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TO HUONG DAN SU DUNG THUOC

1. TEN THUOC: ACYCLOVIR TP

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Pé xa tam tay tré em
Doc k§ huéng dan sir dung trude khi ding,
Thude ding ngoai
3. THANH PHAN CONG THU'C THUOC:
Thanh phan:
Mbi 1 g kem chira:
Thénh phan dirge chdt:
ROV s mesvis s e TR B 91 SRS AR ARSI o ommmermanssresnsmemmrsmemeanacnsmmesmond V) (W19HF)
Thanh phan ta f,fzrm:
Déu parafin, cetyl alcol, cetyl stearyl alcol, sorbitan monooleat, polysorbat 80, propylen glycol, natri
edetat, methyl paraben, propy! paraben, nudc tinh khidt..............covvuuveeerieeiiienieeeeen, vira di 1g

4. DANG BAO CHE: Thudc kem
M@ ta dang bao ché: Kem mau tréng siia, ddng nht, khong mii, khéng chay long & 37°C, tham vao da
khi béi.

T T TR TRTET

5. CHI DINI:

Diéu tri nhiém virus Herpes simplex & da bao gdm Herpes moi, Herpes sinh dyc khéi phét va tai phat.
Thude nay khong duge khuyén céo sir dung cho bénh nhén suy giam mién dich.

Khong siv dung trong mit.

6. LIEU DUNG VA CACH DUNG:

Cich ding: '

Thubc chi ding bdi ngoai da.

Bénh nhan nén ria tay trude va sau khi thoa kem, tranh cha x4t vét thuong khéng can thiét hodic cham
vio vét thuong bing khin, dé tranh [am ning thém hodc Iy nhiém.

Liéu ding:

Dung cho ca nguoi 16n va tré em:

Didu tri bing acyclovir phai dugc bét dau cang sém cang tot khi c6 du hiéu va tridu chiing cia bénh

Boi 16p kem mong Ién ving da bi nhiém tring. Thudc nén duge sir dyng 5 1an mbi ngay, cich nhau

khoang 4 gid, khong boi vao ban dém. Thoi gian diéu tri 12 5 ngay. G mot s6 trudng hop, nén kéo dai

diéu tr cho dén khi dugc chita lanh. Pidu tri khong qué 10 ngay.

St dung & ngudi cao tudi: Khong cé khuyén céo gi dic biét.

7. CHONG CHI PINH:
Mén cam véi acyclovir, valacyclovir, propylen glycol hodic v6i bit cir thanh phin nao cia thubc.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

O nhitng bénh nhan suy giam mién dich ngng (vi dy: bénh nhin AIDS hodc ngudi dugc ghép tiy
xuong) nén can nhéc ding thube udng. Nhiing bénh nhan nhu vély nén dugc khuyén khich tham khéo y
kién béc st v& viée didu tri bat ky bénh nhiém tring nao.

. MN
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Nhiing ngudi bi herpes nén tranh 1ay nhim virus, dac biét 12 khi c6 vét thuong xuét hién.

Khong nén bdi kem 1én mang nhdy, ching han nhu trong miéng, mét, m dao vi c6 thé gy kich ung.
Phai can than dac biét tranh dé tiép xtc voi mét.

Cdnh bdo td duoc: _

Thude c¢6 chira thanh phan ta duoc propylen glycol c6 thé gdy kich ing da.

Ta duge cetyl alcohol, cetyl steryl alcohol ¢6 thé gy ra phan tmg da cuc b (vi du viém da tiép xtic).
Khéng str dung thude cho tré so sinh ¢6 vét thuong hd hodc viing da rong bi trdy xude hodic ton thuong
(nhu bong).

Methyl paraben, propyl paraben c¢6 thé gy céc phan ting di (ing (xay ra cham).

Kem Acyclovir chira mdt cong thirc diic biét va khong nén pha loding hoic sir dung lam thanh phan dé
két hop vé6i cac thude khéc.

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

- Mang thai:

Trong céc thtr nghiém tiéu chuin dugc qubc t& chdp nhan, vide sur dung acyclovir toan than khong tao
ra tac dung ddc phoi hodc gay quai thai ¢ thd, chudt.

Bt thudng thai nhi di dugc quan sét trong céc thir nghiém khong dat chudn & chudt, nhung chi sau khi
dung lidu dudi da cao t6i mic gay ra doc tinh cho chudt me. Su lién quan lam sang cta nhiing phat
hién nay 1a khéng chéc chén.

Cac di tat bam sinh khong cho thdy bit ki dic didm riéng biét hoiic nhit quan nao dé xac dinh mot m.
nguyén nhan ndéi chung. Y

Chinén-canm nhéc sidung khi toifoh t6n-hom kha néng xay ta i to chua bist mic dirmic phoi nhiém
dudng toan than voi acyclovir tir viée bai kem tai chd la rét thap.

- Khéa nédng sinh san:

Khong c6 thong tin vé tac dung clia acyclovir dbi véi kha nédng sinh san cua phu nif.

- Cho con bt

Dif lidu han ché & ngudi cho thay thude di vao sita me sau khi dung dudng toan than. Tuy nhién, liu
lugng ma tré bl me nhén duge sau khi me sir dyng s& khong déng ké.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thude khéng anh hudng dén kha niing 14i xe, van hanh may mac.

11. TUONG TAC, TUONG KY CUA THUOC:

Twong tic ciia thube:

Probenecid lam ting nira doi va dién tich dudi dudng cong (AUC) ctia acyclovir, nbng do trong huyét
tuong ctia acyclovir diing theo dudng toan than. Céc loai thude khéc anh hudng dén sinh 1y than c6 kha
niing anh hudng dén duoc dong hoc ciia acyclovir. Tuy nhién, diéu nay c¢6 thé it lién quan dén viée str
dung acyclovir qua da.

Khong ¢6 tuong téc véi cac thude khac di duge ghi nhan cho sir dung acyclovir tai chd.

Twong ky ciia thude
~ E ol . - AL 5 A a a x A b s -
Do khéng ¢6 cac nghién ciru ve tinh twong ky cla thudce, khdng trdn I1an thude nay véi cac thude khic.

12. TAC DUNG KHONG MONG MUON (ADR):

Tén sudt: Rét thuong gip ( >1/10); thuong gip (>1/100, <1/10); it gip (=1/1.000, <1/100); hiém gip
(=1/10.000, <1 / 1.000), rat hiém gip (<1 / 10.000).

Réi loan hé thong mién dich: Rat hiém gip:
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» Phan Gmg qua man ngay |ap tic bao gdbm phii mach va ndi mé day

R6i loan da va mé duéi da: It gip:

* Bong rat tam thoi hodce ¢6 hién tugng cham kim sau khi str dung kem acyclovir

* Lam kho nhe hodc bong tréc da

* Nglra

Rét hiém gip:

* Viém da

» Viém da tiép xtic sau khi bdi. Khi cAc xét nghiém d6 nhay d& dugc tién hanh, céc chét kich tmg
thudng duge chiing minh 13 thanh phén t4 dugc cha kem chir khong phai 12 thanh phan hoat chét
(acyclovir)

- Huéng din cach xr trf ADR

Céc phan Gmg ADR thudng hiém xay ra va nhe, tu hét.

Théng bdo ngay cho bdc si hodc dwoc si khi giip cdc tic dung khéng mong mudn nhw trén khi sit

dung thuic hodc bdo cdo cdc phan ieng c6 hai ciia thuoc vé Trung tim T. hong tin thube va Theo doi
phin teng cé hai cia thude (ADR) Quéc Gia.

13. QUA LIEU VA CACH XU TRi:
Qua lidu: Qua liéu la khéong thé xay ra, néu kem dugc sir dyng tai chd va theo chi dinh. Khong c6 bao
céo lién quan dén qué lidu kem acyclovir.

7}

Khéng ¢ tac dung khéng mong mudn nao duge bdo cdo néu khong may &n phéi 10g kem. Liéu 800mg ‘%
NG TY

ndm 1an mdi ngdy (4 g mdi ngay), dd dugc dung ma khéng cé tac dung phu. Lidu tiém tinh mach don

1&n dén 80 mg/kg di v tinh duge sir dung ma khéng c6 téc dung phu. Tuy nhién, viée sir dung qu4 lidu . > PHAM
acyclovir nhiéu I4n, uong nhiéu ngay d4 din dén céc hiéu ing dudng tidu héa (budn ndn va non) va tdc H pgAT
dung than kinh (dau dau va nham 14n). «
Cich xit tri: Acyclovir ¢6 thé duge thim phan bing phuong phép thim phén mau. ﬂ__;y
14. DUQC LUC HQC:

Nhém duoc 1y: Thude chéng virus.

Ma ATC: DO6BB03

Co ché hoat dong:

Acyclovir (acycloguanosin) 1& mot purin nucleosid tong hop, c6 tic dung chéng lai virus Herpes
simplex va Varicella zoster. Bé c6 tac dung, acyclovir phai duoc phosphoryl hoa thanh dang c6 hoat

tinh 1 acyclovir triphosphat. Pau tién, acyclovir duge chuyén thanh acyclovir monophosphat nho

enzym cua virus |a thymidin kinase, sau dé chuyén tiép thanh acyclovir diphosphat nhoy enzym cua té

bao guanylat kinase va cudi eling thanh acyclovir triphosphat bai mét s enzym khéc ctia té bao (nhu
phosphoglycerat kinase, pyruvat kinase, phospho-enolpyruvat carboxykinase). Acyclovir triphosphat

trc ché tong hop DNA cia virus va sy nhan [8n cda virus ma khong anh huong dén chuyén héa cia té

bao binh thuong.

Téc dung clia acyclovir manh nhét trén virus Herpes simplex typ 1 (HSV - 1) vd kém hon & virus

Herpes simplex typ 2 (HSV - 2), virus Varicella zoster (VZV), tic dung yéu nhit trén cytomegalovirus

(CMV). Trén lam sang khong thdy acyclovir ¢6 higu qua trén ngudi bénh nhifm CMV. Tic dung

chong virus Epstein Barr van con chua ro.

15. DUQC PONG HOC:
- Hap thu:
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Acyclovir xdm nhap vao da. Nong do ndi bao cao hon ndng do tre ché téi thidu (MIC) trong mo O trang
thai 6n dinh.

Sau khi bdi acyclovir tai chd, khong xac dinh dugc ndng @6 acyclovir trong huyét tuong.

Vi ndng do acyclovir trong huyét tuong sau khi béi tai chd dudi gi6¢i han phat hién, chua c¢6 nghién ctru
duoc dong hoc nao vé acyclovir sir dung tai chd. Do do, thong tin vé duge ddng hoc thu dugc dua trén
dit liéu sau khi udng hoac tiém tinh mach.

- Phén bo:

Thude lién két véi protein huyét tvong duoc bao cédo ndm trong khoang tir 9 dén 33% so véi lidu dung.
Thé tich phan b6 & trang théi én dinh cua nguoi I6n 1a 50 + 8,71/1,73 m?, hodc 0,71/kg.

- Chuyén héa:

Hai chit chuyén héa c6 thé duge xéc dinh trong nuéc tiéu cia bénh nhén c6 chirc ning than binh
thuong sau khi dung lidu duy nhét 14C-acyclovir la: 9-carboxymethoxymethylguanine (2-4 % lidu
ding) va 8-hydroxy-9-(2-hydroxyethoxymethyl) guanine (< 0,2% liéu dung). Trén dbi tugng bénh
nhén ¢6 chirc néing than binh thudng s& loai bd dugce 62 - 91% lidu acyclovir khong chuyén héa va 9 -
14 % dudi dang 9-carboxymethoxymethyl guanine qua thén.

- Thai tru:

Acyclovir duge dao thai chi yéu qua than, chi y8u bing loc cdu than va & méc do thép hon do bai tiét
o dng.

- Nghién ctru in vitro va in vivo v& kem acyclovir va thubc m& acyclovir so véi acyclovir di dugc thuc
hién dé xac dinh sinh kha dung cta acyclovir trén da ngudi. Cde nghién ctu in vitro da s dung sinh
thiét da ngudi, trong khi cac xét nghiém sinh hoc sir dung phuong phép ghép da ngudi trén chudt hosic \

duoc thue hidn & mét ngudi (3 bénh nhan). Nong d6 thube thu duge & dudi da sau day ghi nhan déi voi
cé acyclovir tai chd va uéng: 16p stmg> biu bi> ha bi. Khong c¢6 su khac biét vé ndng 4o gitra kem va
thuée ma.

Céc 16p trén cia 16p biéu bi trung binh cho thdy ndng d cao hon 48 13n sau khi boi thube m&
acyclovir hodc kem 5% so v6i sau khi uéng, nhung néng dé thude trong 16p biéu bi co ban - vi tri
nhiém virus herpes - 12 2 dén 3 lan thap hon sau khi ap dung tai chd so vi sau khi ding thude.

Trén co s& hép thu lién tuc, ndng do tang theo ham thoi gian (ndng d6 thude cao hon dugc tim thﬁy 48
gio sau liéu dung tai chd so v6i 24 gioy sau lidu ding tai chd). Do d6, khoang thoi gian ding thube ngfn
hop ly dé diéu tri tai chd nhiém tring herpes simplex (HSV).

16. QUY CACH PONG GOI:
Hop 1 tuyp x 5g, hop 10 tuyp Sg, hop 20 tuyp 5g, hop 1 tuyp 10g, hop 10 tuyp 10g, hop 20 tuyp 10g,
tuyp nhdm, tuyp nhya.

17. P1EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bao quan: Noi kho, tranh anh sang, nhiét dd dudi 30°C.

Tiéu chudn ap dung: TCCS.

Han diing: 36 thang ké tir ngdy san xuét.

18. TEN, PIA CHI CO SO SAN XUAT:

San xudt trén day chuyén dat tiéu chudn GMP-WHO tai:

CONG TY CO PHAN DUQC PHAM THANH PHAT

Dia chi: L6 CN1-6, Khu céng nghiép Phi Nghia, x& Phi Nghia, huyén Chuong My, TP.Ha Nai.
Dién thoai: 0243.2009142

E-mail: thanhphatpharm@gmail.com




