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Rx: Thuée nay chi dung theo don thudc Huding dén sir dung thudc

GMP - WHO
Vién nén
Pé xa tam tay tré em. Doc ky hudng dan sir dung trude khi ding b

THANH PHAN: Mbi vién nén chira:

Thanh phan duge chat: Acyclovir 200mg

Thanh phin ta duge: Microcrystalline cellulose, lactose monohydrate, sodium starch glycolate, povidone K30, ethanol 96%, magnesium-z
%

& /
Sou- T
CHI DINH: ¥: 230087,

- PiBu tri nhiém virus Herpes simplex & da, niem mac bao gém Herpes sinh duc [an dau va téi phat (trir trutmg hop nhiém HSV & tré so sinh va nhiem
niing & tré em suy gidm mién dich).

- Phéng ngira tai phat virus Herpes simplex & bénh nhan co hé mien djch binh thutng.

- Dir phong nhiém virus Herpes simplex & bénh nhan suy gi&dm mién dich.

- Bidu trj nhiém Herpes zoster (Zona) va Varicella (thuy dau).

DANG BAO CHE: Vién nén, mau tréng hodc gan nhu'trang, hinh bau duc, thanh va canh vién lanh I&n, khang sut me.

CACH DUNG, LIEU LUQNG:

DPigu tri bang Acyclovir phai dugc bat dau cang sdm cang tt khi cé ddu hiéu va triéu chimg cta bénh.

« Dieu trj Herpes simplex tién phat, bao gom ca Herpes sinh duc:

- Ngui lén: 200 mg x 5 [an/ngay (thubng méi 4 gid khi thuc giac) trong khodng 5 d&n 10 ngay.

- Nhimg bénh nhan suy giam mién dich tram trong hay nhimg bénh nhan kém h&p thu: 400 mg x 5 [an/ngay trong khoang 5 ngay.

- Tré em trén 2 tudi: Bang lidu nguwi lon.

- Tré em dudi 2 tudi: Nira lieu nguii lon.

- Phdng ngira tai phat virus Herpes simplex & bénh nhan c6 he mién dich binh thudmg:

- Ngubi I6n: 800mg chia |am 2 dén 4 [3n/ngay. Liéu phap digu tri phéi ngimg sau 6 dén 12 thang dé danh gia két qua.

- Tré em: Chua cé dir ligu nghién ciru vé vigc ding Acyclovir d€ dur phong tai phat Herpes simplex & tré em c6 kha nang mién dich binh thutmg.
- Phdng bénh Herpes simplex & bénh nhén suy giam mién djch:

- Nouisi Ién: 200 mg x 4 [an/ngay, khoéng cach dung thudc 12 6 gio.

- Mt s6 bénh nhan kém hap thu hoac bénh nhan mdi ghép ty: Ligu diing cé thé gép déi: 400mg x 4 [3n/ngay, khoang cach ding thubc |a 6 gio.
- Tré em trén 2 tudi: Bang ligu nguii ln.

- Tré em dudi 2 tudi: Niva liéu ngurdi lém.

« Digu trj Bénh thiy dau:

- Ngui lén: 800 mg x 5 [an/ngay trong khoang 7 ngay, théi gian dung thudc cach nhau méi 4 gio, bé qua khoang théi gian ban dém.

- Tré trén 2 tudi: 20 ma/ka, toi da BOD mg x 4 [an/ngay trong § ngay hoac ré tir 2 - 5 tudi: 400 mg x 4 [an/ngay.

- Tré > 6 tudi: 0D mg x 4 [an/ngay.

- Tré dudi 2 tudi: 200 mg x 4 [an/ngay.

Thai gian digu tri thiy d3u & tré em nén kéo dai trong 5 ngay.

« Piéu trj Zona:

- Ngudi I6n: 800 mg x 5 [an/ngay cé the trong khoéng 7 ngay, thai gian diing thudc cach nhau mbi 4 gio, bé qua khoang th&i gian ban dem.
- Tré em: Chua c6 dir lidu nghién ciu vé viéc ding Acyclovir dé dieu trj zona & tré em c6 hé mién dich binh thutng.

« Ligu ding cho ngui gia:
- Kha ning suy than cla nguoi gia can dugc xem xé

t va diéu chinh lidu dua vao do thanh thai creatinin.

- Can bé sung nute day du cho bénh nhan diing Acyclovir vai
+ Ligu diing cho ngudi suy than: nén giam ligu cia Acyclovir &

liBu cao.
bénh nhan suy than tily theo do thanh thai creatinin (CC).

| Chi dinh Liéu théng thrdng e Liéu idu chih
’ i ; | 200mg/4n, cach nhau 4 gioidn, ->10 - Khong cdn diéu chinh liéu
Biéu 1r| Herpes simplex 5 Iéningly -510 - 200mg/1&n céch nhau 12 gity
——'__—__ it —_— e |
. 400mg/tén, cAch nhau 12 gio. - cén diéu chinh li& |
Phéng bénh 510 Khong u chinh lidu
200mg - 400mg Adn, > g Nusiin .
Herpes simplex cach nhau 4 gioldn, 4 18n/ ngay -s10 Vi 1
) . . cAch nhau 4 giodn, - %25 - Knong edn didu chinh lidu |
Diu tr thiy dau, Zona mﬁv g STr10-25 - 800mg/én cach nhau B git |
-<10 - B00mgAén, cich nhauw 12 gity

CHONG CHI DINH:
chéng chi djnh véi nhimg nguoi man cam véi Acyclovir, Valacyclovir hodc vdi bat cir thanh phin ta duge nao cua thudce.

CANH BAD VA THAN TRONG KHI DUNG THUGC:

- Acyclovir dugc dio thai qua than, do do lieu phai digu chinh & bénh nhan suy than. Bénh nhan Ién tudi thuimg suy giam chic néng than va do do can
digu chinh liéu cho nham bénh nhan nay. C4 bénh nhan lan tudi va bénh nhan suy than d&u tang nguy co tac dung phu gay doc than kinh va nén dugc
theo ddi cdn than cc bigu hién cua téc dung phu. Céc phan ing nay nhin chung déu ca the phyc hoi khi ngung diéu tri.

- Can cung ¢&p 40 nude cho nhimg bénh nhan diing Acyclovir lieu cao (4g/ngay), d& tranh nguy co gay ddc vai than.

- Thudc ¢6 chira ta duuc lactose, can sirdung than trong & nhimg bénh nhan cé tign strkhdng dung nap galactose, thigu hut men lactase hodc kém hap
thu glucose - galactose, bénh nhan bj dai thae dutng.

SU’ DUNG THUGC CHO PHY NI CO THAI VA CHO CON BU:

Khéing ca nhitg nghién ctu day dd va cé kiém soat trén phy nlrcé thai. Chi nén diing Acyclovir cho phy n mang thai khi lgi ich diéu trj Ién hon so vai
nguy ca cho thai nhi.

Thude duoe bai tist qua sira me khi ding duéng udng. Nén than trong khi diing thu@c d6i vai phu nir dang cho con bu.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Tinh trang lam sang ctia bénh nhén va tac dyng phu ctia Acyclovir ¢an duoc luu ¥ khi xem xét kha nang I4i xe hodic vén hanh may mdc ciia bénh nhén.
Pubng diing ctia Acyclovir ¢6 thé ¢ lién quan dén tac dung phuy nhu budn ngt, ngt ga (thubng gép & bénh nhan dung lieu cao hodc suy giém chirc ndng
than) bénh nhan nén chac chan rang ho khéng bi anh hudng truoc khi ldi xe hodc vén hanh may moc.

Hién vAn chua c6 nghién clu d& dénh gid anh huting cua Acyclovir 1&n khé nang lai xe va van hanh méy méc. Hon nia, tac dung phy |én cdc hoat déng
nay khong thé du doan dure dya vao tinh chét duge Iy cda hoat chat.
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TUONG TAC, TUONG KY CUA THUOC:
Acyelovir duge thai trirchi yéu gua nuée tigu dudi dang khang bign doi thong qua bai tiét tich eut & ong than, Bat kj loai thudc di
3i co ché nay e6 thé lam tang nong dg acyclovir trong mau.

Probeneacid v& cimetidine lam tang AUC clia acyclovir theo co ché nay, va lam giam dé thanh thai qua than cia acyclovir.
vige dung dang thii Acyclovir va Mycophenolate mofetil, mét tac nhan uc ché mien dich dung cho bénh nhan cdy ghép, da duge chi
cla ?cy_dovir v& clia chat chuyén héa khang hoat tinh cla Mycophenolate mofetil. Tuy nhién, khng can digu chinh ligu luong vi chi 3
acyclovir.

Mot nghién et thir nghiém trén nam dai tugng nam giéi chira rang acyclovir [am téng AUC eia theophylline khoang 50% khi dugc digu tn domg
do riang d3 trong huyét tueng khi diéu tri dong thai véi acyclovir

TAC DUNG KHONG MONG MUGN CUA THUOC:

Cic loai fan suét lign quan dén eac tac dyng phu dudi day 1a udre tinh. Trong hau hét cac trudng hop, dir ligu thich hgp dé danh gia ty 1& m&c phai la khang
6 530, Hon nira, 1 1€ méc phai cla cac tac dung phy ¢ thé thay dai phu thuge vao chi dinh.

Quy wiic dudi day duoe sir dung de phan loai céc tac dung phu theo fan suat gap:

Rat thubng gdp (ADR = 1/10), thuting gap(1/10 >ADR= 1/100), it g&p (1/100 > ADR = 1/1000), higm gép (1/1000 > ADR =1/ 10000 ), rét hiém gp (ADR<1/
10000), Chua biét dén (khang the du dodn 1 cac dirligu dang ch).

Réi loan méu va hé bach huyét: Rat higm gap: Thiéu méu, giam bach cau, giam tiéu cau.

R&i loan hé mién djch: Higm gép: S6c phan vé.

R&1 loan hé than kinh va tam than:

- Thustmg gap: dau ¢au, chéng méit

- RAL hiém gap: Cac phan (mg than kinh co hi phuc bao gom: kich déng, bai 18i, run, mat dieu hoa, loan vén ngdn, 4o giac, cac trigu ching loan than kinh,
co giat, ngtl ga, bénh ndo, hén mé va kha chiu

Gac triéu chimg trén thudng 1a cé héi phuc va dute bao céo & bénh nhan ding liéu cao Acyclovir (thugna la tigm tinh mach) suy than hodc c6 cdc yéu ta
anh huting khac. Acyclovir ¢an durge ding than trong & nhimg bénh nhan co bt thuong ve than kinh ce.

R6i loan ho hap, fong ngure vé trung thét: Higm gap: kho tho.

Réi loan tiéu hoa: Thutng gép: Budn non, non, tieu chay, dau bung.

R6i loan & gan:

- Hiém gép: tang bilirubin va men gan co hai phuc.

- R#t hiém gap: viem gan, vang da.

Réi loan & da va cac mo duti da:

- Thudng gép: Ngira, phat ban (bao gém nhay cam vdi anh sang)

- It gap: may day, tang 1o¢ do rung téc lan téa.

Tang toc db rung toc lan toa co lien quan véi mét loat céc gua trinh bénh va thuae; sirlién quan evia tac dyng phy nay va viée digu i bang Acyclovir 12 khong
chac chan.

- Higm gap: phit mach, héing ban da dang, hdi ching Stevens Johnson, hoai tir biéu bi gy dbc.

Roi loan than, tiét niéu:

- Hiém gap: Tang uré va creatinin mau.

- Rat hiém gép: Suy than cap, dau than.

Bau than cé the duge két hop vdi suy than.

- Chua bigt dén: Suy than. )

Suy than I3 thutmg hai phue nhung co the tien trien 6&n suy than cép.

R&i loan chung: Thudng gap: Sat, mét moi

Théing bao ngay cho béc sy hodc duor sy nhing phén g 6 hai ggp phai khi sir dung thude.

QUA LIEU VA CACH XU'TRI:

Qua lidu:

Acyelovir duge hap thu mét phan qua dubng tieu héa. Nhung bénh nhan ding qua ligu 16 20 gam Acyelovir treng 1 fan udng, thuting khéng co dac tinh, Boi
khi, 14p lai s qué lieu trong nhiéu ngay cé lién quan toi tac dyng phu trén duna tigu hoa (nhu buén nén va ndn) va dnh hutmg trén than kinh (dau d&u va
rdi loan chirc nang).

Céch xirin:

B§3h nhén can duge theo doi sat cac ddu hidu ngd doe. Tham phan mau 6 thé Inai bo dang ke Acyclovir trméu vé do do co the diéu tr] cac tridu chimg qua
|iBu.

PAC TINH DUTIC LUT HOC:

Nhom duge Iy: Thudic khang virus téc dung true tigp, nucleoside va nucleotide trir cac chét e ché men sao chép nguac.

M3 ATC: JOSABOT

Acyclovir |a mét chét tuong ty nucleoside nhén purin 18ng hop ¢d heat tinh (e ché in vitre va in vivo virus herpes & ngudi, bao gém virus Herpes simplex
(H3V) loai 1 v& Il va virus varicella zoster (VZV).

Hoat tinh tre ché cia acyclovir d6i vai HSV 1, HSV 11 va VZV co tinh chon la¢ cao. Enzym thymidine kinase (TK) cla t& bao binh thuéng, khong bi nhiém bénh
khang bj dnh huéng béi tac dung ctia acyclovir, do do dbc tinh d61 véi té bao vat chu cta dang vat co vi thap; tuy nhién, TK duoc ma hoa baf HSV va vzVv
chuyén acyclovir thanh acyclovir menophosphat - mét chat tuong tunuclecside, duge chuyén ddi tiép thanh diphosphat va cudi cling thanh triphosphat béi
cac enzym t€ bao. Acyclovir triphosphat can thiép vao DNA polymerase ciia virls va e ché sirsao cheép DNA cla virus lam ket thic chuai sau khi ket hap
vao DNA cua virus.

Gac dot digu tri acyclovir kéo dai hodc |3p di lap lai & nhimg ngudi bi suy giam mién dich nghiém trong co thé dan den cac ching virus co da nhay cam giam,
co the khéng dap ung véi viée digu tri bang acyclovir, Hau hét cac ching phan lap lam sang bi giam d6 nhay déu bi thiéu hut TK, tuy nhién, cac ching virus
6 TK bj thay dai hodc thay d8i DNA polymerase ciing da dugc bac cao. Surtigp xuc in vitro cua cac chiing HSV véi acyclovir cling €6 thé dén dén sy xuat

hién ciia cac ching it nhay cam hon. Mai quan hé gitra d3 nhay in vitro clia tac ching HSV phan lap va surdap ing lam sang ca acyclovir la khang ré rang.

pAC TINH DUTC DONG HOC:

Acyclovir chi duge hap thu mét phan tir ruét. Nong dé dinh trong huyét trong & trang thai én dinh (C*, ) sau khi diing ligu 200 mg cach nhau 4 gid' |a 3,1
mictogam (0,7 micregam / ml) va nbng do t6i thi€u trang huy#t twong & trang thai én dinh (T ) 12 1.8 microgam (0,4 microgam / ml). Céc muc C=__ tudng
{mg sau [iBu 400 mg va 800 mg duoc ding trong 4 gid tuong (mg la 5,3 micreMal (1,2 micregam / mi) va & microMol (1,8 microgam / ml) va mire G tuong
{mg |4 2,7 microMol (0.6 microgam / ml) ) va 4 microMal (0,3 microgam / ml).

& nguBi [on, thai gian ban thai cia acyclovir sau khi tigm tinh mach khodng 2,0 gig, Phan lan thude duge théi trirqua than dudi dang khéng déi. Ba thanh
théi qua than cia acyclovir [dn hon dang K& s0 vai do thanh thai creatinin, cho thiy ngoai bai tigt qua #ng than, loc cau than gop phan vao vige thai trirthudc
qua than. 9-carboxymethoxymethylguanine la chat chuyén hoa duy nhét cla acyclovir, va chigm khoang 10 - 15% lieu ding duge hap thu lai qua nude tidu.
Khi diing acyclovir sau khi sir dung 1 gam probenecid 1 gi¢r, thei gian ban thai va dién tich hap thu dudi duing eong theo thai gian duge kéo dai them 18%
va 40% tuong ung.

¢ ngui 16én, nong g dinh trong huyét tuong & rang thai on dinh (C*__) sau khi truyén 1 giv 2,5 mg / kg.5ma /kgva 10 mg / kg lan lugt |2 22,7 microMol
(5.1 microgam / ml), 42,6 microMol (9,8 microgam / ml) va 92 micromMal (20,7 microgam / mi). Nong d6 t8i thi€u trong huy8t tugng dtrang thai éndinh (C=_)
sau 7 gi lan lugt 12 2.2 microMol (0,5 microgam / ml}, 3,1 microMal (0,7 micragam / ml) va 10,2 microMol (2,3 micragam / ml)

O tré em trén 1 tudi ndng do C*__ va € dugc quan sat tudng turkhi dung ligu 250 mg / m? thay cho 5 mg / kg v lidu 500 mg / m* thay cho 10 ma / ka. o}
tré s sinh vA tré nho (0 dén 3 thang tudl) duoc diéu tri vai lieu 10 mg / kg duge truyén trong khoang thei gian 1 gie el sau 8 gig, €, dute tim thay |a 61,2
microMol (13,8 microgam / ml) va €= 13 10,1 microMol (2,3 microgam / ml). Thi gian ban thai ¢ nhing bénh nhan nay [a 3,8 gio. Mot nhém tré so sinh
dugc digu tri véi 15 mg / kg maoi 8 gig, cho théy sur tang nong do tuang déi, twong img vai C_ 13 835 micromolar (18,8 microgram / ml) va C__ 1214
micromelar (3,2 microgram / ml). O ngudi cao tudi, dd thanh thai tean bo ca thé giam khi tudi cang cao lién quan dén giam do thanh thai creatinin mac do
it co sur thay d8i thai gian han thai.

¢ benh nhan suy thin man, thoi gian ban théi trung binh la 195 gid. Thi gian ban thai trung binh cta acyclovir trong qué trinh tham tach mau la 5,7 gia.
Nang dé acyelovir trong huyét tuwong giam khoang 60% trong qua minh loc mau,

Nana dé dich nao tay xap ki 50% nong dé trong (mg trong huy#t trong. Surlién két véi protein huy@t tuong tuong déi thap (9 den 33%) va cac tuong tée thude
lign quan d&n su dich chuyeén vi tri gan két khong duge dy doan trude.

QUY CACH PONG GOI: Hop § vinhdm - nham x 10 vien.
DIEU KIEN BAD QUAN: Nai khd, nhigt d dugi 30°C.
HAN DUNG: 36 théng ke 1irngay gaAn wuft.

TIEU CHUAN CHAT LU'ONG CUA THUOG: DRVN.

Cu 56 san zual: . ) ) Co s¢ phan phal: -
B2\ CONGTY CO PHAN NGHIEN CUU VA SAN XUAT DUOC PHAM MERACINE ﬁ CONG TY CO PHAN DUGC PHAM TIN PHONG
meracine Duding YPB, Khu Chng Nghiép Yén Fhong, Xa Dang Phang, rnpsous  LOBE-B1 0/0k, Khu 86 Thy Cau Giay, Phutmg Dich Vang,

wbaeue  puosn Yen Phong, Tinh Bc Ninh, ViégtNem.  TTETES Quan C2u Gidy, Thanh Phs Ha Néi, Vigt Nam.




