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100mm

Nha san xuét: CTCP LIEN DOANH DP MEDIPHARCO TENAMYD BR s.r.|
8 Nguyén Truing T6 - P.Phutc Vinh - Tp.Hug - Tinh TT.Hug
Nha phan phdi: CONG TY CO PHAN DUGC MEDIPHARCO

Té dugc vifa da... 1 vién nang cling

Chi Bjnh:

Vién nang ciing Mediplex dugc chi dinh
dé didu trj nhidm virus Varicella Zoster
(thly dau) va Herpes zoster (bénh zona)
(trif HSV & tré so sinh va nhigm HSV
ning & trd em suy giam mién dich).
Chbng Chi Binh, Cach Ding - Liéu
Dang, Cac Théng Tin Khac:

Xin doc trong td huéing dn sif dung.

Pidu kién bdo quan: Noi kho thodng,
duti 30°C, tranh &nh sang.

BE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

Manufactured by:

Composition: Each hard capsule contains:
ACIBIOVIT o s 800 mg
Excipients .S.q.f..ocoveirnnes 1 hard capsule
Indications:

Mediplex hard capsules are indicated for the
treatment of varicella (chickenpox) and
herpes zoster (shingles) infections
(excluding neonatal HSV and severe HSV
infections in immunocompromised
children).

Contra-indications, Dosage -
Administrations, Another informations:
See insert.

Storage: In dry place, below 30°C, protect
from light.

KEEP OUT OF REACH OF CHILDREN
PLEASE READ PACKAGE INSERT
BEFORE USING
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CTY CP LODP MEDIPHARGO TENAMYD BR s.r.I.
GMP-WHO

ACICLOVIR 800mg

Meoriso Futbo Brset

MEDIPLEX

ACICLOVIR 800mg
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Nha san xust: CTCP LIEN DOANH DP MEDIPHARCO TENAMYD BR s.r.|

8 Nguyén Trubing T§ - P.Phutic Vinh - Tp.Hué - Tinh TT.Hug
Nha phén phoi: CONG TY €O PHAN DUGC MEDIPHARCO
8 Nguydn Truiing To - P.Phudc Vinh - Tp.Hug - Tinh TT.Hug

GMP-WHO

Thanh phén: Cho 1 vién nang cing:
ACICIOVIT «coececnninncs 800mg

Té dugc vita du... 1 vién nang cing

Chi Bjnh: Vién nang cling Mediplex duyc chi
dinh dé diéu tri nhim virus Varicella Zoster
(thlly dau) va Herpes zoster (bénh zona) (trlf
HSV & tré sd sinh va nhigm HSV ngng & tré
em suy gidm mién dich).

Chéng Chi Bjnh, Cach Ding - Liéu Dang,
Cac Théng Tin Khac: Xin doc trong td hudng
din sit dung.

Didu kién bao quan: Noi kho thodng, dudi
30°C, trdnh dnh séng.

DE XA TAM TAY TRE EM
BOC KV HUGNG DAN SU DUNG
TRUGC KHI DUNG
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< BOX OF 3 BLISTERS x 4 HARD CAPSULES >

Manufactured by:

Distributed by:
B
Meoe Faivo Brsos

MEDIPHARCO

GMP-WHO

Composition: Each hard capsule contains:
Aciclovir. 800 mg
Excipients .5.q.f.....c.............1 hard capsule
Indications: Mediplex hard capsules are
indicated for the treatment of varicella
(chickenpox) and herpes zoster (shingles)
infections (excluding neonatal HSV and severe
HSV infections in immunocompromised
children).

Contra-indications, Dosage -
Administrations, Another informations:
See insert.

Storage: In dry place, below 30°C, protect
from light.

KEEP QUT OF REACH OF CHILDREN
PLEASE READ PACKAGE INSERT BEFORE USING
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A.THONG TIN DANH CHO QENH NHAN

MEDIPLEX

(ACICLOVIR 800mg)
Vién nang ciing
Thudc ban theo don
Dé xa tam tay clia tré em.
Doc ky hudng dan str dung trude khi diing.
Théng béo cho béc si hodc dugc s§ nhitng tac dung khong
mong mudn gip phai khi st dung thudc.

Thanh phan: Mbi vién nang cifing ¢6 chita:
Aciclovir. 800mg
Ta dugc (Tinh byt my, Magnesium stearat) vd 1vién nang cliing
M6 ta san pham:
Vién nang cifng s6 00, than nang mau tring, ndp nang mau xanh.
Bén trong ¢ chifa bot thudc mau tring hay nga vang, dong nhat,
khé toi.
Quy cach déng géi:
- Vi nhdm-nhém. Hop 03 vi x 04 vién nang, kém theo td hudng
danstrdung thudc.
- Vi nhdm-PVC. Hop 10 vi x 10 vién nang, kém theo t& hudng dan
strdung thudc.
Thudc diing cho bénh gi:
Vién nang cifng Mediplex dugc chi dinh dé digu trj nhiém virus
Varicella (thlly dau) va Herpes zoster (bénh zona) (trit HSV G tré sd
sinh va nhim HSV n3ng & tré em suy gidm mién dich).
Vién nang cing Mediplex dugc chi d inh cho tré em lén han 6
tudi.
Nén duing thudc ndy nhu thé naova Ineu lugng:
Mediplex |3 vién nang citng, sit dung bang dudng udng, nén
udng thudc véi nhigu nudc dé tranh b héc thuge.
Lidu diing cho ngudi ldn;
Didu tri varicella and herpes zoster: udng 800mg aciclovir mdi lan,
ngay udng 5 [an, cich nhau 4 gig. Digu tri lién tyc trong 7 ngay.
D36i véi cac bénh nhan suy gidm mién dich nang (vi du nhu sau
¢y ghép ty) hodc nhitng bénh nhén gidm hép thu tif rudt, can
xem xét sttdyng lidu tiém tinh mach.
Didu tri nén dugc bit dau cang sdm cang tét sau khi bt dau bj
nhiém triing: Didu trj herpes zoster cho két qua tSt han néu bét
d3u sdm sau khi xudt hién phat ban. Diéu trj bénh thly déu &
nhifng bénh nhan suy gidm mién dich nén bat dau trong vong 24
gid sau khi bat dau phat ban,
Lidu dung cho tré em;
Pidu tri nhiém triing varicella:
Tré em trén 6 tudi: 800mg aciclovir, udng 4 [3n m&i ngdy. Didu trj
lién tyc trong 5 ngay.

~ Khong c6 di lidu cy thé nao v viéc diu trj cdc bénh nhiém tring
herpes zoster & tré em.
Didu trj nhiém virus herpes J tré sa sinh, tiém tinh mach aciclovir
dugc khuyén cdo.
Ligu diing cho ngudil8n tudi:.

Kha ning suy than & ngudi cao tudi phai dugc xem xét va ligu

lugng phai dugc diéu chinh cho phu hgp (xem Liéu lugng trong
suy than dudgi day).

Liéu duing cho bénh nhan suy than:

Can than trong khi st dyng aciclovir cho bénh nhan suy chuc
nang than.

Hydrat hda day du nén dugc duy tri.

Didu tri nhiém herpes zoster, khuyén cio thay ddi ligu: 800mg
aciclovir mdi lan, 2 lan méi ngay cho bénh nhan suy thin ning
(hé s thanh thai creatinin nhd hon 10ml/phit) va 800mg
aciclovir mai [an, 3 lan mdi ngay ddi véi bénh nhan suy than mic
dd vira (hé s6 thanh thai creatinin trong khoang 10-25mi/phtit)
Khi nao khdng nén ding thuéc ndy: Qua man vdi aciclovir,
valaciclovir hay véi bat ki thanh phan nao ctia thudc.

Tacdyung khéng mong muén:

Tan sudt cGia tic dyng khdng mong mudn dugc udc tinh va phan
loai nhu sau: rit phd bién (> 1/10), phd bién (> 1/100, <1/10),
khéng phd bién (> 1/1000, <1/100), Hiém (> 1/10000, <1/1000,
rat hiém (< 1/10000).

*R4i loan mau va hé théng bach huyét:

Rét hiém: Thiéu mau, gidm bach ciu va giam tiéu cau.

*R&i loan hé théng mién dich:

Hiém gip: Qua man.

*RGi loan hé than kinh:

Phd bién: Chéng matva nhirc dau.

Rét hiém: Cac phan (ing than kinh cé thé hdi phug bao gom kich
ddng, run, bénh mét didu hoa, chiing loan cén ngdn, rGi loan tam
than, bénh nao, budn ngu, réi loan, 3o giac, co giat, hon mé va
tinh trang khé chiu, phign mudn. Nhitng tac dyung nay thudng
dugc bao céo & nhitng bénh nhan duing aciclovir liéu cao (thudng
dugc tiém tinh mach), kém suy than, hodc cic yéu t6 khéc.
Aciclovir nén dugc st dung can than & nhiing bénh nhan c6 bat
thudng vé than kinh.

*R&i loan hd hap, trung thatva long ngyc:

Hiém gap: Khé thd

*Roi loan tiéu hda:

Phd bién: Budn ndn, ndn mifa, tiéu chay va dau bung.

*Réi loan chitc ndng gan - mat:

Hiém gép: Téng bilirubin huyét va men gan.

R4t hiém: Viém ganvavang da

*Réi loan dava mé dudida:

Ph3 bién: Phat ban, nglta (bao gdm nhay cam véi énh séng).
Khong phd bién: May day, rung tdc titng mang.

Hiém gap: Phu mach, hdng ban da dang, héi chiing Stevens
Johnson, hoai tif thugng bi nhigm déc.

*R&i loan than va tiét niéu:

Hiém gap: Tang uré va creatinine mduy; suy than (thudng gdp
trong digu trj bing dudng tinh mach), thudng cd thé phyc hoi va
dap {ng vdi qua trinh hydrat héa va/hodc giam ligu, nhung co thé
tién trién dén suy than cap.

Rat hiém: Suy than cap, bénh than (bénh than cé thé lién quan
dén suy than)

*Railoan chung:

Phé bién: Mét mai, s6t.

Théng bdo cho Bdc sinhitng tdc dung khdng mong mudn gép phdi
khi sirdyng thudc
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To 1: Mat sau

T& hudng dén sit dung

A.THONG TIN DANH CHO BENH NHAN

MEDIPLEX

(ACICLOVIR 800mg)
Vién nang citng

Nén tranh diing thudc hoic thyc pham gi khi dang st
dung thudc nay:

Dung dong thdi Zidovudin va Aciclovir ¢é thé gdy trang thai ngu
lim va g ma. Can theo ddi sat ngudi bénh khi phéi hgp.
Cimetidine va Probenecid 1am ting AUC ctia aciclovir bing cach
lam giam thai trir qua nudc tiéu va d¢ thanh thai cta aciclovir.
Viéc didu chinh lidu 13 khéng can thiét vi chi s6 diéu trj clia
aciclovir rong.

Mycophenolate mofetil lam ting AUC huyét ctia aciclovir va chat
chuyén héa khdng hoat ddng cia mycophenolate mofetil, mét
thudc e ché mién dich dugc stt dung & bénh nhan cdy ghép khi
duing ddng thdi. Tuy nhién, khdng can diéu chinh liéu vi chi s6
didu trj cta aciclovir rgng.

MGt nghién clru thite nghiém trén nam dai tugng nam cho thay
digu trj ddng thdi vdi aciclovir lam ting AUC ctia theophylline lén
khoang 50%. Nén do ndng dd theophylline trong huyét tudng
khi duing dong thai véi aciclovir.

Ciclosporin: Tang ndng dd ciclosporin huyét va cac dau hiéu gay
ddc than khi dung ddng thai aciclovir trén mdt s6 bénh nhan cdy
ghép. Chitc ndng than phai dugc theo ddi chit ché & nhiing bénh
nhan dung dong thdi hai loai thudc nay.

Amphotericin B va ketoconazol lam tang hiéu lyfc chéng virus clia
aciclovir.

Can lam gi khi m@t lan quén khdng dung thudc:

Khong cin ding bu nhitng l3n quén sir dung thudce vdi ligu gap
d6i cho nhitng lan dung tiép theo. Nén udng thudc trd lai s6m
nhat néu co thé va theo dung ligu lugng khuyén cao.

Canbao quan thudc nay nhu thé nao:

Dé nai khd thoang, nhiét @ dudi 30°C, tranh anh sang.

Nhirng dau hidu va trigu chirng khi diing thudc qua liéu:
Aciclovir chi hdp thu mdt phan qua dudng tiéu hoa.

Bénh nhén sif dung qua ligu vdi lidu don 1én dén 20g aciclovir,
thudng khdng c6 tac dung gdy ddc. Tuy nhién, viéc udng thude
qua ligu l3p lai trong nhigu ngay c6 lién quan dén cac anh hudng
tdi dudng tiéu héa (ndn va budn ndn) va cac anh hudng tdi than
kinh (dau dauvala lan).

Can phai lam gi khi dung thudc qué liéu khuyén céo:

N&u c6 bt ki biéu hién nao bat thuding xdy ra khi sit dung thudc
qua ligu khuyén céo, cin phai bao ngay cho bac sy hoac dén cosd
y t& gan nhat dé kiém tra. Can phai gilr lai t& hudng dén sir dung
nay, mau hdp hodc mét vai vién nang néu ¢6 thé. Cac tridu chimg
qué ligu bao gom: budn ndn, ndn, dau dauva i lan...

Nhitng diéu thin trong khi dung thuéc nay:

Can than trong khi sif dung thudc cho bénh nhén suy than va
ngudi cao tudi:

Aciclovir dugc dao thai qua than, do dé ligu dung phai dugc digu
chinh & nhitng bénh nhan bj suy than. Bénh nhén cao tudi cling bj
gidm chifc ndng than va do d6 can xem xét giam ligu dung &
nhém bénh nhan ndy. Ca ngudi cao tudi va ngudi bj suy giam
chifc ndng than cd nguy ca gia tang cac tac dung phu lién quan
dén than kinh va cdn theo d6i chat ché khi strdung.

St dung dai ngay hay l3p lai aciclovir & bénh nhan suy giam chirc
ning mién djch cé thé dan dén chon loc chiing virus gidm nhay
cam vdi aciclovir, c6 thé din dén khong thé st dung aciclovir dé
didu tri.

Tinh trang hydrat hoa: nén quan tam duy tri hydrat hoa day du &
nhitng bénh nhén stf dyng liéu cao aciclovir.

Nguy cd suy than ting bdi dung chung aciclovir vai céc thuée
ddcthan,

Canh béo lién quan dén ta dugc:

Tinh bdt mi thich hgp vdi ngudi bj bénh celiac (tinh bdt mi ¢6
chita mét lugng gluten nhung chi & dang vt nén van an toan cho
ngudi mic bénh celiac). Bénh nhan dj ttng vdi lia my (khdng phai
bénh celiac) khdng nén diing thudc nay.

* Ngudi van hanh may méc, dang lai tu xe, ngudi lam viéc
trén cao va cac truang hgp khac: chua cé thang tin vé anh
hudng ctia thudc 1én kha nang van hanh may mac, lai tau xe,
ngudilam viéc trén cao va cac trudng hgp khac.

* Théi ky mang thai: chi dung thudc cho ngudi mang thai khi lgi
ich digu tri han han rlii ro c6 thé xay ra véi bao thai.

*Thai ky cho con bii: nén than trong khi diing aciclovir vi thuéc
dudgc bai tiét qua sita me. Tuy nhién chua cd ghi nhan vé tacdung
¢4 hai cho tré bt me khi ngudi me dang duing aciclovir.

Khi ndo can tham van bac sy, dugcs§:

Khi 6 bat ky si bt thudng xay ra trong qua trinh st dung thudc,
can thdng bao ngay cho bac sy, dugc sy.

Néu can thém théng tin xin hdi y kién bac s§ hodc dugcsy.
Handing: 36 thing kétirngay san xuat.

SG 16 san xudt, ngdy san xudt va han sit dung xem trén bao bi
chinh ctia sén phdm.

Nha sén xudt:

CONG TY CO PHAN LIEN DOANH DUGC PHAM
MEDIPHARCO TENAMYD BR s.r.l

08 Nguyén Trudng Té - PPhudc Vinh -Tp.Hué - Tinh TT.Hué
Tel: 0234. 3611870 - 3822704 * Fax: 0234.3826077

Nha phén phéi:

CONG TY 6 PHAN DUQC MEDIPHARCO

08 Nguyén Trudng Té - PPhudc Vinh -Tp.Hué - Tinh TTHué
Tel: 0234.3823099, 3827215 *Fax: 0234.3826077

Ngay sira déi:

Hué, ngay dtthang [0 nam 2017
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MAU TG HUGNG DAN SU DUNG

To 2: Mt trude

B. THONG TIN DANH CHO CANBO Y TE

Cacdac tinh dugcluchoc:

Aciclovir: nhém thude chdng virus

M3 ATC: JOSABO1

Aciclovir (acycloguanosin) [a mét purin nucleosid téng hgp, cé
tac dung chdng virus Herpes simplex va Varicella zoster. D& ¢6 tic
dung, aciclovir phéi dugc phosphoryl héa thanh dang cé hoat
tinh 13 aciclovir triphosphat. Dau tién, aciclovir dugc chuyén
thanh aciclovir monophosphat nh& enzym cta virus la thymidin
kinase, sau d6 chuyén ti€p thanh aciclovir diphosphat nhd enzym
cla t€ bao la guanylat kinase va cui clng thanh aciclovir
triphosphat bdi mét s enzym khac cta té€ bao (nhu
phosphoglycerat kinase, pyruvat kinase, phosphoenolpyruvat
carboxykinase). Aciclovir triphosphat Ufc ché sy tdng hgp ADN va
sy nhén Ién cla virus bang cach (e ché enzym ADN polymerase
cling nhuy sy gén két vao ADN ctia virus, ma khdng anh hudng gi
dén chuyén héa cua t& bao binh thudng. Trong té bao khng
nhiém virus Herpes, in vitro, aciclovir chi dugc cic enzym té bao
(vét chu) phosphoryl hda véi lugng tGi thidu. Aciclovir ciing dugc
chuyén d3i thanh aciclovir triphosphat bing mét s6 ca ché khac
vi thudc ¢6 tac dung ddi v8i mét s8 virus khéng cé thymidin
kinase (thi du virus Epstein-Barr, Cytomegalovirus). Cac nghién
cttu in vitro cho thay aciclovir triphosphat dugc san xuét ra &
ndng d¢ thap thdng qua cic enzym phosphoryl héa chua dugc
xac dinh ctia t& bao bj nhi&m Epstein-Barrva Cytomegalovirus.
Hoat tinh khang virus Epstein-Barr cia acyclovir c6 thé do ADN
polymerase ctia virus tang nhay cam bj Uc ché véi ndng dé thap
clia aciclovir triphosphat (dugc tao ra do enzym té bio
phosphoryl hoa). Hoat tinh khang Cytomegalovirus & ngudi c6
thé do (e ché t8ng hgp polypeptid dic hiéu cla virus; Uc ché nay
doi hoi ndng d6 cao aciclovir hodc aciclovir triphosphat in vitro.
Cd ché tac dung chdng lai cac virus nhay cadm khac nhu Epstein-
Barrva Cytomegalovirus vin chua dugc rd, cin nghién ciiu thém.,
Téc dung clia aciclovir manh nhat trén virus Herpes simplex typ 1
(HSV-1) va kém han & virus Herpes simplex typ 2 (HSV-2), virus
Varicella zoster (VZV), tac dung y8u nhat trén Epstein Barr va
Cytomegalovirus (CMV). Aciclovir khong c6 tac dung chdng lai
cac virus tiém an, nhung ¢6 mét vai bing chiing cho thay thudc
Urc ché virus Herpes simplex tiém an & giai doan dau tai hoat
déng.

Khang thudc: In vitro va in vivo, virus Herpes simplex khang
aciclovir tang 1én, do xuat hién thé dét bién thiéu hyt thymidin
kinase cla virus, 13 enzym can thiét @€ aciclovir chuyén thanh
dang c6 hoat tinh. Cling ¢6 cd ché khang thudc khéc 1a do sy thay
déi déc tinh cua thymidin kinase hay gidm nhay cam véi ADN
polymerase cla virus. Khang aciclovir do thiéu hyt thymidin
kinase cd thé gy khang chéo vdi cac thudc khang virus khéc
cling dugc phosphoryl hda bdi enzym nay, nhu brivudin,
idoxuridin va ganciclovir.

Virus khang thudc trd thanh mét van dé dai véi ngudi bénh suy
giam mién dich. Dic biét ngusi bénh AIDS hay bj nhiém virus
Herpes simplex & da niém mac khang aciclovir.

Cécdactinh dugcddng hoc:

Aciclovir hap thu kém qua dudng udng. Sinh kha dung dudng
udng khoang 10 - 20 %. Thirc an khong 1dm anh hudng dén hap
thu ctia thudc. Aciclovir phan bé rdng trong dich co thé va cac ca
quan nhu: Nao, than, phdi, rudt, gan, lach, cg, tit cung, niém mac
va dich 4m dao, nudc mt, thay djch, tinh dijch, djch ndo tdy. Sau
khi tiém tinh mach dang mudi natri cta aciclovir, ndng d@é thudc
trong dich ndo tuy dat dugc khoang 50% ndng d9 thude trong
huyét tuong. Lién két vai protein thap (9 - 33 %). Thdi gian dat

ndng d dinh trong huyét thanh sau khi udng tit 1,5 - 2 gies.
& ngudi bénh chirc nang than binh thudng, nlta ddi thai trir
khoang 2 - 3 gid; & ngudi bénh suy than man trj s6 ndy ting va cé
thé dat t6i 19,5 gid & bénh nhan vé niédu. Trong thdi gian thdm
phén méu, nita di thai trir gidm xudng con 5,7 gid va khoang
60% ligu aciclovir dugc dao thai trong qua trinh thdm phén.
Aciclovir qua dugc hang rao nhau thai va phin b dugc vao sira
me vdi ndng dé gdp 3 lan trong huyét thanh me. Thudc ciing
dugc chuyén héa mét phan qua gan thanh
9-carboxymethoxymethylguanin (CMMG) va mét lugng nhé 8-
hydroxy-9-(2-hydroxyethoxymethyl)guanin.
Aciclovir dugc thai trif chli yéu qua nudc tiéu dudi dang khdng
d6i qua loc cau than va bai tiét 8ng than. Khodng 2% téng ligu
thdi trir qua phan. Phan I6n ligu tinh mach don dugc thai trif qua
nudc tiéu dudi dang khéng déi trong vang 24 gid. & ngudsi 1én cé
chufc néng than binh thudng, khodng 30 - 90% ligu tinh mach
ddn thai trif qua nudc tiéu dudi dang khéng ddi trong vang 72
gid, xap xi 8 - 14% va dudi 0,2% thai trir qua nudc tiéu & dang
CMMG va 8-hydroxy-9-(2-hydroxy- ethoxymethyl)gyanin
(tuang Ung). Aciclovir dugc thai khi thdm phan mau.
Chidinh:
Vién nang cling Mediplex dugc chi dinh d€ digu trilnhiém Vi
Varicella Zoster (thly dau) va Herpes zoster (bénh zona) (trif HSV
&tré so'sinhva nhiém HSV ndng & tré em suy gidm mién dich).
Vién nang cling Mediplex dugc chi dinh cho tré em 18n han 6
tudi.
Liéuding-cich dung:
Mediplex |a vién nang cing, sif dung bang dudng udng, nén
udng thudc véi nhigu nudc dé tranh bj héc thuée.
Liéu dung cho ngudi ldn:
Diéu trj varicella and herpes zoster: u3ng 800mg aciclovir mdi lan,
ngay udng 5 lan, cach nhau 4 gi&. Didu trj lién tuc trong 7 ngay.
D3i vdi cac bénh nhan suy gidm mién djch ning (vi dy nhu sau
cdy ghép tly) hodc nhitng bénh nhan gidm hap thu tir rudt, can
xem xét st dung ligu tiém tinh mach.
Digu trj nén dugc bat dau cang sdm cang tét sau khi bat dau bj
nhiém triing: Didu trj herpes zoster cho két qua tSt hon néu bat
dau sdm sau khi xuat hién phat ban. Didu trj bénh thiy dau &
nhig bénh nhén suy giam mién dich nén bat du trong vong 24
gidfsau khi bit dau phét ban.
LiBudung cho tré em:
Digu tri nhiém tring varicella:
Tré em trén 6 tudi: 800mg aciclovir, udng 4 [an mdi ngay. Didu tr
liéntyctrong 5 ngay.
Khéng cé ditliéu cy thé ndo vé viéc digu tri cdc bénh nhiém triing
herpes zoster & tré em.
Diéu tri nhiém virus herpes & tré sd sinh, tiém tinh mach aciclovir
dugc khuyén cao.
Ligu diing cho ngudi Ién tudiz
Kha nang suy thdn & ngudi cao tudi phai dugc xem xét va ligu
lugng phai dugc diéu chinh cho phii hgp (xem Ligu lugng trong
suy than dudi day).

i
Can than trong khi st dung aciclovir cho bénh nhén suy chirc
nang than.
Hydrat hda day dt nén dugc duy tri.
Didu trj nhiém herpes zoster, khuyén cao thay déi ligu: 800mg
aciclovir mdi lan, 2 lan mdi ngdy cho bénh nhan suy thin ning
(hé sG thanh thai creatinin nhé han 10ml/phat) va 800mg
aciclovir mdi [an, 3 [an mbi ngay déi vdi bénh nhén suy than mic
@6 vira (hé s6 thanh thai creatinin trong khodng 10-25ml/phut)
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To 2: Mdt sau

Chéng chi djnh:

Qua man vdi aciclovir, valaciclovir hay véi bat ki thanh phan nao
ctia thudc.

Théntrong:

Can than trong khi st dung thudc cho bénh nhan suy than va
ngudi cao tudi;

Aciclovir dugc dao thai qua than, do d6 lidu diing phai dugc digu
chinh & nhitng bénh nhan bj suy than. Bénh nhan cao tudi ciing bj
giam chiic nang than va do dé can xem xét giam lidu ding &
nhém bénh nhan nay. Ca ngudi cao tudi va ngudi bj suy giam
chifc néng than c6 nguy cd gia ting cic tac dung phy lién quan
dén thankinh va cin theo di chit ché khi sirdung.

Strdung dai ngay hay 13p lai aciclovir & bénh nhén suy gidm chitc
néng mién dich c6 thé din dén chon loc chiing virus giam nhay
cém vdi aciclovir, ¢6 thé dan dén khéng thé sir dung aciclovir d&
didu tri.

Tinh trang hydrat héa: nén quan tam duy tri hydrat héa day di &
nhitng bénh nhan strdung lidu cao aciclovir.

Nguy ca suy than tdng bdi dung chung aciclovir véi cac thudc
ddcthan.

Cénhbdo lién quan dén ta dugc:

Tinh bot mi thich hgp véi ngudi bi bénh celiac (tinh bét mi ¢
chifamét lugng gluten nhung chi & dang vét nén van an toan cho
ngudi mac bénh celiac). Bénh nhan dj (ing vdi lia my (khdng phai
bénh celiac) khong nén diing thuée nay.

* Ngudi van hanh mdy méc, dang lai tdu xe, ngudi lam viéc
trén cao vacac trudng hgp khac:

Chua cé thong tin vé anh hudng ctia thudc Ién kha nang van hanh
mdy méc, lai tau xe, ngudi lam viéc trén cao va cac trudng hop
khac dai vai vién nang ciing Aciclovir

* Thai ky mang thai:

Chi dung thudc cho ngudi mang thai khi lgi ich digu trj hon hin
rli ro ¢d thé xdy ra vdi bao thai.

*Thai ky cho con bi:

Nén thén trong khi diing aciclovir vi thudc dugc bai tiét qua sita
me. Tuy nhién chuta c6 ghi nhan vé vé tac dung cé hai cho tré ba
me khi ngugi me dang dung aciclovir.

Tuong tac thuéce:

Dung dong thai Zidovudin va Aciclovir ¢ thé gy trang thai ngt
lim va lo mo. Can theo d6i sat ngudi bénh khi phdi hgp.
Cimetidine va Probenecid lam tang AUC cta aciclovir bang céch
lam gidm thai trlir qua nudc tiéu va dé thanh thai cta aciclovir.
Viéc didu chinh ligu la khdng can thiét vi chi s6 diéu tri cla
aciclovirréng.

Mycophenolate mofetil lam tang AUC huyét cua aciclovir va chit
chuyén héa khéng hoat ddng ctia mycophenolate mofetil, mét
thudc tc ché mién dich dugc st dyng & bénh nhan cdy ghép khi
dung ddng thai. Tuy nhién, khdng can digu chinh ligu vi chi s&
diéu trj cia aciclovir réng.

M4t nghién citu thyrc nghiém trén nam déi tugng nam cho thay
diéu trj dong thdi vdi aciclovir lam tang AUC ctia theophylline lén
khoang 50%. Nén do ndng dd theophylline trong huyét tuang
khi dung dong thai véi aciclovir.

Ciclosporin: Tang ndng d§ ciclosporin huyét va cac dau hiéu gay
ddc than khi dung ddng théi aciclovir trén mét s6 bénh nhan cdy
ghép. Chirc nang than phai dugc theo doi chat ché d nhitng bénh
nhan dung ddng thdi hai loai thudc ndy.

Amphotericin B va ketoconazol lam tang hiéu lyc chdng virus cla

aciclovir.

Tacdyng khéng mong muén:

Tan suét clia tic dung khéng mong mudn dugc udc tinh va phan
loai nhu sau: rét phé bién (> 1/10), phd bién (> 1/100, <1/10),
khéng phd bién (> 1/1000, <1/100), Hiém (> 1/10000, <1/1000,
rat hiém (<1/10000).

*RGi loan mau va hé théng bach huyét:

Rét hiém: Thi€u mau, gidm bach cau va giam tidu ciu.

*RGi loan hé thdng mién dich:

Hiém gap: Qua man.

*Réi loan hé than kinh:

Phd bién: Chéng mat va nhitc d3u.

Rat hiém: Cc phan ing than kinh cé thé hdi phyc bad gdm kich
ddng, run, bénh mat digu hoa, chiing loan cin ngédn, réiloan tam
than, bénh nao, budn ngu, réi loan, o giac, co gidt, hén mé va
tinh trang khé chju, phign muén. Nhiing tac dung nay thuéng
dugcbao céo @ nhiing bénh nhan dung aciclovir ligu cao (thudng
dugc tiém tinh mach), kém suy than, hodc cic yéu t3 khac.
Aciclovir nén dugc sl dung can than & nhiing bénh nhan ¢4 bt
thudng vé than kinh.

*Rdiloan hé hap, trung thatva ldng ngyc:

Hiém gdp: Khé thg

*Rai loan tiéu hoa:

Phé bién: Budn nén, ndn mifa, tiéu chay va dau bung.

*Rdiloan chifc ndng gan - mit:

Hiém gép: Tang bilirubin huyétva men gan.

R&t hiém: Viém ganvavang da

*Rdiloan dava mé dudida:

PhS bién: Phat ban, ngifa (bao gdm nhay cam vdi &nh sang).
Khéng phd bién: My day, ryng téc tiing mang.

Hiém gap: Phit mach, hdng ban da dang, héi chifng Stevens
Johnson, hoai tif thugng bi nhiém déc.

*Réi loan than va tiét niéu:

Hiém gdp: Tang uré va creatinine mau; suy than (thudng gép
trong digu tri bang dudng tinh mach), thudng cé thé phuc hdiva
dap Uing vdi qua trinh hydrat hda va/hodc giam ligu, nhung cé thé
tién trién dén suy than cap.

Rét hiém: Suy than cap, bénh than (bénh than c6 thé lién quan
dén suy than)

*R&iloan chung:

Phé bién: Mét mdi, sét.

Théng bdo cho Bdc st nhiing tdc dung khéng mong mudn gdp phdi
khistrdung thuéc.

Qua lidu va cach xur tri:

Triéu chung:

Aciclovir chi hap thu mét phan qua dudng tiéu héa.

Bénh nhan sit dung qua lidu vai lidu don 1én dén 20g aciclovir,
thudng khdng ¢6 tac dung gay déc. Tuy nhién, viéc udng thudc
qua ligu 3p lai trong nhigu ngay ¢6 lién quan dén cac anh hudng
téi dudng tiéu hda (ndn va budn ndn) va cac anh hudng tdi than
kinh (dau dau va lul3n).

Xurtri:

Diéu trj bang phuong phap thadm tdch méau ngudi bénh cho dén
khi chifc nang than phuyc hdi, ngiing thudc, truyén nudc va dién
gidi.
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