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dayagndmiunisiiauesdeanznIsun1sindunssuuazn1siida (Drug Monograph)
¥an13A1 wazeddlisy Cymevene ® waz Ganciclovir sodium for injection®

(Ganciclovir)

1.dayanluvasen’?

Fanalu (Generic name): Ganciclovir

Fa119n1581 (Trade name): CYMEVENE®

a

USEMuER (Manufacture): BSP PHARMACEUTICALS SPA.
UsEnguayaaludszmdlne: fiateaiey (Useinelne) 9110, U3em
Unyde: Ueyd 9

[

Thai FDA approved iila: 1 nsnes w.a. 2539

FN19n15A1 (Trade name): Ganciclovir sodium for injection®

USEMNEA (Manufacture): Hainan Poly Pharm co., LTD
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vauynluuszwmalne: vnaiudndin Aglymsung
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Thai FDA approved {a: 2 lue1gu W.A. 2563
AnwuzFULUUYa9EILAZIUIAUTIY (Dosage form/Strength): E13ANeaaALFBAANUTIIEN ganciclovir 500 mg

Tuansagangu3unn 250 mL (2 mg/mL) JURUUAYUEUTIRLMUILLAL?

—

1 vial / box Rx Only

Ganciclovir Sodium
for Injection
500 mg/vial
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3U# 1 55947591 ganciclovir

YUIALAZNITUIWI51 (Dosage and administration):

Indication Dosage

Treatment of CMV retinitis Induction: 5 mg/kg
(USMNSN19MaBALEDARAIEANULSIAINUILLINATT 1

Hluy) yn 12 Fluadunan 14-21 Yy




Indication

Dosage

Maintenance: 5 mg/kg
(USMIMaviaendenf1flsAuEIAIAuILINNAI 1
F2la19) Yuazass Wunan 7 Jusedunv ise 6 mg/ke

Juarase Wunan 5 Suseduani

Prevention of CMV disease in transplant recipient

Induction: 5 meg/kg
(U3svnavasadensmieanuidinsdiuiuannni 1
) yn 12 Faluadunm 14 3u

Maintenance: 5 mg/kg
(UImsmavaendensmennudansiiuiuainndi 1
Falua) Yuazads Wunan 7 JusdedUanst vie 6 mg/kg
Suazads Wunan 5 Yuseduaviauiis 100-120

JUNAIIN transplantation

Dosage adjustment

Hepatic Impairment: liifin1sfnwUsyansanuazanuasnsieludtelsadiu

Renal Impairment:

CrCl Induction dose Dosing interval for Maintenance Dosing interval for

(mL/min) (mg/ke) Induction dose Maintenance
(hours) (mg/kg) (hours)

> 70 5 12 5 24

50-69 2.5 12 2.5 24

25-49 2.5 24 1.25 24

10-24 1.25 24 0.625 24

<10 1.25 3 times per week, 0.625 3 times per week, following

following hemodialysis
hemodialysis

1 U387 vi1 Hemodialysis luaastd Susiiuauin 1.25 mekg uiian 3 adssedunindsainlasu

hemodialysis LarA2511819819%19 na931nlAsU hemodialysis Li9931n hemodialysis @1u1snanszaue Tuldon

Uszanas 50% limisusnsenagnasinidi Weeliiuu Bolus a19vilminsunsiglsiiasanvuinenludenunninuni




2452101984981 (Category)™”

UssANUa981919nIsUIinsnen: Antiviral Agent ;Nucleoside analogue CMV DNA polymerase inhibitor

%ammﬁuasqmiﬂsaa%w: sodium;2-amino-9-(1,3-dihydroxypropan-2-yloxymethylpurin-6-olate
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gll‘ﬁ 2 TAs9@519 Ganciclovir sodium

gamaall:
Ganciclovir sodium: CgH;,NsNaO,
wntinualuana:

Ganciclovir sodium: 277.21

3.49Usld (Indication)®

- Treatment of CMV retinitis in immunocompromised adult patients, including patients with acquired
immunodeficiency syndrome (AIDS) §n19en18niauannsinidolelaunilalada lufUaeniduiuunnsos
sdaielsaend

- Prevention of CMV disease in adult transplant recipients at risk for CMV disease Josfumsidalsainde

lelawnlalsalugUiendslasunsugnaneetens

4.4uIN19N155n9 (Guideline)*®

ANUBLINNNTASIITATESnwardasiumsAniaeyted Usswalne U 2563  Tuidenistesiuwazsnw
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lsadneaislenialugnfateievled agnugu CMV retinitis liwugillddmsunistes(Primary prophylaxis)@s



M990 1 vweildlunmstesiu nsshwilsafnentelenta uaznstestunsndudugilug e

Wz Ganciclovir 5 4n./nn. N 12 ¥l vieANviaenLians U1 2-3 dUav w38 Valganciclovir 900 un. Auduag 2

A9 WU 2-3 dUani Wudadentsn wannennsed 1 drunisdestunisnaudugn(Secondary prophylaxis)ayld

Ganciclovir 5 1n./nN. NeaNIasndenn1uazAswlugImden

o

1sm Primary prophylaxis M55 Secondary prophylaxis
wuzin MaLdan wuzdn yMeLden wusi Maden
Taiwugilnlg Taigi e Ganciclovir Ganciclovir intravitreous | Valganciclovir | e Ganciclovir
5 un./nn. Yn 12 . 2 un./n3e e aﬂgmﬁ'ua:ﬁ 900 un. iuduae | 51n/nN. M9
NYANNNAB AL DA seaLaUNTaRTuAUANY | ASY waeALEDAMN
W 2-3 danvt TULTRTRELIA Fuaemis
e Valganciclovir e Ganciclovir
% 900 wn. Auluay intravitreous
v 2 A3 WY 2-3 dUa 2 un./A39 1w
AIINRLAY
sruyIply
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vas508l5A

dun1shina CMV (CMV infection) A n1siigUaelasuiie CMV gUaeaziionisidlaglinsivanivg d1uiu

< a ° . a < I~ ° . = a a o
WinLdenu1991 (Neutropenia) kaz/n3ownantdasnn (Thrombocytopenia) $au83ANUAAUNAYDI N15719IUVDY
oulwsldu dn5nsamu CMV antibodies #3391 The Third International Consensus Guidelines on the Management
of Cytomegalovirus in Solid-organ Transplantation 2018 {WuwwinsnsinnistsaiadelelaunlalasaludUaenla
nsUgnaeeiedr wusiliinsdesiunisinlelalawnilalasanienislden wueien Intravenous Ganciclovir

(GCV)139 Valganciclovir(VGCV)

5. Indunafdns wasnadvaauaansvese (Pharmacodynamics and Pharmacokinetics)
WnadWaA1EnS (Pharmacodynamics)

Ganciclovir LUuasduasIsiidsunuuYes 2’-deoxyguanosine Fafuansiiduds DNA replication ¥83 CMV
Tuwadiianide CMV &1 Ganciclovir agnifumyweamnlulassasneldidu sanciclovir monophosphate Tnglusfiu
kinase voalisd LLﬁSLﬁMM%W@ﬁLWMLﬁ@imﬁLﬂu ganciclovir triphosphate %a%gmmmudaﬁaeﬁa%ﬂ aeluleag

Juaulay kinase va3la5aLdu
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nan sedunsiAunineaaveswnuldlaaisasinluninninluead

Do,

duasrinduievesliialneduds DNA polymerase 1ag ganciclovir triphosphate




WNFYIaUAENIVBIE1 (Pharmacokinetics)

M13199 3 wansdeyaLndvaumaniveen

n139a%u (absorption) | ndwnlien ganciclovir 5 me/kg Mevmandonailulian 1 Flug
total AUC aglugaesening 22.1 +3.2 uay 26.8 + 6.1 Pg-hr/mL

Cmax agﬁluﬁdaﬁﬁwdw 8.27 £ 1.02 ay 9.0 + 1.4 Jlg/mL

A19NTLIBAL vd 0.74 + 0.15 L/kg
(distribution) Protein binding 1- 2%
ATUTENIN gliignuanueddunduansdifty
(metabolism)

n1sdusen (excretion) | gnudnoenmislalusuiiliasuudasias Glomelurous filtration wagmavialn
iuﬂﬂwmmﬁwmﬂﬂaz urine (91.3+5.0% unchanged drug)

Systemic clearance 3.52 + 0.8 ml/min/kg

Renal clearance 3.20 + 0.8 ml/min/kg

Half-life 2.73+1.29 fi1 3.98 +1.78 4alu

6. NSINNBINIST1AB9VBIE1 (Adverse reaction)®

A9 4 ULARIDINITTNLANRINEN Ganciclovir
The reactions are listed below by system organ class and absolute frequency. Frequencies are defined as:

very common: (21/10); common: (> 1/100, < 1/10); uncommon: (=1/1,000 to <1/100); rare(=1/1,0000 to

<1/1000);

Med DRA system organ
- Very common Common Uncommon Rare
Infections and infestations Sepsis

Cellulitis

Urinary tract infection

Candida infections
Blood and lymphatic Neutropenia Thrombocytopenia Bone marrow Agranulocytosis
disorders Anaemia Leucopenia failure Aplastic anaemia

Granulocytopenia
Immune system disorders Anaphylactic
reaction




Med DRA system organ

Very common Common Uncommon Rare
class
Metabolic and nutrition Decreased appetite
disorders Anorexia
Weight decreased
Psychiatric disorders Depression Agitation Hallucinations
Anxiety Psychotic disorder

Confusional state

Thinking abnormal

Nervous system disorders

Headache Insomnia
Dysgeusia (taste
disturbance)
Hypoaesthesia
Paraesthesia
Neuropathy
peripheral Convulsion

Dizziness

Tremor

Eye disorders

Macular oedema
Retinal detachment

Vitreous floaters Eye

Visual impairment

Conjunctivitis

pain
Ear and labyrinth disorders Ear pain Deafness
Respiratory, thoracic and Dyspnoea Cough
mediastinal disorders
Gastrointestinal disorders Diarrhoea Nausea Abdominal
Vomiting distention

Abdominal pain
Abdominal pain upper
Constipation
Flatulence

Dysphagia

Dyspepsia

Mouth ulceration

Pancreatitis

Hepatobiliary disorders

Hepatic function
abnormal (ALP ,AST

increased)




Med DRA system organ

class

Very common

Common

Uncommon Rare

Renal and urinary disorder

CrCl decreased
Renal impairment

SCr increased

Haematuria

Renal failure

Reproductive system and

breast disorders

Male infertility

7. duUnsn3e (Drug interaction)’

A19199 5 LanINISiAnduUAsAsenIEingeniue (Drug-Drug interaction)

RV ERIGHER anudutuvesenfiiuasunla A15AANT
didanosine Didanosine tfisAy Aanuenmsetslnddniiesy Siiwaine
didanosine
zidovudine Ganciclovir anas anvuIngmIevgaliendesainetaiin
Zidovudine Lty neutropenia #39 anemia LazAAAIY
WBC count, Hb
Probenecid Ganciclovir Lﬁuﬁﬁu ANVUINYT Ganciclovir LLazammummi‘ﬁ

219LNANNY Ganciclovir

vincristine, vinblastine, adriamycin,
amphotericin B,
trimethoprim/sulfamethoxazole
combinations or other nucleoside

analogues

Imipenem-cilastatin unknown Tiwuzilildsudy Weswinfisienunis
LA A generalized seizures 31N B;IJ”VTIH'
Ganciclovir $9311U Imipenem-cilastatin

Cyclosporine or amphotericin B unknown Aamuain1svauresiadeldensauiu
ilosnifn Cr Lﬁmqqsﬁu

Dapsone, pentamidine, flucytosine, unknown A25MASUINSITeNTauFulunsalla su

Uselevdunnnintnwilesainnistasuen

Suui AN ARwIN Y




8. 98A255239 (Precaution) wazdavinuly (Contraindication)®

A19199 6 LARNITOAITTE IV

don199239 AUz
Condition
Hematologic 11J'LLu$ﬂ’ﬂut2:\f‘171lﬁ ANC< 500 cells/ML , Hb <8 g/dL %38 platelet count <25,000 cells/JL
Toxicity mﬁxﬁmzi’ﬂuﬂﬂwﬁlﬂu cytopenias afyjLﬁuLLaﬂu;jﬂaaﬁ%umﬂﬂlmﬂiz@ﬂw‘%amimﬂ%ﬁ

NeutropeniasiniinfulugsdUaviwsnvsedunminassveamssn uderaindulavniile
Tusgndnnisine Snnuwaddnazsuiuiinigly 3 8 7 Tundsanugaen aIsnsIaCBC

28719UDEASY

Impairment of f51891U58AU serum creatinine WinTulugUlsgeenguazithenuanaeeioieiilasueni

Juitwrolnsiudae 1y 81 cyclosporine wag amphotericin B

o—

Renal Function

Impairment of Toyaanvesdnd 38a GANCICLOVIR luruaenfiwugiidmsuau (RHD) 91avilviinnis
Fertility Jugamsasalsulumanedinsmvsenns wareravilinanisasyiuglugvds
Fetal Toxicity Jauaanvesdn’ erananelufivrenmsnluassdladleliinansinssa

Y
Avdaipasyiusuuniivldnisauiudeegdiussaninaseninnisinyiazegetay 30

Turdainssnw dveaistasunisuuzdibidnnisaudndalugnanssnuiazegetles 90

JUNFINITS NN

dovinuld (Contraindication)
Wl Uaefidennis hypersensitivity reaction fid1Agyn19adfin 19U anaphylaxis #8871 ganciclovir,

valganciclovir 38 acyclovir
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