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Resolution CM/Res(2016)2
on good reconstitution practices in health care
establishments for medicinal products for parenteral
use -
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OsBa Pe3onyuunja tpeba aa ycmepu oanyky
PYKOBOAMOLLA 34paBCTBEHE YCTAaHOBE O TOMe rae Tpeba
na ce 06aBU PEKOHCTUTYUMja: y anoTeun Uam Ha

ofe/bemby.

o

OofBas

(Risk assessment checklist)
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Y npuHumny, peKoHCTUTYyuUKnja nekosa Tpebano bu aa ce
ob6aBsba y anoTeum, Noa ycI0BOM Aa CY UCNYHEHU
YCNOBM 3a be3beaHy npunpemy CTeEPUIHUX Npenapara.
PeKOHCTUTYUMU]a 33 KOJy Ce cmaTpa Aa je HUCKOT PU3UKA
MOXe ce obaB/baTh Ha BONHUYKOM oaesberby (Y3
YNyTCTBO ogrosopHor ¢papmaueyta — COI).
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JlekoBe Koju ce pPeKOHCTUTYULLY Ha OAe/bely UAEANTHO
Tpeba npunpematu WTO BAMXKe BpemeHy ynotpebe.

PeKoHCTUTYMCaHMM npenapaTuma Tpeba pyKoBaTu U
Tpeba nx yysatn y cknagy ca SmPC (Summary of
Product Characteristics / Sazetak karakteristika leka).
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[MTpobnemun Koje npeno3Haje dapmaLeyrT:
>MPOPaYyH A03e/KOoHLEeHTpaumje
»MUKPOOKMONOLWKA KOHTaMUHaumja (cTabunHocT)
»UHKOoMNaTtubmnnmje (dmsamnmyko—xemmjcka ctabumaHocT)
»>XeMMU|CKa KOHTaMMHauuja
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LLITa je xeMUjCKa KOHTaMMWHaumja?
* byjarbe henunja, mytareHocT
* HeHOpManHe BpeaHocTn hennja Kpsu
* KOA, TPyAHMLUA rybuTak nnoaga nnm mandopmauuje
nnoaa
* abgommnHanHm bon, rybutak Koce
* paHe y Hocy, noBpahake
e owitehemwe jeTpe
* KOHTAaKTHU AepPMaATUTUC
* a/Ieprujcke peakumje Ha KoOXn n/munam cny3oKkoxKu
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CIVAS (PIVAS) noapasymeBa LEHTPa/IN30BaAHY
npunpemy (nog Haa3opom papmaveyTa):
> 1.V. aHTUBMOTMKA/aHTUMUNKOTUKA, aHTUEMETUKA,
aHaNTreTuKa...
> MeLLlaBMHa 3a NapeHTepanHy UcxXpaHy,
> XemoTepanuje,

> paanodapmaleyTUKa.
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3a paa y CIVAS—y nocebHa nnueHua 1 3a
dapmaueyTe n 3a papmaLeyTcKke TeEXHUYaPE,
HAaKOH O0byKe y Tpajarby o4 6 Ao 12 meceun!
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CIVAS nogpasymeBa npMmeHy acenTUYHOr NOCTYNKa
paga.
AcCenTUYHM NOCTYMaK: Nnpunpema /ieKosa o4, CTePUTHUX

NO/1IA3HUX KOMMNOHEHTU NOCTYNKOM KOJU KOHTaMMHaUU]y
NIeKa TOKOM npunpeme cBoAM Ha Hajmaky moryhy mepy.
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AcCenTUYHM NOCTYNaK CNPoOBOAN Ce NPUMEHOM
NaMMHAPHUX KOMOPa.

“TammnHapHO” — KpeTatbe Ba3ayxa je C/10jeBUTO
(namuHapHo), 6e3 TypbyneHumnje; obeszbehyje ce
oarosapajyha uncrtoha Basayxa — cteneH A (ISO 5).

Ba3ayx Koju ynasun y pagHu NnpoCcTop Komope
cTepuancaH je nponackom kpo3 HEPA duntep (High
Efficacy Particulate Air).
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"pass-box"

klupa

kretanje vazduha

kretanje materijala
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He 6uno Koju
MmaTepunjan 3a oaeno

He 61no Koja macKa

He 6uno Koje
PyKaBuLe
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QuapoS %«»

Quality Standard for the Oncology Pharmacy
Service with Commentary

Published by German Society of Oncology Pharmacy
(DGOP e.V.) for the European Society of Oncology
Pharmacy (ESOP)
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Wiping Path

Overlapping strokes

Flip Flip
Wipe Wipe
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lllustration of Pull-lift Technique

1st Stroke: Lift the sponge mop and place
it on the surface at a manageable distance.
Pull it toward you.

1st Stroke

2nd Stroke: Lift the mop again, place
it down at the start of the first stroke,
overlapping the first stroke by around
10% to 20%. Pull it toward you.

3rd Stroke: Repeat.
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Cleaning Frequency

Site

Minimum Frequency

Primary Engineering Controls (work surfaces)

e At the beginning of each shift

e Before and after each batch

o After spills

e Every 30 minutes during continuous
compounding

e When surface contamination is
known or suspected

Primary Engineering Controls (all inside Daily
surfaces)

Countertops and easily cleanable work Daily
surfaces

Floors Daily
Walls Monthly
Ceilings Monthly

Storage shelving

Monthly

Carts, doors, refrigerators, incubators Monthly




Table 6.2 Recommended frequencies of physical monitoring

Rooms Pressure differentials between rooms

Before beginning of work, usually daily. °
Ideally system should be alarmed

Pressure differentials across HEPA filters

Before beginning of work, usually daily

Particle counts

Quarterly in the operational state

|solators Pressure differentials across HEPA filters

Before beginning of work, usually daily

Isolator glove integrity

Visual checks between every preparation

Isolator pressure hold test (with gloves
attached)

Weekly if equipment allows and if
equipment open/breached.

Table 6.3 Recommended frequencies of microbiological monitoring

Direct working environment Background environment
(Grade A zone)

Settle Plates Every working session Weekly

Glove finger dabs At the end of each working N/A
session

Surface samples Weekly Monthly

(swabs or contact

plates)

Active air samples Quarterly Quarterly
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Oral Cytotoxic Drug Administration

Care should be taken so that tablets and capsules are
tipped from their container directly into a disposable
medication cup.

After the patient has taken the tablet/capsule, also
without handling it, the medication cup should be
discarded as cytotoxic waste.

Many tablets and capsules may be dispersed in water,
and the pharmacy will advise accordingly. It is best to
contact the pharmacy if it is necessary to use oral
cytotoxic agents to produce a mixture.

CYTOTOXIC g
CAUTION %
HANDLE WITH GLOVES &
DISPOSE OF PROPERLY
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Positive pressure isolator
Work involving non-hazardous
materials

Negative pressure isolator
Work involving hazardous
materials, antineoplastic or
cytotoxic compounding
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Simulation: Gloves Removed
g
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3aTBOpPEHM CUCTEMM 3a TpaHchep nekosa — 3CT/1 )
(CSTD — Closed System Drug Transfer Device) G

©

Cunctem 3a TpaHcheEpP /IEKOBA KOjU MEXaHUYKM CNpeyaBa
TpaHchep KOHTaMUHALM]jE N3 OKONIUHE Y CUCTEM
(“nothing in”) n oTnywTare nexka nam ncnapemwa BaH
cuctema (“nothing out”).




PhaSeal

Evolutionary Timeline of Key CSTD
Developments in the United States

Device Manufacturer FDA Cleared
PhaSeal Becton, Dickinson & Co 1998
Carmel Pharma (original)
Spiros ICU Medical 2005
Texium with Carefusion 2006
Smart Site
OnGuard with B.Braun (US distributor) 2006
Tevadaptor Teva Medical (manufacturer)
ChemoClave ICU Medical 2008
_ f’ Equashield Plastmed, Ltd (original) 2009
DoResasE Sphiros
p SureConnect? Baxter Corp 2010
Baxa (original)
i ChemoLock ICU Medical 2013
Vialshield Carefusion 2013
Equashield Il Equashield 2014




nothing in — nothing out
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Membranes

Protector

Injector
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XBAAA HA JIAKHA !!!
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