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Tuyp 59

LAC OVI R Acyclovir 5%

Kem béi ngoai da

TR weio-cme

THANH PHAN M&igam kem chira:

Acycloy 50mg

COMPOSITION: Eachgram ofice cream contains:
ir: 50mg

INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
ADMINISTRATION:

CHIDINH CNONG CHI BINH, LIEU DUNG,
ACH DI

STORAGE:
Store in dry places, below 30°C, protect from light

SBK (Reg. No):

SPECIFCATION:
Manufacturer

CONG TY CO PHAN HOADU'Q'C VIET NAM
Dia chivan phong: 273 Tay Son, Déng Da, Ha

&

Dia chinha may san xuét: 192 Birc Giang, Long Bién, Ha Noi.

g bén trong hop

BAO QUAN:
Noi kho, nhiét do dusi 30°C, tranh anh séng

CONG TY
cO PHAN
HOA DUOC

TIEU CHUAN: TCCS

Noi.

COMPOSITION: Each gram of ice cream contains:
Acyclovir:

INDICATIONS, CONTRAJNDICATIONS DOSAGE, ADMINISTRATION:

50mg

Please render to enclosed package insert
STORAGE:
Store in dry places, below 30°C, protect from light

SPECIFCATION:
Manufacturer

Hép x 1 tuyp 59

Kem béingoai da

LACOVIR

Acyclovir 5%

THANH PHAN: M3i gam kem chira:
Acyclovir:

CHIBINH, CHONG CHIBINH, LIEU DUNG, CACH DUNG:
Xem huong dan st dung bén trong hop

BAO QUAN: .
Nai kho, nhiét d6 duéi 30°C, trénh énh sang

TIEU CHUAN: TCCS

WHO-GMP

dINOIV I

%G Jinojokoy

DE XA TAM TAY TRE EM BOC KY
Keep out of reach of children Read the

HUONG DAN SU' DUNG TRUGC KHI DUNG
package insert carefully before use.

Nha san xudt:

CONG TY CO PHAN HOADU'Q'C VIET NAM

S6 192 Phé Birc Giang, Phuong Thugng Thanh,
Quan Long Bién, TP. Ha Noi

Box of 1 tube 5g

DK (Reg.No):
5616 SX (Lot.No):
Ngay SX (Mfg.Date):

i

HD (Exp.Date):

pical crea

LACOVIR

Acyclovir 5%
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HUONG DAN SU DUNG
1. Tén thude: LACOVIR
2. Cac diu hiéu hru ¥ va khuyén c4o khi diung thude:
Pé xa tam tay tré em
Poc ky hwéng dan sir dung trude khi dimg.
Khéng ding qud liéu chi dinh

Khéng nén uéng

3. Thanh phén céng thirc thude: cong thic cho tuyp 5¢g

Dugc chat: Acyclovir 250 mg
Ta duoc goém: Vira du 5,0g
Alcol cetylic

Propylen glycol, Alcol stearyl,Vaselin
Glycerin, Natri laurylsulfat, Nipagin,
Nipasol, Ethanol 90%, Nudc tinh khiét
4. Dang bao ché ciia thudc: kem bdi ngoai da
5. Chi dinh:
- Piéu tri nhiém vi rat Herpes Simplex ¢ moi va mat (Herpes labialis). San pham nay khong
duogc khuyén khich sir dung cho bénh nhan suy giam mién dich.
- Khoéng st dung trong mit.
6. Li¢u dung, cach dung: Theo chi dan cua bac s¥, dugc s§ hoic theo liéu sau:
B6i mot 16p kem mong 1én vi tri ton thuong cach 4 gid mot 1an
(5 dén 6 1an mdi ngay) trong 5 dén 7 ngay, bt dau ngay tir khi xuét hién triéu ching.

Bénh nhan nén rura tay trudc va sau khi thoa kem, va tranh sy co xat khong can thiét cua ton
thwong hodc cham viao chiing bang khin, dé tranh 1am ning thém hogc chuyén nhiém tring.
6. Chong chi dinh:
- Mén cam v&i cac thanh phan cta thude.
7. Canh b4o va than trong khi ding thudc:
- O nhitng bénh nhén suy giam mién dich nang (vi du: bénh nhan AIDS hoic ngudi duoc ghép
tay xuwong), nén dung thudc & dang. Nhitng bénh nhan nhu viy nén duoc khuyén khich tham
khao ¥ kién bac si vé viéc diéu tri nhiém trung.
- Nhitng nguoi bi vét loét lanh phai tranh truyén virut dic biét 1a khi c6 ton thuong hoat dong.
- Khong dugc boi kem vao mang nhﬁy (vi du: trong khoang miéng, mit hodc &m dao), co thé xay
ra kich ing cuc bg. Phai dac biét can than dé tranh tiép xUic voi mét.
Propylen glycol ta duoc c6 thé gay kich img da.
Alcol cetylic ta duoc ¢ thé gay ra phan tmg da cuc bd (vi du: viém da tiép xtic)
8. Str dung thudc cho phu nir c6 thai va cho con bu:
- Phu nir co thai:
Chi nén dung acyclovir cho ngudi mang thai khi loi ich diéu tri hon han rui ro c6 thé xay ra véi
bao thai.
-Thoi ky cho con bu
Acyclovir dugc bai tiét qua sira me khi ding dudng udng, tuy nhién chua co ghi nhan vé tac
dung c6 hai cho tré bu me khi nguodi me dang ding aciclovir. Nén than trong khi ding thude ddi
v&i nguoi cho con bu

9. Anh hwéng cia thuoc doi véi cong viée (nguwoi van hanh may moc, dang lii tau xe va cac
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trwong hgp khac): chua c6 nghién ctru

10. Twong tac, twong Ky thudc:

- Probenecid 1am ting nira doi trong huyét twong va AUC ciia acyclovir, lam giam thai trir qua
nudc tiéu va do thanh thai cua acyclovir

-Dung dong thoi zidovudin va acyclovir ¢ thé gdy trang thai ngi lim

va lo mo. Can theo ddi sat nguoi bénh khi phéi hop. Interferon lam ting tac dung chdng virus
HSV-1 in vitro ctia acyclovir. Tuy nhién twong tac trén 1am sang van chua rd.

Amphotericin B va ketoconazol 1am tang hiéu luc chéng virus cua acyclovir.

- Dung acyclovir tiém phai than trong v6i ngudi bénh di dung methotrexat vao dng tiy song

11. Tac dung khéng mong mudn:

Céc tac dung khong mong mubn sau day da dugc béo cdo trong qué trinh diéu tri

He¢ co quan Rat pho Pho bien Khong pho biéen Hiem Rat hiem | Khong thé
bién (=1/100 - (=1/1000 - (=1/10000 - <1/ udc tinh N
>1/10 <1/10) <1/100) <1/1000) 10.000) AN
ROi loan hé D6t chay tam thoi | « Viém da Phan tng
théng  mién hodc cham chich | + Viém da tiép | qua mén
dich: sau khi su dung | xGc sau khi ap | ngay lap
kem aciclovir dung. Khi cac | tic bao

* Lam kh6 nhe | thr nghiém 4o g@)m phu
hodc bong tréc da | nhay da dugc | mach va
tién hanh, cac ndi mé
chit phan ung | day
¢6 thuong dugc | Roi loan
chung minh la | da va mo
thanh phan cua | dudida
kem chir khong
phai 1a thanh
phin hoat chit
(aciclovir)

- Céac ADR thuong hiém xay ra va nhe, tu hét. Néu céc triéu chung phai ngung thudc ngay.
Dién bién thuong tot sau khi ngirng thudc, it khi phai tham phan mau

“Théng bdo ngay cho bdc si hodc dwoc sy biét nhitng tic dung khéng mong mudn khi sic dung

thuéc”

12. Qua liéu va cach xir ly:

-Qua lidu khong thé xay ra, néu kem dugc dung boi tai chd theo chi dinh

13. Dic tinh dwge lue hoc:

- Nhém dwoe 1y: Thude chéng virus

- Ma ATC: D06BB03, JOSABO1, SO1ADO03

- Acyclovir (acycloguanosin) 1a mot purin nucleosid tong hop, co tic dung chéng virus Herpes
simplex va Varicella zoster. Dé c¢6 tac dung, aciclovir phai duoc phosphoryl héa thanh dang c6
hoat tinh 14 aciclovir triphosphat. Dau tién, aciclovir dugc chuyén thanh aciclovir monophosphat
nho enzym ciia virus 13 thymidin kinase, sau d6 chuyén tiép thanh aciclovir diphosphat nho
enzym cua té bao 1a guanylat kinase va cudi cting thanh aciclovir triphosphat

bdi mot s6 enzym khéc cia té bao (nhu phosphoglycerat kinase,

pyruvat kinase, phospho-enolpyruvat carboxykinase). Aciclovir triphosphat trc ché su tong hop
ADN va sy nhan [én cua virus bang cach e ché enzym ADN polymerase ciing nhu su gin két
vao ADN cuia virus, ma khong anh huéng gi dén chuyén hoa cta té bao binh thuong. Trong té
bao khéng nhiém virus Herpes, in vitro, aciclovir chi duoc cac enzym té bao (vét chir)
phosphoryl hoa véi lugng téi thiéu. Aciclovir ciing duogc chuyén dbi thanh aciclovir triphosphat
bang mdt sé co ché khac vi thude c6 tac dung ddi v6i mot sd virus khong co thymidin kinase (thi

2



https://trungtamthuoc.com/

du virus Epstein-Barr, Cytomegalovirus). Cac nghién ctru in vitro cho thay aciclovir triphosphat
duoc san xut ra & nong do thap thong qua cac enzym phosphoryl hoa chua dugc xac dinh cua té
bao bi nhiém EpsteinBarr va Cytomegalovirus.

Hoat tinh khéng virus Epstein-Barr ctia acyclovir ¢6 thé do AND polymerase ciia virus ting nhay
cam bi trc ché véi ndng do thip cua aciclovir triphosphat (dugc tao ra do enzym té bao
phosphoryl hoa). Hoat tinh khang Cytomegalovirus & ngudi c6 thé do trc ché téng hop
polypeptid dic hiéu cua virus; e ché nay doi hoi ndng do cao aciclovir hodc aciclovir
triphosphat in vitro.

Co ché tac dung chdng lai cac virus nhay cam khac nhu EpsteinBarr va Cytomegalovirus van
chua dugc rd, can nghién ctru thém.

Tac dung cua aciclovir manh nhit trén virus Herpes simplex typ 1 (HSV-1) va kém hon & virus
Herpes simplex typ 2 (HSV-2), virus Varicella zoster (VZV), tac dung yéu nhét trén Epstein Barr
va Cytomegalovirus (CMV). Aciclovir khong c6 tac dung chdng lai cac virus tiém an, nhung c6
mdt vai bang chimg cho thay thudc trc ché virus Herpes simplex tiém an & giai doan dau tai hoat
dong. Khang thudc: In vitro va in vivo, virus Herpes simplex khang aciclovir ting 1én, do xudt
hién thé dot bién thiéu hut thymidin kinase cua virus, 1a enzym can thiét dé aciclovir chuyén
thanh dang c6 hoat tinh. Ciing ¢ co ché khang thudc khac 1a do sy thay doi dic tinh cua
thymidin kinase hay giam nhay cam véi ADN polymerase cta virus. Khang aciclovir do thiéu
hut thymidin kinase c6 thé gy khang chéo vdi cac thude khang virus khac ciing duoc

phosphoryl héa bdi enzym nay, nhu brivudin, idoxuridin va ganciclovir. /// S
Virus khang thudc trg thanh mot van dé doi v6i ngudi bénh suy giam mién dich. Dic biét nguoi 7/ ~/ CON

bénh AIDS hay bi nhiém virus Herpes simplex khang acyclovir & da, niém mac.

14. Cac dac tinh dwgc dong hoc:

-Hdp thu va nong dé trong huyét twong:

Acyclovir thim nhap vao da. Nong do ndng do ndi bao cao hon ndng dd trc ché tdi thiéu (MIC)
trong mé & trang thai 6n dinh.

Sau khi str dung aciclovir tai chd, khong xac dinh dugc ndng d6 aciclovir trong huyét tuong.

Vi ndng d aciclovir trong huyét trong sau khi boi tai chd dudi gioi han phat hién, khong c6
nghién ctru dugc dong hoc nao co6 san trén aciclovir tai chd. Do d6, dir liéu sau duoc dua trén dir
liéu sau khi uéng hoac tiém tinh mach

Lién két voi protein huyét twong duge bao cdo nam trong khoang tir 9 dén 33% dudi dang ham.
Khdi lugng phan phdi ¢ trang thai 6n dinh ¢ nguoi 16n 14 50 £8,7 1/ 1,73 m2, hodc 0,7 1 / kg.
Hai chét chuyén héa c6 thé dugc xac dinh trong nudc tiéu cua bénh nhan c6 chuc nang than binh
thudng sau khi dung liéu duy nhat 14C-aciclovir: 9- carboxymethoxymethylguanine (2-4% liéu
dung) va 8- hydroxy-9- (2-hydroxyethoxymethyl) guanine (< 0,2% liéu dung). Déi tugng co
chirc nang than binh thudng loai bo 62-91% liéu aciclovir khong thay ddi va 9-14% dudi dang 9-
carboxymethoxymethyl guanine qua than.

-Thai trie: Acyclovir duge dao thai chu yéu qua than, chu yéu bﬁng loc cau than va & mirc do
thap hon do bai tiét & ong.

- Nghién ctru in vitro va in vivo vé kem aciclovir va thuéc mé aciclovir so véi aciclovir da dugc
thuc hién dé xé4c dinh kha dung sinh hoc cua aciclovir trén da ngudi. Cac nghién ctru in vitro da
str dung sinh thiét da nguoi, trong khi cac xét nghiém sinh hoc str dung phwong phéap ghép da
nguoi trén chudt hodac duogc thuc hién o mét nguoi (3 bénh nhan). o dbc néng do thudce dudi da
sau day noi 1én ddi véi ca aciclovir tai chd va duong udng: stratum corneum> biéu bi> ha bi.

Khong c6 su khac biét vé nong do gitra kem va thudc ma.
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Céc 16p trén cta 16p biéu bi trung binh cho thdy nong d6 cao hon 48 lan sau khi bdi thuéc m&
aciclovir hoic kem 5% so v&i sau khi uéng, nhung nong do thudc trong 16p biéu bi co ban - vi tri
nhiém virus herpes - 13 2 dén 3 1an thip hon sau khi 4p dung tai chd so v&i sau khi ding thude.
Trén co sé hap thu lién tyc, ndng do ting theo ham thoi gian (ndng d6 thudc cao hon duge tim
thdy 48 gio sau lidu ding tai chd so véi 24 gio sau liéu dung tai chd). Do d6, khoang thoi gian
ding thudc ngan xuat hién hop 1y dé diéu tri tai chd nhidm trang herpes simplex (HSV).
15. Quy cach dong géi:
- Ché pham dugc dong vao tuyp nhom, tuyp 5g, hop ltuyp, kém hudng dan st dung.
16. Piéu kién bio quan va han ding ciia thudc, tiéu chuin chét lwong cia thudc:

* Pigu kién bdo qudn: Bao quan noi kho rao, tranh anh sang, nhiét do dudi 30°C.

* Han ding: 24 thang ké tir ngay san xuat

* Tiéu chudn chét lwong: Tiéu chuan co s¢
17. Tén, dia chi co sé sin xuit:

. . CONG TY CO PHAN HOA DUQC VIET NAM
bia chi van phong: 273 Tay Son, Bong Pa, Ha Noi.

Dia chi nha may san xuat: 192 Puc Giang, Long Bién, Ha Noi.
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