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DA PHE DUYRT ACYCLOVIR 5%
Lan ddu:.92./0%../.204% 1. Hop 1 tuyp 3g

Thanh phén: Liéu hegng va céch ding: Bai 1én vi i 16n throng
Aciclovr. 0,159 céch 4 gy mot ién (5 aén 6 14n méi ngdy ) trong 5 dén 7
Té durge (Vaselin, Paraffin ddu, Cetostearylalcol, ngéy, bat u ngay ir khi xult hidn riéu chimg.
Propylen glylcol, Natri laurylsulfat, Lutrol F127, Chidjnh, chéng chi djnh, cic théng tin khic:
Dimethicon 20, Nurde tinh khiét)..... vira dl.....3 g Xin doc trong £ hurdng déin sirdung.

Rx Thubc bén theo don Kem béi ngoai da

ACYCLOVIR 5% [
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Bdo quan: Nai kh réo, trénh 4nh séng, nhiét 60
khong qué 30°C.
BE XA TAM TAY TRE EM R
POC KY HUONG DAN TRU'GC KHI DUNG S61 gau;.-u _
[ THUGC DUNG NGOA | Dlewd:

Rx Prescription drug Topical cream

ACYCLOVIR 5%
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3. Nhan hép 1 tuyp 5g

Thanh phén: Liéu va céch ding: Bai lén vi tf t6n
025 hrgng dung: Vi thuang

mot 14 (5 dén 6 kn mdi ngay ) trang 5 dén 7
T4 duroc (Vaselin, Paraffin déu, Cetostearylaicol, ngay, bt 4u ngay tir khi xut hign riéu chimg,
Propylen glylcol, Natrl lauryisulfat, Lutrol F127, Chi dinh, chéng chi dinh, cic théng tin khac:
Dimethicon 20, Nudc tinh khist)..... vira @0....5g Xin doc trong 13 hurdng déin sit dyng.

Rx Thube ban theo don Kem béi ngoai da

ACYCLOVIR 5% T

cONG TY ¢8 PHAN DUGC PHAM QUANG BINH
48 duting HOu Ngh| - P. B¢ Ly - Tp. Béing Hal - Quédng Binh

Bdo quén: Noi khd rdo, tranh 4nh séng, nhiét o ﬂ‘"“llll"'
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Rx Prescription drug Topical cream C
ACYCLOVIR 5% )
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Rx Thuée bén theo don Kem bl ngoai da
ACYCLOVIR 5% —=
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Thanh phén:
Aciclovir.... o
CONG TY ¢ PHAN DUGC PHAM QUANG BINH Té duge {leln Parafﬁrt déu, Celnslaarylalcol
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Ry. On prescription drug/ Thudc bén theo don. GMP - WHO

Thubdc kem boi da Acyclovir 5%
I. Hréng dan sir dung cho ngudi bénh:

1. Tén thube: ACYCLOVIR 5%.
2. Cic khuyén cio dic biét:

Thube nay chi dung theo sy ké don ctia bac si.

Dé xa tim tay tré em.

Poc ky huéng dan sir dung trude khi ding.

Néu cin thém thong tin xin hoi y kién béc si.

Théng bdo cho béc st nhimg téc dung khéng mong mudn gap phai khi sir dung thudc.
3. Thanh phan, ham lwgng ciia thude:

Tinh cho mjt tuyp 3 g Tinh cho mjt tuyp 5 g
ABICIOVIE: v smsmammmamen 0,15¢ ACICIOVIT . covviiiiviiriirinesrsreeressseeeesenns 025g
T4 duoc (Vaselin, Paraffin dau, Ta dugce (Vaselin, Paraffin dau,

Cetostearylalcol, Propylen glylcol, Natri | Cetostearylalcol, Propylen glylcol, Natri
laurylsulfat, Lutrol F127, Dimethicon laurylsulfat, Lutrol F127, Dimethicon 20,
20, Nude tinh khiét)........ vira du......3 g | Nudc tinh khiét)........ viradu.....5 g

4. M6 ta san phim: Thudc kem bdi ngoai da. \
5. Quy cich dong goi:
Hop 01 tuyp 3g: Hop 01 tuyp Sg.
6. Thubc duang cho bénh gi:
Thuébc kem bdi da Acyelovir 5% dugc chi dinh diéu tri nhiém virus Herpes simplex moi va(sinh duc tién phat
va téi phat. Can diéu trj cang sém cang tot.
7. Nén ding thube nay nhw thé nao va li¢u lwgng:
* Ngwdi lén va tré em: Boi 1€n vj tri tén thuong céch 4 gi> mét lan (5 dén 6 1dn mdi ngay) trong 5 dén 7 ngay,
bt dAu ngay tir khi xuat hién triéu chimg.
* Nguoi cao tudi: Sir dung nhur lidu ngudi 16n.
“Sau moi lan ding thube, phai ddy kin mi'p tuyp”.
8. Khi nao khong nén ding thude:
- Nhirng ngudi bi min cam voi bt cr thanh phan nao cua thudc.
- Khéng béi thude vao mit, trong khoang miéng va am dao.
9, Tac dung khéng mong mubn:
* Trén da va cdc réi loan mé dudi da:
Thuong gap, ADR > 1/100: Khé da hodc bong da.
It gap, 1/1000< ADR <1/100: Ngira da.
Hiém gap, 1/10.000< ADR <1/1000: Ban do, viém da tiép xc.

* Réi logn hé thong mién dich:

Rét hiém gap, ADR < 1/10.000: Céc phan (mg qua man nhu phi mach, sau khi boi kem aciclovir 5% c6 thé
néng rat hodc nhéi & vi tri boi kem.

10. Nén trinh ding nhirng thuéc va thyc phim gi khi dang sir dung thude nay:

- Probenecid 1am ting thdi gian béan thai va dién tich dudi dudng cong (AUC) ndng do aciclovir trong huyét
tuong. Céc thudc anh huéng dén chirc nang sinh 1y cia thin c6 thé anh huéng dén dugc dong hoc cla
aciclovir. Tuy nhién diéu nay c6 thé it lién quan dén hiu qua dép (mg cuia thubc kem aciclovir boi ngoai da.

- Khéng c6 tuong tac thude khi sir dung ddng thori thube kem aciclovir 5% béi ngoai da véi cac thude khac.

11. Cén 1am gi khi mdt lin quén thude:
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Néu bénh nhan quén dung thuc, phai ding thudc lai ngay khi nhé ra. Néu nho ra khi gan 1dn ding thude tiép
theo thi bo qua va tuan thii lich ding thuc théng thudng. Khong tang liéu ding gp doi.
12. Cén bao quin thudc nay nhw thé nao:
Pé noi khé rdo, tranh 4nh sang, nhiét do khong quéa 30°C.
13. Nhirng dfiu hiéu va tri¢u chirng khi diing thude qua liéu:
Chura thdy béo céo vé trudong hop qua lidu do sir dung thudc kem aciclovir 5% béi ngoai da.
14. Cin lam gi khi ding thude qua liéu khuyén cdo:
Néu truong hop qué lidu xdy ra, d& nghj bénh nhan dén ngay co s y té gin nhat dé nhan vién y té c6 phuong
phap xr ly.
15. Nhitng diéu cin thin trong khi diing thube nay:
- Kem Acyclovir 5% chi ding dé boi ngoai da, khong diing cho niém mac nhu: Mit, trong miéng, am dao.
- Can thén trong v&i ngudi suy thén.
- Céin than trong d6i v6i bénh nhan suy gidm mién dich (nhu bénh nhan nhiém HIV, ghép tuy xuong hodc
diéu trj bénh ung thu), chti y cdc mun nude nho duge hinh thanh do Herpes simplex.
- T4 duge propylene glycol c6 thé gay kich img da, sung né da.
- T4 duge cetostearyl alcohol c6 thé gy céc phan tmg da tai cho (vi du: viém da tiép xac).
* Poi vdi phu nix mang thai va cho con bii:
Chua c6 nghién ciru cu thé ndo vé viéc sir dung thube kem aciclovir 5% boi ngoai da cho phu nir c6 thai va
cho con bu.
- Péi véi phu nir ¢6 thai: Chua xéc dinh dugc ndng do aciclovir trong huyét tuong va tac dung toan than khi
sir dung thudc kem aciclovir 5% béi ngoai da. Tuy nhién chi nén dung aciclovir cho ngudi mang thai khi loi
ich diéu tri hon han rai ro ¢6 thé xay ra vdi bao thai.
- i véi phu nir cho con bui: Nén than trong khi dung thube kem aciclovir 5% boi ngoai da ¢6i véi ngudi cho
con bu.
* Pdi véi ngwai ldi xe va van hanh mdy méc:
Thuédc str dung dugc cho nguoi 1i xe va van hanh may moc.
16. Khi nao cin tham vén béc sy, duge si:
Khi ¢6 nhimg biéu hién cta tac dung khong mudn hay can biét thém thong tin, xin hoi ¥ kién b#c st hodc duge si.
17. Han diing ciia thuc khi chua m& nip tuyp: 36 théng ké tir ngay san Xuat.
18. Tén, dia chi, biéu tuwgng ciia co s&' sian xuit:

QUAPHARCO,

Céong ty CP Dwge pham Quing Binh
46 Pudng Hiru Nghi - Phuong Bic 1y - TP. Déng Héi - Tinh Quang Binh.
19. Ngay xem xét sira dbi, cip nhit to thong tin cho bénh nhian: 21/10/2016.
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I1. Huéng dén sir dung cho cin b y té:

1. Duge lwe hoe:

Aciclovir 12 mét chat tuong tu nucleosid (acycloguanosin), cé tic dung chon lgc trén té bao nhiém virus
Herpes. Pé ¢6 tac dung aciclovir phai dugc phosphoryl héa thanh dang c6 hoat tinh 1a aciclovir triphosphat. (6}
ching déu, amclowr dugc chuyén thanh aciclovir monophosphat nho enzym cua virus la thymidinkinase, sau
d6 chuyén tiép thanh aciclovir dlphosphat va triphosphat boi mét sé enzym khac cua té bao Aciclovir
triphosphat trc ché tbng hop DNA ciia virus va sy nhan Ién ctia virus ma khéng dnh huong gi dén chuyén hoa
cua té bao binh thuong.

Téac dung cua aciclovir manh nhét trén virus Herpes simplex typ I (HSV - 1) va kém hon ¢ virus Herpes
simplex typ 2 (HSV 2), virus Varicella zoster (VZV), tac dung yéu nhit trén C ytomegalovirus (CMV). Trén
1am sang khong thdy acilovir ¢6 higu qua trén ngudi bénh nhlem CMV. Téc dung chong virus Epstein Barr
van con chua rd. Trong qué trinh diéu tri da xuat hién mét sb ching khang thubc va virus Herpes simplex tiém
an trong cac hach khong bi tiéu diét. 0

2. Dwge dong hoc:

Aciclovir thim thiu qua da, & trang thai 6n dinh, ndng d6 aciclovir trong md cao hon ndng dg i
virus Herpes simplex (MIC).

Chua c¢6 nghién ctru ndo nghién cru nng do a{:lclowr trong huyét tuong khi boi thudc kem aciclovir. Do dé,
céc dir ligu sau day dugc dya trén dir ligu thude udng va thube tiém aCIclowr

Aciclovir lién két véi proteln fuong thap (9 - 33%). Thé tich phin b & trang thdi 6n dinh cua ngudi 16n
khoang 0,7 lit’kg. 2 chit chuyén hoa ¢6 thé dugc xéc dinh trong nudce tiéu ctia bénh nhan c6 chiic nang thén
binh thudng Ia 9-carboxymethoxymethylguanine va 8-hydroxy-9 (2-hydroxyethoxymethyl) guanine, aciclovir
chi yéu dao thai qua théan.

P c6 nghién clru Invitro va Invivo cua aciclovir thuée kem so VO’I aciclovir thubc ubng dé x4c dinh kha dung
sinh hoc cua ac1clov1r trong da. Nong do cua aciclovir trong da xuét hién khi sir dung ca aciclovir dang kem va
aclclowr dang udng theo thir ty nhu sau: Lép sung > lép biéu bi > 16p ha bi va nong do trung binh & 16p trén
biéu bi (khi boi kem aciclovir 5%) 16n hon 48 1an so véi aciclovir khi duing thudc udng. Tuy nhién nong do
thudc trong lérp bidu bi (noi nhiém virus Herpes simplex) thép hon 2 - 3 1dn so véi aciclovir ding lidu ubng.

3. Chi dinh, liéu diing - cich ding, chong chi dinh:
3.1. Chi dinh:
Thubc kem bodi da Acyclovir 5% dugce chi dinh diéu tri nhidm virus Herpes simplex méi va sinh duc tién phat
va tai phat. Can diéu trj cang sém cang tot.
3.2. Liéu dung - cich ding:
* Ngwdi lon va tré em: B6i 1én vi tri ton thuong céch 4 gio mét lan (5 dén 6 1dn m&i ngay) trong 5 dén 7 ngay,
bét dAu ngay tir khi xuét hién triéu chimg.
* Nguwoi cao tudi: St dung nhur liéu ngudi 16m.
“Sau mébi ldn ding thubc, phai ddy kin ndp tuyp”.
3.3. Chong chi dinh:
- Nhitng ngudsi bi mén cam v6i bét cir thanh phan nao ctia thudc.
- Khong boi thude vao mét, trong khoang miéng va am dao.
4. Céc truong hop than trong khi dt‘mg thube:
- Kem Acyclovir 5% chi ding dé bbi ngoai da, khong dung cho niém mac nhur: Mit, trong miéng, am dao.
- Cén thén trong véi ngudi suy thén.
- Cin than trong d8i v6i bénh nhén suy giam mién dich (nhu bénh nhan nhiém HIV, ghép tuy xuong hodc
diéu trj bénh ung thur), chi y céc mun nude nho dugce hinh thanh do Herpes simplex.
- T4 dugc propylene glycol c6 thé gay kich (mg da, sung né da.
- T4 dugc cetostearyl alcohol c6 thé gy cdc phan (ng da tai chd (vi dy: viém da tiép xic).
* Péi vdi phu nit mang thai va cho con bii:
Chua c6 nghién ctru cy thé nao vé viéc str dung thude kem aciclovir 5% b6i ngodi da cho phu nit c6 thai va
cho con bu.

- Péi véi phu nit ¢6 thai: Chua xac dinh dugc ndng do aciclovir trong huyét twong va tac dung toan than khi

sir dung thudc kem aciclovir 5% boi ngoai da. Tuy nhién chi nén dung aciclovir cho nguoi mang thai khi lgi

ich didu tri hon han rui ro c6 thé xay ra véi bao thai.
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- D6i véi phu nir cho con ba: Nén than trong khi diing thu6e kem aciclovir 5% béi ngoai da dbi v&i ngudi cho
con bu.
* Doi vdi nguwoi ldi xe va van hanh mdy mdc:
Thube str dung dugce cho ngudi 14i xe va van hanh may méc.
5. Twong tic ciia thude voi cace thude khice va cic loai twong tac khac:

- Probenecid 1am tang thoi gian bén théi va dién tich dudi dudng cong (AUC) ndng do aciclovir trong huyét
trong. Céac thubc anh huéng dén chic nang sinh Iy cua than c6 thé anh hudng dén dugc dong hoc cia
aciclovir. Tuy nhién diéu nay c6 thé it lién quan dén hiéu qua dap (g ctia thuc kem aciclovir béi ngoai da.

- Khéng c6 tuong tac thube khi sir dung ddng thoi thuée kem aciclovir 5% béi ngoai da véi céc thude khac.

6. Tac dung khong mong mudn:
* Trén da va cdc roi logn mé dwdi da:
Thuong gap, ADR > 1/100: Kho da hodc bong da.
It gap, 1/1000< ADR < 1/100: Ngira da.
Hiém gap, 1/10.000< ADR <1/1000: Ban do, viém da tiép xtc.
* Roi logn h¢ thong mién dich: i
Rat hiém gap, ADR < 1/10.000: Céc phan (mg qua man nhu phii mach, sau khi béi kem #Ciclovir 5% ¢6 thé
noéng rat hodc nhoi & vi tri boi kem.
7. Qua liéu va cach xir tri:

* Qud lidu:
Chua thdy béo cdo vé trudng hop qué liéu do sir dung thube kem aciclovir 5% boi ngoai da.
* Xae tri:

Néu trudmg hop qua lidu xdy ra, d& nghi bénh nhan dén ngay co s& y té gin nhét dé nhan vién y té c6 phuong
phap xtr ly.
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