gin dén gid ubng lidu ké tiép, bo qua lidu quén va udng thudc theo lidu khuyén cdo ké
tiép. Khong udng lidu gip doi dé b cho lidu da quén.
10. CAN BAO QUAN THUOC NHU THE NAO?
Naoi khé mét, nhiét dd dudi 30°C, trdnh anh sdng.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Acyclovir chi duge hp thu mdt phin trong dudmg tidu hoa. Qué lidu khi bénh nhan da ubng lidu dén 20g acyclovir trong mgt
Iin duy nhét, thubmg 12 khong c6 téc dung doc. Acyclovir ubng nhiéu I4n lién tyc c6 lién quan dén céc anh hudng vé dutmg
tiéu héa (nhu budn nén va ndn) va cic phan img than kinh (nhw nhirc dau va nhim 1n).
12. CAN/PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO?
Cén hoi ngay ¥ kidn ciia bac s hodc duge si. Néu xudt hién ce tri¢u ching qua lidu & trén thi phai dén ngay co oy té gln

13. NHUNG PIEU CAN THAN TRQNG KHI DUNG THUOC NAY:

v Trang\thdi hydrat héa: Cin duy tri di nuéc & nhimg bénh nhén ding acyclovir lidu cao.

& bénh nhan suy than va & bénh nhan cao tudi:

Acyclovir dygce logi bo qua dd thanh thai than, do d6 b§nh phén bi suy thin phai giam lidu. Bénh nhén ngudi cao tudi thi chirc

nin thé giam va do d6 cin giam liéu trong nhom bénh nhan ndy. Ca hai nhém bénh nhan cao twdi vd bénh nhin bj
suy thingeéu c6 nguy co phét trién céc phan tmg phy vé thin kinh va cin duge theo doi cht che dé chimg minh nhimg tac
dong nay. Tgpng chc trrdmg hop duge béo cdo, nhitng phén {mg nay nhin chung ¢6 thé mat khi ngung diéu tri.

Cée dot sir dung acyclovir kéo dai hofic I3p di 13p lai & ngudi bj suy gidm mién dich ning c6 thé din dén viéc gidm do nhay
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cam che dong virus, co thé knong dap (mg vai viéc diéu tri bing acyclovir lién tyc. Acyelovir cling nén dugc st dung cn thin
& nhimg bénh nhén c6 céc bét thumg vé thin kinh, nhimg chimg bit thidmg ning vé gan hofc di¢n giai hogc tinh trang thiéu
oxy méu ding ké.

v Lactose:

Thube ¢6 chira lactose va do d6 khong nén ding cho nhimg bénh nhdn cé vén dé di truyén hiém gap nhu: khéng dung nap
galactose, thiéu hyt lactase nang hojc kém hip thu glucose-galactose.

v Tinh bt mi:

Thude chira ta dugc tinh bt mi 6 thé ding duge cho ngudi c6 bénh dudmg rudt, nhung bgnh nhin c6 dj img voi lia mi thi
khong nén dung thude nay.

» THOTKY MANG THAI

Viée sir dung acyclovir chi nén dugc xem xét khi nhimg lgi ich lon hon nhitng rai ro chua biét. Viém mang ndo do herpes
simplex va viém phdi do thuy ddu giy nguy co chinh dang ké cho me, bao thai va herpes sinh duc, ¢6 thé lim cham sy ting
trwdmg cia tir cung, lam ting nguy co sinh non va nhiém tring herpes so sinh. Acyclovir dé dang vugt qua nhau thai va cé
trong méu dfy rén & mirc cao hon so véi trong huyét thanh ngudi me.

» THOIKY CHO CON BU

Sau khi uéng 200mg (1 vién) acyclovir 5 lin mi ngdy, acyclovir da dugc phit hign trong sira me & ndng da tir 0,6 dén 4,1 lin
so véi ndng 49 trong img trong huyét twong. Nhimg mic ndy c6 thé 1am cho ndng 4 thudc & tré so sinh bi me 18n dén 0,3
mg/kg/ngdy. Vi viy, cin than trong khi diing acyclovir cho phu nit dang cha con ba..

> ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tinh trang 1dm sing cta bénh nhan va sy xufit hién bét lgi cia acyclovir nén duge luu y khi i xe hofic viin hanh may moc .
Chura ¢6 nghién ctru ndo dé khao sét anh hudng cta acyclovir dbi voi hoat dong lai xe hodic kha nang viin hanh mdy méc. Hon
nira, khong ¢6 kha ning dyr dodn tic dgng bét loi dbi véi cic hoat dgng nay tir dugc lye hoc cia hogt chiit.

14. KHI NAO CAN THAM VAN BAC SY, DUQC SY?

Trong trudmg hop qué lidu hodic xuét hign cic ban dj (mg ngodi da. )

Khi dang diing phéi hgp véi thube khac hogc xudt hi¢n tac dyng khong mong mudn.

* Néu ciin thém thong tin, xin hoi § kién bdc sT hodc durgc si.

15. HAN DUNG CUA THUOC

36 thang ké tir ngdy sén xuét.

*Khong ding thudc qud han sic dung

PHAN II. HUONG DAN SU' DUNG THUOC CHO CAN BQ Y TE

I. DUQC LYCHQC .
Acyclovir (acycloguanosin) 13 mgt purin nucleosid tong hop, ¢6 téc dung chéng virus Herpes simplex vi Va : 7Dé c6
tdc dung, acyclovir phii dugc phosphoryl héa thanh dang cé hoat tinh la acyclovir monophosphat nhdr
thymidin kinase, sau d6 chuyén tiép thanh acyclovir diphosphat nhd enzym cia 1& bao 13 guanylat kinase b ctoi cing thanh
acyclovir triphosphat b&i mt sé enzym khac cia té bao (nhu phosphoglyceral kinase, pyruvat kinase, p ospho-enolpyruvat
carboxykinase). Acyclovir triphosphat irc ché sy tong hgp ADN cla sy nhdn 1&n cia virus bing cach &t ché enzym ADN
polymerase ciing nhur syr giin két vao ADN ciia virus, ma khng dnh huong gi dén chuyén hoa ciia 1€ bao binh thudng. Trong té

bao nhiém virus Herpes, in vitro, acyclovir chi duge cic enzym té bao (vat chi) phosphoryl héa vai lugng toi thidu. Acyclovir "2:{
cling dugre chuyén ddi thinh acyclovir triphosphat biing mt s co ché khdc vi thude ¢6 tae dung ddi véi mot sb virus khong cd ~
thymidin kinase (thi dy virus Epstein-Barr, Cytomegalovirus). Céc nghién ciru in vitro cho thiy acyclovir triphosphat duge sin 1
xudt ra & ndng d thip thong qua céc enzym phosphoryl héa chua duge xéc dinh cia té bao bj nhiém Epstein-Barr v& 1A
Cytomegalovirus. . H
Hoat tinh khang virus Epstein-Barr clia acyclovir ¢6 thé do ADN polymerase ciia virus téng nhay cam bj e chi véi ndng do th:‘ip

cia acyclovir triphosphat (duge tgo ra do enzym té bao phosphoryl héa). Hoat tinh khang Cyromegalovirus ¢ ngudi ¢6 thé do e Ok
ché tong hop polypeptid dic higu cia virus; e ché ndy ddi héi nong do cao acyclovir hodic acyclovir triphosphat in viiro. =
Co ché tac dung chong lai cc virus nhay cam khac nhu Epstein-Barr vi Cytamegalovirus viin chua duge r, cin nghién clru tl__

thém. Téac dung cia acyclovir manh nhét trén virus Herpes simplex typ 1 (HSV-1) va kém hon & virus Herpes simplex typ 2
(HSV-2), virus Varicella zoster (VZV), tac dyng yéu nhét trén Epstein-Barr vi Cytomegalovirus (CMV). Acyclovir khong ¢6
tic dung chéng lgi cdc virus tiém én, nhung c6 vai bing chimg cho thy thudc trc ché virus Herpes simplex tiém dn & giai dogn
dAu t4i hoat dong. Khéng thubc in vitro va in vivo, virus Herpes simplex khang acyclovir ting Ién, do xudt hign thé dot bién
thiéu hut thymidin kinase cta virus, 12 enzym cin thiét dé acyclovir chuyén thinh dang c6 hoat tinh. Ciing c6 co ché khang
thube khéc 14 do sy thay déi dic tinh cua thymidin kinase hay gidm nhay cam v&i ADN polymerase cua virus. Khing
acyclovir do thiéu hyt thymidin kinase 6 thé gy khang chéo véi céc thubc khang virus khic cling duge phosphoryl héa bai
enzym ndy, nhu brivudin, idoxuridin va gancilovir.

Virus khang thubc trg thinh mdt vAn dg d6i voi ngudi bénh suy giam mién dich. D3c biét ngudi bénh AIDS hay bj nhiém
virus Herpes simplex khéng acyclovir & da, niém mac.

2. DUGC PONG HQC

Acyclovir hép thu kém qua dwong ubng va thoi gian dé dat dén ndng do dinh 12 1,5 dén 2 gid. Véi vide st dung nhidu lidy,
ndng do trong huyét twong dat duge & trang thai &n dinh vao ngay hom sau Sinh kha dung dutng ubng khodng 13 - 21% va
aidm v6i lidu ngdy cang tang, O nhimg bénh nhén 12 ngudi 16n c6 chirc nang than binh thurdng, thoi gian bin thai trong huyét
tuong 14 3,3 gid.

Acyclovir duge phan b rng rii trong mé va dich co thé bao gdm nio, thin, phdi, gan, ca, 14 lich, tir cung, niém mac 4m do,
dich tiét am dgo, dich ndo tiry. Nong dg trong thin va phoi ghp 10 dén 13 Idn so v6i ndng d trong huyét twong sau khi diéu trj
nhidu lidu, vA ndng 43 trong huyét twong tir 25 dén 70% da dugc tim thiy & nio, tily song va dich nio tiy. Lién két protein
duge bfo cho 13 tir 9-33%. Acyclovir di qua nhau thai va durge bai tiét trong sra mg Voi ndng 4o cao gip 3 - 4 1in so véi huyét
thanh ngudi mg.

Acyclovir durge thii trir chi yéu qua nudc tiéu dudi dang khong déi qua lpe cu thin va bai tiét éng thin. Acyclovir vin tdn tgi
trong huyét twong ctia bénh nhan suy thén va théi gian ban thai cudi ciing & bénh nhén suy thin giai doan cudi 14 19,5 gidr. Khi
chirc nding thin giam, mdt ty 1 phan tram 16n hon cia thubc dirge logi bé bang cich chuyén héa thanh carboxymethoxymethyl
guanin.

Acyclovir d& dang dugc 1y ra biing thim tich méu. Trong qud trinh thAm tach mau thoi gian bén thai giam xuéng cdn 5.7 gid,

>
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o1 60% liku acyclovir duge ldy ra trong 6 gid.

Duge dong hoc cia acyclovir & tré em trén 1 tudi gan tuong ty nhu cia ngudi lon.

3. CHIiDPINH X

- Didu trj nhiém tring herpes simplex (HSV) trén da va niém mac bao gom IAn diu va tii pht herpes sinh dyc (ngoai trir HSV
so sinh va nhi#m HSV nang & tré bi suy giam mién dich).

- Dy phong ti phat nhidm tring do herpes simplex & b§nh nhén suy giam mién dich.
- Dy phong nhiém tring do herpes simplex & b¢nh nhén suy giam mién dich.

- Diu trj nhiém tring do varicella va nhiém tring do herpes zoster.

4. LIEUDUNG - CACH DUNG

Cdch ding: Ubng thube cling véi mrac.

Liéu lugng:

v Ngudi lén:

®  Didu tri nhiém tring herpes simplex: ubng mdi lin 1 vién, 5 lan/ngdy, cach nhau 4 gid, telr ban dém, ubng trong 5 ngdy.
Trong trudng hgp nhiém trung ning, thdi gian diéu trj c6 thé kéo dai.

Déi véi nhimg bénh nhan suy giam mién dich ning (vi dy sau ghép tiy) hodc bénh nhan gidm hdp thu & rudt, liu c6 thé tang

ghp doi: ubng méi lin 2 vién, 5 1an/ngay, cach nhau 4 gid, trir ban dém, uéng trong 5 ngay.

Acyclovir chi ¢6 hiéu qua khi bét ddu xult hi¢n céc trigu chimg.

® D phong tdi phdt nhiém trimg herpes simplex tdi phdt: ubng mdi 14n 1 vién, 4 1an/ngdy, cach nhau 6 gid.
Nhiéu bénh nhan cé thé durge ubng lidu 2 vién/lan, 2 lan/ngdy, cdch nhau khoang 12 gitr.
Lidu c6 thé ubng 1 vién/lin,3 lan/ngdy, cch nhau 8 gi hoc ubng 2 lan/ngay cach nhau 12 gid
Mét sb bénh nhén c6 thé ubng tong liéu trong ngay 1a 800mg (4 vién).
Neén didu trj gi4n dogn mdi 6 dén 12 thing dé dénh gid lai tidn sir bénh.
) j 5 bénh nhén suy gidm mién dich:
Dy phong nhi&m tring herpes simplex & bénh nhén suy giam mién djch: 1 vién/lin, 4 1in/ngdy, cdch nhau 6 gid.
O nhimg b§nh nhan suy giam mién dich ndng (vi du sau khi cdy ghép tiy) hode bénh nhan gidm hp thu & rudt, liu c6 thé
ting gdp dbi: 2 vién/ln, 4 lin/ngay.
Thai gian sir dung dy phong duge xac dinh bii théri gian ¢6 nguy co.

® Didu iri nhidm trimg do varicella va nhiém tring do herpes zoster: ubng mdi 1An 800mg (4vién/ldn), 5 lin/ngdy, cich nhau
4 gidy, trir ban dém, ubng trong 7 ngdy.
@ nhimg bénh nhén suy gidm mién dich nang (vi du sau khi chy ghép tiy) hofic bénh nhan gidm hip thu & rudt, nén ding liu
tiém tinh mach.
Didu trj nén bt d3u cang som cang tbt sau khi bit dau nhiém tring.
Diéu trj herpes zoster mang lai két qua tét hon néu bét diu cing sém cang tét sau khi phat ban, Didu trj varicella & bénh nhin
suy giam mién dich nén bit du trong vong 24 gid sau khi phat ban.
v Tréem:
Didu trj nhiém triing herpes simplex v phong ngira nhiém tring herpes simplex & tré b suy gidm mién dich: Tré em tir 2 tubdi
trds 18n cn duoe cho lidu ngurdi I va tré dudi 2 tudi nén duge cho mot nira liéu ngudsi lon.
D& didu trj nhiém virus herpes so sinh, nén tiém tinh mach acyclovir.
Pitu trj nhiém tring varicella
Tré 6 tudi tro 1én: udng B00mg (4 vien), 4 lAn/ngdy.
Tré 2 - 5 tudi: ubng 400mg (2 vién), 4 lan/ngdy.
Tré duéi 2 tudi: ubng 200mg (1 vién), 4 lan/ngay.
Pidu trj nén tiép tuc trong nam ngdy.
Lidu dung c6 thé dugc tinh chinh x4c hon 12 20 mg./kg thé trong (khong quéa 800 mg), 4 lin/ngay.
Khong ¢6 dir ligu vé viéc ngan chiin nhiém tring herpes simplex hoic didu trj nhiém herpes zoster G (ré bj suy gidm mién djch.
v Liéu cho ngwi cao mgi: Cin phai xem xét kha nang suy thin & ngudi cao tudi v nén didu chinh licu lugng cho phi hop
(xem Liéu ding cho nguoi suy thin bén dudi)

v Lidu cho ngwoi suy thin:
- Trong didu trj nhiém tring herpes simplex & bgnh nhan suy giam chire ning thin, lidu udng duge kh uyén cdo s& khong dan
dén tich ty acyclovir trén mue thiét 13p an todn biing dudng tiém tinh mach. Tuy nhicn, dbi v&i bénh nhin suy than ning (dd
thanh thai creatinin duéi 10m/phut), ubng lidu 200mg/lén (1 vién/lin), ngdy 2 lan cach nhau khoang 12 gid.
- Trong didu tri nhiém herpes zoster:

«  Dbi véi bénh nhan suy thin nang (4o thanh thii creatinin dudi 10ml/pht), lidu khuyén céo didu chinh 1a udng

800mg/lan (4 vién/ldn), 2 lan/ngdy, cach nhau khodng 12 gid.
e Db véi bénh nhin suy thin trung binh (49 thanh thai creatinin ti 10 - 25ml/phu), ubng lidu 800mg/ldn (4
vién/Ian), ngdy 3 lan cdch nhau khoang 8 gid.

5. CHONG CHI PINH
Chéng chi dinh dung cho ngudi b§nh mén cim v6i acyclovir, valaciclovir hay bit cir thanh phiin nao cia thube.
6. LUUY VA THAN TRONG
v Trang thdi hydrat héa: Cin duy tri d nuéc & nhimg bénh nhan ding acyclovir liéu cao. |
v Sir dung & bénh nhdn suy than va o bénh nhdn cao uéi: /
Acyclovir dugc loai bo qua d¢ thanh thai than, do d6 bénh nhan bj suy thin phai giam lidu, Bénh nhin ngudi cao tudi thi
nfing thin c6 thé giam va do d6 can gidm liéu trong nhém bénh nhdn nay. Ca hai nhém bénh nhén cao udi va bénh phién bj
suy than déu cé nguy co phit trién c4c phan img phy vé thin kinh va cin duge theo ddi chit che dé ching minh n
dng nay. Trong céc trutmg hgp duge béo cho, nhirng phin img nay nhin chung ¢6 thé mét khi ngung diéu trj.
Cic dot sir dung acyclovir kéo dai hofic 13p di 13p lai & ngudi bi suy giam mién dich ning c6 thé dan \
cam cic dong virus, c6 thé khong dip img véi vige didu trj biing acyclovir lién tyc. Acyclovir ciing nén digt sir dyng cén thin
& nhimg bénh nhan ¢6 céc bét thromg vé than kinh, nhirng chimg bét thudmg niing vé gan hoje dign giai hyje tinh trang thiéu
oxy méu déng ké.
v Lactose:

Thubc ¢é chira lactose v do 46 khong nén ding cho nhimg b¢nh nhén 6 vAn d& di truyén hiém gap nhu: khong dungnap |
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galactose, thicu hyt lactase nang hofic kém hap thu glucose-galactose.

v’ Tinh bét mi: ) Ry .

Thuoc chira td dugce tinh bjt mi ¢6 thé dung duge cho'ngudi c6 bénh dudng rudt, nhung bénh nhén cd di img v6i lia mi thi
khéng nén ding thude nay.

» THOTKY MANG THAI

Viéc sir dung acyclovir chi nén dugc xem xét khi nhimg Igi ich 1én hon nhimg rti ro chua biét. Viém mang ndo do herpes

simplex va viém phéi do thiy ddu gdy nguy co chinh dng ké cho me, bo thai va herpes sinh duc, c6 thé 1am cham sy tang

trudng cua tir cung, 1am ting nguy co sinh non va nhiém tring herpes so sinh. Acyclovir dé dang vurgt qua nhau thai va ¢6
trong méu ddy rén & mic cao hon so vdi trong huyét thanh ngudi me.

» THOIKY CHO CON BU

Sau khi ubng 200mg (1 vién) acyclovir 5 14n mdi ngdy, acyclovir da duge phét hién trong sra me & nong d6 tir 0,6 dén 4,1 lin

so v6i ndng do tuong {mg trong huyét tuong. Nhimg mirc ndy ¢6 thé lam cho ndng d¢ thudc & tré so' sinh b me Ién dén 0,3

mg/kg/ngdy. Vi vdy, can thin trong khi ding acyclovir cho phu nir dang cho con bu.

» ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Tinh trang ldm sang ctia b¢nh nhin va sy xufit hién bét I¢i clia acyclovir nén duge luu ¥ khi l4i xe hofic vin hanh médy méc.
Chura ¢6 nghién ciru ndo dé khdo sdt dnh huéng clia acyclovir ddi véi hoat ddng I8i xe hodc kha ndng van hanh may
méc. Han nita, khéng 6 kha ndng dy dodn tic ddng bat lgi ddi voi cdc hoat dong nay tir dugc luc heo clia hoat chat.

7. TUONG TAC THUOC ‘

Khdng ¢6 tuong téc 1am sang dang ke ndo duge xdc dinh.

Acyclovir durge logi bo chil yéu qua thén dudi dang khong thay dbi. Bét ky thude nao ding ciing lic dé canh tranh véi co ché

nay ¢6 thé 1am ting ndng d¢ aciclovir trong huyét tvong. Probenecid va cimetidin lam ting AUC ciia acyclovir bing co ché

ndy, va lam giam sy bai tiét qua thin cua acyclovir. Tuong ty ting AUC huyét tuong cia acyclovir va chat chuyén héa khong
hoat ddng ciia mycophenolat mofetil, mt tc nhén (rc ché mién dich dugc s dung & bénh nhén cly ghép khi phdi hgp thube.

Tuy nhién, khdng cn diéu chinh lidu lugng vi chi sé diéu trj ca acyclovir rgng.

Nguy co suy than ting Ién do sir dung dong thdi véi cdc thude khac gdy dde cho thin.

Thude khang virus: sir dung két hop acyclavir va zidovudin c6 thé gdy trang thai m&t moi.

Acyclovir ¢6 thé lam tang mirc d§ theophyllin trong huyét thanh,

8. TAC DUNG KHONG MONG MUON:

» Thuong gdp, ADR > 1/100

Thén kinh: nhire ddu, chéng mat.

Tiéu héa: Budn ndn, nén, tiéu chay, dau bung.

Da va mé dudi da: Ngra, phét ban (bao 2dm ca nhay cam véi dnh séng).

Toan than: S6t, mét moi.

» ligap, 171000 < ADR < 1/100

Da va mé dudi da: May day, rung téc.

>  Hiém gap, ADR < 1/1000

H¢é mién djch: Qua mn

Hé hdp: Khé tho

Gan: Tiing bilirubin va cac enzym lién quan den gan

Da va m6 durdi da: Phit mach

Thén va tiét nigu: TAng uré mdu va creatinin.

» Rt hiém gdp, ADR < 1/10 000

Mau va bach huyét: Thiéu méau, giam bach cdu, giam tidu ciu.

Thin kinh: Kich dong, nhdm 1&n, run, mit diéu hoa, réi loan thén kinh, do gidc, tri¢u chimg t

ndo, hon mé.

Gan: Viém gan, vang da. )

Than va tiét ni¢u: Suy than cép, dau thin. (Pau thin c6 the lién quan dén suy thin).

>  Tén sé chua biét (khong thé wbe tinh tir dit liéu cd sdn)

Miu: Thay i huyét hoc, bao gdm thiéu méu hdng ciu to

Hé mién dich: Bénh hach bach huyét

Thén kinh: Dj cam.,

Mit: Thj gidc bat thudmg.

Tim mach: Phi ngoai bién. : .

Da va md dudi da: Hong ban da dang, hdi ching Stevens-Johnson va hoai tr bigu bi nhiém dc. ‘

Co xuong: Pau ca. )

. co gifit, mo ming, b§nh

Than va tiét ni¢u: Suy than. (Suy thén thudmg héi phuc nhung c6 thé tién trién thinh suy thin cép)
Théng béo cho béc s§ nhirng tic dyng khéng mong mudn gip phii khi sir dung thude

9. QUA LIEU VA CACH XU TRi:

Triéu chimg: Acyclovir chi duge hip thu mot phén trong dudmg tiéu héa. Qué liéu khi bénh nhdn da ubng liéu dén 20g
acyclovir trong m¢t 14n duy nhét, thudng 1a khong cb tac dung doe. Acyclovir udng nhiéu lin lién tye ¢6 lién quan dén cic dnh
hudmg vé dudmg tiéu hoa (nhu budn ndn va ndn) va céc phan (ing thdn kinh (nhu nhirc ddu va nham Ian). ]

Céch xir tri: Bénh nhén nén dugc theo ddi chiit ché céc déu hiéu djc tinh. Thdm phin miu lam ting déng ké viéc loai bo
acyclovir khéi mau va do 46 c6 thé duge coi 1a mft lya chen diéu trj trong tridmg hop c6 trigu chirng qua lidu.

Néu cin thém théng tin, xin héi § kién ciia bac s§ .

Théng bdo cho béc s§ nhirng tic dung khéng mong muon gip phii khi sir dung thude
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10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng ding qué liéu quy dinh.

Doc k¥ hm&ngdﬁn sir dung trude khi diing

Thude nay chi ding theo don cua bic sy

{1. TEN, BIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:
CONG TY CO PHAN DUQC PHAM CUU LONG
VC bia chi: $6 150, Dudng 14/9, Phudng S, Thinh phé Vinh Long, Tinh Vinh Long

12. NGAY XEM XET SUA DOL, CAP NHAT LAINOI DUNG HUGNG DAN SU DUNG THUOC: Ngay 0(12/2017

TP.Vinh Long, ngiy 02 thangf nam 2017
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