
1. Nhan tuyp 3g 

Kem boi ngoai da 

ACYCLOVIR BY, Tuyp 3G 

: Thanh phan 
WHO - GMP Aciclovir....... 5% 

CONG TY CO PHAN pude PHAM QUANG BINH —Té dUdc ( Vaselin, Paraffin dau, Cetostearylalcol, 
$6 48, duiing How Nghi, P. Bic Ly, Tp. Béng Héi, T.Quang Binh Propylen glylcol, Natri taurytsulfat, Lutrol F127, 

Dimethicon 20, Nudc tinh khiét)...... vila du........ 39 

Liéu lugng va cach ding: Béi lén vi tri tan thudng 
cach 4 gid mot lan (5 dén 6 dn mdi ngay) trong 5 dén 

Ta dudc ( Vaselin, Paraffin déu, Cetostearylalcol, 7 "9@y, bat dau nigay ty khixuat hién tigu chung. 
Propylen glylcol, Natri laurylsulfat, Lutrol F127, Chidinh, chéng chi djnh, cdc théng tin khac: 
Dimethicon 20, Nudc tinh khiét u Xin doc t6 hudng dan su dung. 

Kem bi ngoai da 

Hop 1 tuyp 3G 

CONG TY CO PHAN DUGC PHAM QUANG BINH 
‘$5 45, cuting Hu Noh, P. Bic Ly, Tp. Ding Hoi, T.duang Binh 
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Bao quan: Noi kho rdo, tranh anh sang, nhiét dé Knéng qué 30°C Tidu chudn: DBVN 
BE XA TAM TAY TRE EM 

BOC KY HUONG DAN TRU'OC KHI DUNG 

THUOC DUNG NGOAI 
alig35069602358 

Topical cream 

Box of tube 3G ACYCLOVIR 5% 
WHO - GMP Reg.No: 

https://trungtamthuoc.com/



3. Nhan tuyp 5g 

Kem béi ngoai da 

ACYCLOVIR 5 a 
Thanh phan 

WHO - GMP Aciclovir 5% 

CONG TY CO PHAN bude PHAM QUANG BINH Ta dugc ( Vaselin, Paraffin dau, Cetostearylalcol, 

$6 46, dung Hau Nohi, P. Bac Ly, Tp. Bang Héi, T.Quang Binh Propylen glyicol, Natri lauryisulfat, Lutrol F127, 
Dimethicon 20, Nudc tinh khiét)........... Wild dU .......59 

CONG I Y 

CO PHAN 

4, Nhan hép 1 tuyp 5g 

Kem bdi ngoai da 

Hop 1 tuyp 5G ACYCLOVIR 5% 
CONG TY CO PHAN DUGc PHAM QUANG BINH 

SDK: $5.46, dudng Hu Nghi, P. Bic Ly, Tp. Ding Héi, T.Quing Binh 
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Thanh phan Liéu lugng va cach ding: Bai lén vj tri ton thudng 

Aciclovir 5% cach 4 git motlan (5 dén 6 lan méingay) trong 5 dén 

TA dude ( Vaselin, Paraffin déu, Cetostearylalcol, 7 ngay, bat dau ngay tif khi xuat hién trigu ching. 

Propylen glyicol, Natri fauryisulfat, Lutrol F127, Chidinh, chéng chidinh, cdc théng tin khac: 

Dimethicon 20, Nudc tinh khiét)......... vila 00 .......... 5g Xin doc té hudng dan su dung. 

Topical cream 

Box of tube 5G 

Reg.No: 
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Bao quan: Noi khd rao, trénh anh sang, nhiét d@ khdng qua 30°C Tiéu chuén; DON 

DE XA TAM TAY TRE EM 
BOC KY HU’ONG DAN TRU’GC KHI DUNG 

https://trungtamthuoc.com/



GMP - WHO 

Thudc kem boi da Acyclovir 5% 
1. Tén thuéc: ACYCLOVIR 5%. 
2. Cac khuyén cao dic biét: 
Thuédc nay chi ding theo sur ké don ctia bac si. 

Dé xa tim tay tré em. 
Doc ky hudng dan sir dung trudéc khi ding. 

Néu can thém thong tin xin hdi y kién bac si. 

Thong bdo cho bac si nhitng t4c dung khéng mong muén g&p phai khi str dung thuéc. 
3. Thanh phan, ham lwong ciia thuée: 
Thanh phan duoc chat: Aciclovir 5% 

Thanh phan t4 duge: Vaselin, Paraffin dau, Cetostearylalcol, Propylen glycol, Natri laurylsulfat, Lutrol F127, 
Dimethicon 20, Nudc tinh khiét. 

4. Dang bao ché: Thudéc kem béi da. 
5. Chi dinh: 

Thudc kem béi da Acyelovir 5% duge chi dinh diéu tri nhiém virus Herpes simplex mdi va sinh duc tién phat 

va tai phat. Can diéu tri cang s6m cang tot. 
6. Cach ding, liu ding: 

* Nguoi lén va tré em: BOi lén vi tri tén thuong cdch 4 gid mét lan (5 dén 6 lan mdi ngay) trong 5 dén 7 ngay, 
bat dau ngay tir khi xuat hién triéu ching. 

* Newoi cao tudi: Str dung nhw liéu ngudi 16n. 
“Sau mdi lan ding thudc, phai diy kin nap tuyp”. 

7, Ching chi dinh: 
- Nhiing ngudi bj man cam véi bat cir thanh phan nao ciia thuéc. 
- Khéng béi thuéc vao mat, trong khoang miéng va 4m dao. 

8. Canh bao va than trong khi ding thuéc: 

- Kem Acyclovir 5% chi ding dé béi ngoai da, khéng ding cho niém mac nhu: Mat, trong miéng, 4m dao. 

- Cn than trong véi ngudi suy than. 

- Can than trong déi voi bénh nhan suy giam mién dich (nhu bénh nhan nhiém HIV, ghép tuy xuong hodc 

diéu tri bénh ung thu), chi ¥ cdc mun nuéc nhé dugc hinh thanh do Herpes simplex. 

- TA duge propylene glycol cé thé gay kich img da, sung né da. 

- TA duge cetostearyl alcohol cé thé gay cdc phan img da tai ché (vi du: viém da tiép xtc). 
9. Sir dung thuéc cho phu nit mang thai va cho con bu: 

Chua cé nghién ctru cy thé nao vé viéc str dung thudéc kem aciclovir 5% b6i ngoai da cho phy nif cé thai va 

cho con bu. 

- Déi véi phy ni cé thai: Chua xac dinh duge ndng d6 aciclovir trong huyét tuong va tac dung toan than khi 

sit dung thuéc kem aciclovir 5% béi ngoai da. Tuy nhién chi nén ding aciclovir cho ngudi mang thai khi loi 

ich diéu tri hon han rdi ro 6 thé xay ra v6i bao thai. 
- Déi voi phy ni cho con bi: Nén than trong khi ding thudc kem acyclovir 5% béi ngoai da déi vi ngudi 
cho con bu. 

10. Anh hwéng cita thuéc lén kha nang Idi xe va van hanh mdy moc: 
Thuéc sir dung dure cho ngudi li xe va van hanh may méc. 

11. Twong tac, tong ky cia thuée: 
- Probenecid lam ting thdi gian ban thai va dién tich dudi duéng cong (AUC) néng dé aciclovir trong huyét 

tuong. Cac thuéc anh hudng dén chitc nang sinh ly ctia than cé thé anh huéng dén duge déng hoc ctia 
aciclovir. Tuy nhién diéu nay cé thé it lién quan dén hiéu qua dap img ciia thuéc kem aciclovir béi ngoai da. 

- Khéng cé tuong tac thudc khi str dung déng thoi thuéc kem acyclovir 5% béi ngoai da véi cdc thudéc khac. 
12. Tac dung khong mong muon cia thuée: 

* Trén da va cdc réi loan mé dwéi da: 

Thuong gap, ADR > 1/100: Khé da hoac bong da. 

it gap, 1/1000< ADR <1/100: Ngtta da. 
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Hiém gdp, 1/10.000< ADR <1/1000: Ban dé, viém da tiép xtc. 

* Rdi loan hé thong mién dich: 
Rat hiém gap, ADR < 1/10.000: CAc phan img qua man nhu phi mach, sau khi béi kem acyclovir 5% c6 thé 

nong rat hodc nhdi 6 vi tri boi kem. 

13. Qua liéu va cach xi tri: 

* Oud liéu: Chua thay bao cdo vé trudng hop qua liéu do str dung thudc kem acyclovir 5% b6i ngoai da. 
* Nir tri: Néu trudng hgp qua lidu xay ra, dé nghi bénh nhan dén ngay co soy té gn nhat dé nhan vién y té cd 

phuong phap xt ly. 

14. Dac tinh dugce luc hoc: 

- Nhém dugc lj: Thuéc chong virus; Ma ATC: DO6B B03; JOSA B01; SOIA DO3. 
Aciclovir 14 mét chat tuong ty nucleosid (acycloguanosin), cé tac dung chon loc trén té bao nhiém virus 
Herpes. Dé cé tac dung aciclovir phai duge phosphoryl héa thanh dang cé hoat tinh Ia aciclovir triphosphat. 6 

chang dau, aciclovir duge chuyén thanh aciclovir monophosphat nhé enzym cua virus 14 thymidinkinase, sau 

d6 chuyén tiép thanh aciclovir diphosphat va triphosphat boi mét sé enzym khdc ctia té bao. Aciclovir 

triphosphat tre ché tong hop DNA cia virus va sy nhan Ién ciia virus ma kh6ng anh hudng gi dén chuyén hoa 

cia té bao binh thudng. 

TAc dung cua aciclovir manh nhat trén virus Herpes simplex typ 1 (HSV - 1) va kém hon 6 virus Herpes 

simplex typ 2 (HSV - 2), virus Varicella zoster (VZV), tac dung yéu nhat trén Cytomegalovirus (CMV). Trén 
lam sang khéng thay acilovir c6é hiéu qua trén ngudi bénh nhiém CMV. Tac dung chéng virus Epstein Barr 

van con chua ro. Trong qué trinh diéu trj da xudt hién mét sé ching khang thudc va virus Herpes simplex tiém 
dn trong cdc hach khéng bi tiéu diét. 

15. Dic tinh duge d6ng hoc: 

Aciclovir tham thau qua da, 6 trang thai 6n dinh, ndng 46 aciclovir trong mé cao hon néng dé tdi thiéu tre ché 
virus Herpes simplex (MIC). 

Chua cé nghién ctru nao nghién ctru néng dé aciclovir trong huyét tuong khi bdi thuéc kem aciclovir. Do d6, 

cac dit ligu sau day duoc dya trén dit ligu thuéc udng va thudc tiém aciclovir. 
Aciclovir lién két véi protein tuong thép (9 - 33%). Thé tich phan bé 6 trang thai én dinh cua ngudi lén 

khoang 0,7 lit/kg. 2 chat chuyén hoa cé thé dugc xac dinh trong nude tiéu cla bénh nhan cd chute. fang than 

binh thudng la 9-carboxymethoxymethylguanine va 8-hydroxy-9 (2-hydroxyethoxymethyl) guanine, “iclovir 

chi iyeu dao nm ae than. AN 

sinh hoc cia aciclovir trong da. Nong d6 ctia aciclovir trong da xuat hién khi str dung ca acicloviridaig va 

aciclovir dang uéng theo thir ty nhu sau: Lop sing > Ip biéu bi > lép ha bi va nong | d@ trung bi: trén 

biéu bi (khi béi kem aciclovir 5%) l6n hon 48 lan so véi aciclovir khi ding thuédc uéng. Tuy ong d6 

thudc trong Iép biéu bi (noi nhiém virus Herpes simplex) thép hon 2 - 3 lan so véi aciclovir ding liéu uéng. 
16. Quy cach déng géi: Hép 01 tuyp 3g; Hdp 01 tuyp 5g. 

17. Diéu kién bdo quan, han ding va tiéu chudn chat lwgng cia thuéce: 
* Diéu kién bdo quan: Dé noi khé rao, tranh anh sang, nhiét dé khong qua 30°C. 

* Han ding: 36 thang ké tir ngay san xuat. 

* Tiéu chudn chit lugng ciia thuoc: DDVN. 

18. Tén, dja chi cia co’ s@ san xuat: 

Cong ty CP Dug phim Quang Binh 

S6 46, Dudng Hitu Nghi, P. Bac ly, TP. Dong H6i, Quang Binh. 
202 ee 2 nam 
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PHO TONG GIAM DOC 

DS Aguyén Shi Mai 
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