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DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRU'O'C KHI DUNG ,
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* KHONG DUNG THUOC QUA HAN SU’ DUNG GHI TREN NHAN
THUOC NAY CHI DUNG THEO DON THUOC

THANH PHAN: cho 110

Hoat chét:
i 500 mg

(Dwéi dang Ganciclovir natri) ’ '
Té dwere: vira di 1 1o A

(Natri hydroxide, Acid hydrochloric, nuéc cét pha tiém)

Ong dung mbi: Nudre cét pha tiém 10 mi

DANG BAO CHE: B4t dong kho pha tiém
Mb ta san phAm: B6t dong khd mau tring hodc gan nhu tréng.

CHI DINH: .
Ganciclovir durgc chi dinh & ngudi Ion va thanh thiéu nién tir 12 tudi:
- Didu trj bénh cytomegalovirus (CMV) & nhirng bénh nhan suy gidm mién dich. .

. Phong ngira cac bénh do CMV-& bénh nhan suy gidm mién dich do thubc gay ra (vi dy sau cly
ghép ni tang hay héa trj ligu ung thur). " -

LIEU DUNG VA CACH DUNG: S -

Liéu dung: ‘

Liéu ding ctia thudc quy dinh theo dang ganciclovir base. Vi cac trudng hop diéu trj, thuong
khéi d4u béng dot tan cong, sau d6 diéu tri duy tri.

Didu tri bénh CMV & nguoi Iom va thanh thiéu nién tir 12 tudi trd I6n c6 chire néng than binh thuong:
- Didu tr tAn cong: 5 mg/kg truyén tinh mach trong 1 gio, mdi 12 gi¢r trong 14 - 21 ngay.

- Didu trj duy tri: Di véi bénh nhan suy gidm mién dich ¢ nguy co tai phat diéu trj duy tri c6 dung
1i8u 5 mg/kg truyén tinh mach trong 1 gi¢, m&i ngay mét I4n 7 ngay/tudin hoéc 6 mg/kg mdi ngay
mét An 5 ngay/tuin. Thei gian didu tri duy tri nén dugc xac dinh tuy thudc vao tirng bénh nhan,
hwémg dén diéu trj clia dja phuong. x

- Didu tri bénh tién trién nang: B4t ky bénh nhan, trong d6 bénh CMV tién trién, hoéc trong khi
mé': tri duy tri hoac do ngung diéu trj bing ganciclovir, c6 thé dugc ti didu trj béng phac db diéu
tri tan cong. . :
Phong bénh CMV & ngudi I6m va thanh thiéu nién tir 12 tubi tré Ién c6 chic nang than binh
thuong str dung dy phong hogc diéu trj wu tién: . : !

- Dy phong: 5 mg/kg truyén tinh mach trong 1 gi¢, m8i ngay mét 14n 7 ngay/tudn hoc 6 mg/kg
mbi ngay mét 1an 5 ngay/tudn. Thoi gian didu tri dy phong dua trén nguy co méc bénh CMV,
huréng dén diéu trj cla dia phuong. Py L
- Didu trj vu tién: il i

+ Didu tri tAn cong: 5 mg/kg truyén tinh mach trong 1 gi¢, m&i 12 giortrong 7 - 14 ngay.

+Didu trj duy tri: 5 mg/kg truyén tinh mach trong 1 gi¢y, mdi ngay mdt 14n 7 ngay/tudin hosc 6 mg/kg
mbi ngay mot 14n 5 ngay/tudn. Thoi gian diéu trj duy tri dya trén nguy co méc bénh CMV, hudng
dén diéu trj cia dja phuong.

Bénh nhén suy thn: Lidu tiém tinh mach cAn dugc hiéu chinh theo @6 thanh thai creatinine nhu sau:

an

dungﬂdmh 6 ndng do khdng quéa 10 mg/ml. Khéng duoc tiém tnyc tiép vao tinh mach hodc tism
truyén nhanh vi c6 thd tao ndng do thudc trong huyét twong cao t6i mire gay ddc cho ngudi bénh,
Ngudi bénh cAn dugc cung cAp nuérc dly da dé han ché tang déc tinh.

Khong nén tiém bap hodc tiém dudi da vi s8 bj kich tng nang do dung dich thuéc c6 tri sb pH
cao (khodng 11) va han chéd dugc viém tinh mach huyét khéi,

Pha dung dich tiém truyén:

Hoa tan lo thudg tiém bot ganciclovir trong nuérc cAt pha tiém (ndng d6 khoang 50 mg/ml). Pha
loing tiép bing dung dich tiém truy&n natri clorid 0,9%, dextrose 5%, hodc dung dich tiém truyén
Ringer hoac Ringer lactat 4 c6 dung dich chira khéng qua 10 mg/ml. Khéng duorc ding nudc pha
tiém co chét bdo quan paraben vi o6 thd gay tia, Dung dich tiém tuyén phai dung trong vong 24 gitr
a4 gidm nguy co nhidm khuAn.

CHONG CHI P|NH:

Quéa mén véi ganciclovir hodc valganciclovir hodc bt ky thanh phan khéc cia thube.

Phuy n(r c6 thai va phy nir dang cho con ba.

S6 lugng bach cAu da nhan trung tinh dudi 500/mm?, sé long tidu cAu duéi 25.000/mm?.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Théan trong:

Phén tmg qué mén: Do sy twong 8ng vé cAu tric héa hoc clia ganciclovir va acyclovir, penciclovir,

phan (g qua man chéo giira cac thubc ndy 13 cb théd xdy ra. Do d6 nén can nhic sir dung khi biét
qua man véi acyclovir hodc penciclovir (hodc cac tidn chit, valacyclovir hoac famciciovir).

Dot bién gen, quéi thai, géy ung thir, khé néing sinh san, va trénh thai: Tneérc khi bat d3u didu tri
ganciclovir, bénh nhan phai dugc théng bao v& nhirng rii ro tiém 4n cho thai nhi. Trong cac
nghién clru dong vat dugc tim thdy ganciclovir c6 kha nang gay dot bién, gay quai thai tiém nang,
kha nang sinh tinh triing, gay ung thu va lam gidm kha nang sinh san. N6 duorc coi 13 c6 kha nang
gdy (rc ché tam thoi hodic vinh vién cda tinh triing. Vi vay, phu nix trong d6 tudi sinh s3n nén dugc
khuyeén sir dung bin phép tranh thai c6 hiéu qua trong thoi gian didu tr va it nhét 12 30 ngay sau
d6. Ban 6ng phai dugc tu van dé sir dung bién phap tranh thai trong thei gian didu tri, va it nhit
1a 90 ngay sau do. Vigc sir dung ganciclovir hét stre than trong, dac biét 13 & tré em do fiém nang
gay ung thw lau dai va ddc tinh sinh san. Nhirng loi ich cia viée didu tri cAn duoc xem xét mét
céch can than trong tirng trudng hop. CAn can nhac gira Igi ich/nguy co dé sir dung.

Suy tdy: Than trong v&i ngudi bénh b tién sir bénh huyét hoc, dac biét giam bach ciu. hodc cb

tién str gidm bach cAu khi duing thudc, ngudi bénh didu tri bing cac thubc (e ché tity xurong, didu

tri phéng xa. Gidm bach cAu, thiéu mau, gidm tiéu cau, va suy tiy xwong da dugc quan sat thiy
& nhirng bénh nhan dugc didu tri bing ganciclovir. Bidu trj khdng nén dugc bt dAu néu bach

cAu trung tinh 13 it hon 500 té bao/ml hodc sb lvgng tiéu cdu dudi 25.000 & bao/mi hodc

hemoglobin it hon 8 g/dI.

Suy thén: Bénh nhan suy than cé nguy co tang ddc tinh (d&c biét la xét nghiém huyét hoc). Giam

lidu 1 cAn thiét trong treeng hop nay.

Str dung véi cac loai thube khéc:

- Co giat da dugc bdo cao & nhirng bénh nhan dung imipenem - cilastatin v& ganciciovir.

Géancéiclovir khéng nén diing ddng thai véi imipenem - cilastatin trir khi Igfh ich nhidu hon nguy cor

tiém an.

- Bénh nhan duorc didu tri bang ganciclovir va didanosine, thudc duoc biét dén Ja (rc ché tly heac
&nh hudng dén chirc nang than, nén dugc theo ddi chét ché cac ddu hiéu clia ddc tinh trén than.
Canh bao ta dwegc:

Thanh phan thudc chira 2 mmol (43 mg) natri trong mdi liéu 500 mg. Can than frong khi sir dung
thubc & cac bénh nhan c6 ché dd n kiém soat natri.

SU’ DUNG THUOC CHO PHY N’ CO THAI VA CHO CON BU:

Thei ky mang thai: Ganciclovir c6 thé gay quai thai hay ddc cho phéi khi thiz véi liéu dung cho
ngui. Kinh nghiém v& viéc str.dung & ngudi mang thai con rét it. Khong dung ganciclovir khi co
thal, hoac can nhéc gitra Igi fch va riii ro c6 thé xdy ra voi bao thai néu can thiét phai siz dung.
Do kha nang tiém &n gay dot bién clia ganciclovir, phy nir & tudi sinh dé nén dung bién phap
tranh thai khi diéu trj bang ganciclovir.

Thai ky cho con ba: Khang biét ganciclovir cd thai trir qua siva me khéng. Tuy véy, do c6 nhiéu
thudc bai tiét vao siva va do ganciclovir gay quai thai va ung thu trén dong vat thyrc nghiém, nén
6 thé xay ra cac phan (rng nghiém trong & tré dang bur khi ngui me diing ganciclovir. Can chi
d&n ngudi me ngirng cho con bi néu ho dang dung ganciclovir. Khéng dugc cho con ba trong
vong 72 gidr sau lidu cudi ciing.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Ganciclovir anh hudng nang dén kha nang lai xe va sir dyng mdy méc. Bénh nhan khéng dugc lai
xe, van hanh may méc khi dang dung thude.

TUONG TAC, TWONG KY CUA THUOC:

Twong tac thudc:

Zidovudin: Nghién cru in vitro cho. thdy ganciclovir ddi khang tac dung cua zidovudin véi HIV.
Hon nira, ca 2 thubc ndy ddu gay tang nguy co doc véi méu, nén khong diing ddng thai 2 thudc

Di Nghién ctru in vitro cho thdy ganciclovir déi khang tac dung ctia didanosine véi HIV,

Trudng hop bénh nhan gidm bach cAu, thiéu-méu, giém tidu cAu:

- Xem phén than trong trudc khi bt dAu didu trj. .

- Néu s6 lugng té bao méu gidm dang ké trong khi didu trj bing ganciclovir, didu tr bang cac tac
nhan tao mau va/hodc ngung didu trj cAn dugc xem xét.

Ngudi.cao tubi: Khéng c6 nghién ciru vé hiu qua va an toan cua ganciclovir & ngudi cao tudi,
Vi chirc nang than gidm theo tudi, ganciclovir nén ding cho ngudi cao tudi voi sy theo déi dac
biét chirc nang théan cla ho. :

7ré em: Théng tin vé sy an toan va hi¢u qué cia ganciclovir & tré em dudi 12 tudi, ké ca tré so
sinh bj gi¢i han. Hign nay khéng co khuyén cao vg lidu dung cho tré em.

Cach dung: ' '

Ganciclovir dung tiém truyén tinh mach cham.

Tiém truy&n tinh, mach cham (dang ganciclovir natri) véi tdc d¢ hang dinh trong it nhét 1 gio, ding

chura 16 &nh hurdng trén 1am sang. Dung didanosine 2 gior treorc hoac dung ddng thot vor ganciclovie
cho thdy tang dién tich dudi duong cong (AUC) cia didanosine va giam AUC cta ganciclovir. Néu
cAn thiét phai két hop dé diéu tri, can than trong va theo ddi ddc tinh cda didanosine.

Foscarnet: In vitro cho thay foscarnet c6 téc dung hiép ddng voi ganciclovir trén CMV va virus
HSV-2. Dung ddng thai 2 thubc nay co thé lam nging tién trién va giam dugc triéu chimg bénh
dang k& so v&i khi didu trj riéng, mac du ty 18 gay thidu mau cé thé cao hon nhung chra toi mirc
cAn phai ngirng didu tri. CAn c6 thém nhiyng nghidn ciru didu trj phdi hop 2 thude nay dé danh gia
tinh an toan va hiéu qua clia phac dd khi dung dai ngay.

Probenecid lam tang AUC cua ganciclovir khi dung ddng theri, co thé do probenecid lam giam thai
trir ganciclovir qua than. Do vay cAn theo ddi doc tinh cia ganciclovir néu phéi dung déng thei 2
thudc nay.

Cac chat anh huwdng toi midn dich: Nén giam lidu cac thude anh hudng toi hé mién dich nhw
azathioprin, cyclosporin, cac corticosteroid khi dung dbng thei ganciclovir dé tranh lam suy gidm
1y xuong va anh hudng toi hé midn dich.

Céc thubc gy doc véi than: Dung ddng thoi cac thude nay nhu cyclosporin, amphotericin B véi
ganciclovir cho nhimg bénh nhan cay ghép tang lam tang ddc tinh vai than, nén can theo doi déc tinh
trén than.

V61 mot sé thudc khac: Ganciclovir c6 thé higp ddng tang dc tinh cda cac thube (e ché sao chép
hoac phan chia t& bao nhu dapson, pentamidin, cytosin, vincristin, vinblastin, adriamycin,
amphotericin B, cotrimoxazol, nén khuyén cao khdng dung ddng thei véi cac thube nay.

Dung ddng thoi imipenem - cilastatin v&i ganciclovir cé thé bj co giat.

D thanh thai Liéu dung Khoang céch liéu Liduding Khoang cach lidu
creatinine (khoi dAu) (khéi dau) (duy trl) (duy tri)
ehit) i nay trong didu tri.

>70 5 mg/kg 12 gioy 5 mg/kg 24 gioy
50 - 69 2,5 mg/kg 12 gio 2,5 mg/kg 24 gior
25-49 2,5 mg/kg 24 gior 1,25 mg/kg 24 gioy
10-24 125mgkg 4| _24gi6 | 0625mglkg 24 gioy

<10 1,25mglkg |~ 3 @Bn/tudn sau 0,625 mglkg 3 1an/tudn

tham tach mau sau thdm

tach méau
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Twng ky: ;
Do khéng o6 céc nghién ctru v8 tinh trong ky ciia thudc; khong tron 1&n thubce nay voi cac
thuéc khéc. 4 G

TAC DUNG KHONG MONG MUON CUA THUOC: '

Téc dung bét lgi thuong gap nhét cia ganciclovir 14 trén huyét hoc nhur gidm bach cu hat,
thibu mau (20 - 25%), giam tidu cAu (6%) va giam bach cAu trung tinh (14% khi tiém). Giam
bach cdu trung tinh ¢6 thé xuét hién & tudn dAu hoac tudn thir 2 sau khi didu tri bang
ganciclovir. Ngudi bénh AIDS c6 nguy co gidm bach cAu trung tinh nhidu hon so voi ngudi
bénh bj suy gidm mién dich khac. Ngudi bénh suy gidm mién dich do thudc cé nhidu nguy co
bj giam tidu cAu hon ngudi bénh AIDS.

RAt thuong gap, ADR > 1/10:

- Mau va hé bach huyét: Gidm bach cAu trung tinh, thidu mau ' !

- Hé tiéu hoa: Tiéu chay - .

- H6 hé&p: Khé the

Thuomg gép, 1/100 S ADR < 1/10: :

- Nhidm trung: Nhim khudn huyét, viém mo té bao, nhiém tring dudng tiét nigu, nhiém
Candida bao gdm candida miéng . .

- Chuyén hoa va dinh dudng: Gidm thém &n, biéng &n, gidm can .

- Tam than: Phién mudn, lo 4u, Ia 1an ;

- Hé thAn kinh: Dau d3u, mAt ngu, x&o tron vi giac, dj cam, bénh ly thdn kinh ngoai bién, dong
kinh, chéong mat ' 00 N ok n D¢k 0 L O A

- M&t: Phu hoang didm, bong vdng mac, duc thly tinh thd, dau mét e

= Tai: Dau tai

- H6 hép: Ho

- Hé tiéu héa: Budn néh, ndn, dau byung, tao bén, ddy hoi, khd nudt, kho tiéu

- Gan - mat: Chirc nang gan bét thudmng, phosphatase kidm mau tang, ‘ting aspartat
aminotransferase ; ’

- Da va md dudi da: Viém da, dé md hoi dém, ngira .

- Co xwong khop va mé lién két: Dau lung, nhirc gan, dau khép, co cor

- Than va hé tiét niéu: Gidm G4 thanh thai creatinine than, suy than, ting creatinine mau

- Toan than: Mét mai, sét, &n lanh, tirc ngyrc, kho chiu, suy nhuge, phan (g tai chd tiém
It gap. 1/1.000 < ADR < 1/100: )
< Méu va hé bach huyét: Suy tily xrong

- Hé mién dich: Phan rng phan vé

- TAm than: Lo I&ng, réi loan tam thin

- Hé th&n kinh: Run , :

- Mét: Khiém thi, dau mét

- Tai: Diéc

- Tim mach: Loan nhijp tim S

- Tulin hoan: Ha huyét 4p ‘ @ ; 9
- Gan — mét: Tang alanin aminotransferase

- Hé tidu hoa: Treéng byng, loét migng, viém tuy

- Da'va md duéi da: Rung téc, may day, da khd

- Théan va hé tiét nidu: Dai ra mau, tén thuvong than

- Sinh san: V6 sinh & nam gidi

Hiém géap, ADR < 1/1.000:

- Méu va hé bach huyét: M&t bach cAu hat, thiéu mau bAt san, gidm bach cdu hat

- Da va m6 dudi da: Phatban ‘ : ' e

- Tam than: Ao giac ; ) .
THONG BAO NGAY CHO BAC ST HOAC DUQ'C ST NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU"DYNG THUOC . o

¢

QUA LIEU VA CACH XU TRI: ;
Triéu chimg:

- Nhi&m 66c méu: Suy tily bao gdm pancytopenia, b4t san tily, gidm bach cAu, giam bach cAu hat.

- Nhidm @dc gan: Viém gan, réi loan chir¢ nang gan.

- Doc tinh than: Di tibu ra mau & bénh nhan suy than tir tnréc, suy than cép, creatinine cao.
- Nhi&m d6c tiéu hoa: Pau byng, tiéu chay, nén mira.
- Poc than kinh: Khai quét run, co giat. &
Xer tr: ;
Ganciclovir dugc loai bé béng céach chay than nhan tao, do d6 chay than nhén tao c6 thd c6
fch trong viéc lam giam tiép xuc véi thubc trong bénh nhan da dung thubc qua lidu cua
ganciclovir. o S

D6i twong déc biét: f

- Suy than: Nguéi ta cho réing qué lidu ganciclovir ¢6 thé d&n dén tang ngd doc thah & bénh
nhén suy than. )

- Tré em: Khong c6 dir liéu nghién clru.
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CACBACTINHDUQCLY: * '
Nhém dugc Iy: Thube chéng virus
Ma& ATC: JOSABO6

Dwerc lye hoc: !
Ganciclovir mét nucleoside téng hop trong ty guanin c6 cu trac gibng acyclovir. Ganciclovir
c6 tac dung chéng céc loal virus & ngudi nhu Herpes simplex tuyp | (HSV - 1), Herpes
simplex tuyp Il (HSV - 2), Cytomegalovirus (CMV). Virus Epstein-Barr, virus Varicella zoster
(VZV) va virus Herpes simplex 6 cing nhay cam véi thubc, :

Co ché tac dung cua ganciclovir chua dugc gidi thich ddy i, nhung nhidu gia thiét cha réng
thubc c6 tac dyng bang cach gay nhiéu qua trinh téng hop DNA. Vao co thé, ganciclovir dwgc
phosphoryl héa chuyén thanh dang ganciclovir triphosphate, chét nay c6 cu tric twong W
nhu co chat dGTP (deoxyguanosin-5"-triphosphate) cua enzyme phién ma ngugc nén da
canh tranh véi dGTP dé dugc gén vao DNA cua virus, bén canh d6 né con dugc xem nhv
mot nucleotide gid, gy nhiéu va lam ngirng qua trinh sao chép, tdng hep cia virus. Qua trinh
nay xay ra mdt cach chon loc trong cac té bao nhiém virus.

Ngui ta cho réng ganciclovir dwgc phosphoryl héa trong co thé béi enzyme thymidin kinase
(c6 trong té bao nhiém HSV-1, HSV-2 va VZV) hoac boi deoxyguanosin kinase (trong té bao
nhim CMV va virus Epstein-Barr) thanh dang ganciclovir monophosphate. Sau d6 s¥
phosphoryl héa dugc tiép tuc nher céc kinase cta té bao dd chuyédn tiép thanh dang
diphosphate va triphosphate hoat dpng. Khac véi acyclovir 1 chi dugc phosphoryl héa t it

bdi enzyme ctia t bao thudng (té bao vatchi
) ; chw), ganciclovir d& bj ph héa hon bgri céc
9:Zyme twong ty c6 trong c4c 16 bao ldnh (kh"gﬁg nhidm), dac blle‘: ti'%?gh:éng téogao "hgg chia
néanh (nhu 18 bao tliy xurong). Kha néing bj phosphoryl héa cua ganciclovir trong té bao lanh
*dp xi tir 10% dén ngang béng so v&i qua trinh xy ra trong t& bao nhidm virus, Bén canh, 6
g‘:t 86 y kién gidi thich réing tac dung trén CMV cua ganciclovir cao hon so voi acyélovir 1
o sir dj héa ganciclovir triphosphate cham hon béi céc phosphatase trong té bao; va trong
 té bao nhidm, ganciclovir dugc phosphoryl nhanh hon acyclovir. Ganciclovir cé tac dyng
chon loc, duge dung trong didu tri céc trréng hop viem véng mac do nhidm tring co ho virus
Y bao (Cytomegalovirs - CMV) & nguéi bénh &
‘ytomegalovi g nh nhidm HIV/AIDS va cac bénh nhidm CMV.
Thuéc ciing duoc ding trong phong nhim CMV bj suy gidm mién dich,
Ph8 tac dung: Ganciclovir c6 phd tac dung giéng acyclovir trén cac virus Herpes, tt nhit trén
HSV-1 va HSV-2, CMV & ngudi, virus Epstein-Barr, virus Varicella zoster va virus Herpes
simplex 6 cling c6 nhay cam. .
Khénlg "‘Ublt ?5 "‘DAY::OSQ béo cac VXCUB Herpes simplex, Varicella zoster va CMV khang
gariciclovir ip vitro. Do tac dyng cta thude phy thudc vao sy phosphoryl hoadrong t bao, nén
thubc c6 thé bij khéing kh thibu hoge gidm luong enzyme (nhu thymidin kinase) hodo giam
nhay cam ctia polymerase DNA cua virus. Khang thubc da thAy trén cac ching CMV phan 1ap
tir b&nh nhan dung lidu khéi dAu cao va didu tri trong thoi gian dai; cling da thy khang thube
& bénh nhan AIDS bj viém véng mac do CMV. Khang chéo véi cidofovir 1a thudng gap
Dwgc dong hoc:
Céc dac tinh dwgc dong hoc ciia gangiclovir da dugc danh gia & bénh nhan HIV va CMV - huyét
thanh duong tinh, bénh nhan AID§ va viém véng mac do CMV, va & bgnh nhan ghép gan.
Phan b: Thé tich phan b6 cla ganciclovir truyén tinh.mach tirong quan véi trong Irgng co thé.
Thé tich phan bb & trafig théi &n dinh khodng 0,54 - 0.87 Iikg. Thubc ién két véi protein huyét
twong tr 1% dén 2%. Ganciclovir vao dugec dich ndo tiy véri ndng dd dat dugc 24% - 67% ndng
d6 trong huyét twvong.
Chuyén héa: Ganciclovir khéng duoc chuyén héa dang ké.
Thai trir: Ganciclovir chi ydu dugc thai trir bing cach bai tiét qua than théng qua loc cAu than
va bai tiét & 6ng than & dang khong ddi. & nhirng bénh nhan cé chirc nang than binh thuémg,
hon 90% lidu dung ganciclovir truyén tinh mach dugc tim théy & dang khéng ddi trong nuéc
tidu trong vong 24 gi®. Thei gian ban thai trung binh & ngudi chirc nang than binh thudng tir
2,5 - 4,5 gitr sau khi tiém tinh mach.
Tinh tuyén tinh: Ganciclovir tiém tinh mach c6 déc tinh dugc déng hoc tuyén tinh trong
khoang ndng d6 1,6 - 5,0 mg/kg.
Bénh nhan suy than: Bénh nhan suy than c6 thoi gian bén thai ting va tuy thuc vao cm':é
nang than, khodng t 6 - 17 gior. 2
Xem bang dudi day dé higu chinh lidu & bénh nhan suy than:

Ndng db creatinine {5/:] thanh thai _ 90 thanh thai Thai gian ban thai
huyét thanh (umol/l) | creatinine (mi/phut) iclovir trong ganciclovir trong
j 22 twong (mi/phit) huyét twong (gi&)
<125 270 208 30
125175 5069 102 48
176 - 350 2549 Ii .87 55
> 350 10-24 3 15

Tré em: Dwgc dong hoc cla gani:iclovir tiém tinh mach dwgc nghién clru & tré sa sinh va tré
e c6 chirc nang than binh thueng va do tudi tir 9 thang dén 12 tudi. Cac dac tinh duoc dong
hoc ciia ganciclovir Ia nhu nhau sau khi tiém tinh mach liéu duy nhét va nhiéu 1an mdi 12 gi&r
véi lidu 5 mglkg. Gia tri AUC, , vao ngay 1 va 14 1a19,4 £ 7,1 va 24,1 + 14,6 ug.h/ml tvong
(rng, va cac gié trj C_, twong (rng la 7,59 + 3,21 mg/ml (ngdy 1) va 8,31 £ 4,9 mg/ml (ngay 14).
Pham vi sinh kha dung dugc so sanh & ngudi lén. Cac gia tri twong rng cta dé thanh thai
hé théng, Ao thanh thai than va thoi gian ban thai la 4,66 + 1,72 mi/phut/kg, 3,49 = 2,40
mi/phatkg va 2,49 + 0,57 gid.

Ngudi cao tudi: Khong c6 nghién ciru dugc tién hanh & ngui 16m trén 65 tudi.

QUY CACH DONG GOI:
Hop 1 lo thuéc bot dong khd pha tiém kém 1 éng dung mdi nude cét pha tiém 10 mi
Hop 5 lo thubc bot ddng kho pha tiém kém 5 6ng dung mdi nude cét pha tiém 10 mi.

BAO QUAN:, :
Noi kho rao, nhiét do khdng qua 30°C, tranh anh sang.

HAN DUNG: S
24 thang k& tir ngay san xuét.

TIEU CHUAN: TCCS

Fal ]

AN THIEN PHARMA ;

CONG TY CO PHAN DUQ'C PHAM AN THIEN
314 Bong Sao, Phuong 5, Quan 8, TP. H6 Chi Minh

San xuét tai nha may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN"
L6 C16, Dudng S6 9, KCN Higp Phude,
Huyén Nha Bé, TP Hé Chi Minh

AID026700-L102




