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TI onuaivel apTio TTEPIBAAAOV
TTAPACKEUNC YOANVIKWY PAPHUAKWV?

( 1075) GOOD COMPOUNDING PRACTICES
Change to read:

The purpose of this chapter is to provide compounders with guidance an applying good compounding practices for the preparation of compounded farmulations for dispensing and/or administration to humans or animals. &This
chapter is intended to provide information as a supplement to other relevant chapters. The following discussion is applicable to those engaged in compounding preparations in all pharmacies_auysezs It 15 expected that pharmacists
or compounders engaged in the compounding of drugs will compound in conformance with applicable state and federal compounding laws, regulations, or guidelines.

Good manufacturing practices (GMP) are the practices required in order to conform to the guidelines
recommended by agencies that control authorization and licensing for manufacture and sale of food, drug
products, and active pharmaceutical products. These guidelines provide minimum requirements that a
pharmaceutical or a food product manufacturer must meet to assure that the products are of high quality
and do not pose any risk to the consumer or public.

Good manufacturing practices, along with good agricultural practices, good laboratory practices and good

clinical practices, are overseen by regulatory agencies in the United States, Canada, Europe, China, and
other countries. Source wikipedia



https://en.wikipedia.org/wiki/Good_agricultural_practice
https://en.wikipedia.org/wiki/Good_laboratory_practice
https://en.wikipedia.org/wiki/Good_clinical_practice
https://en.wikipedia.org/wiki/Good_clinical_practice

Resolution CM/ResAP(2011)1 on quality
and safety assurance requirements for
medicinal products prepared In
pharmacies for the special needs of
patients

(Adopted by the Committee of Ministers on
19 January 2011 at the 1103rd meeting of the
Ministers’ Deputies)
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Oa (NTAOW ATTO KATTOIOV TPITO VA UE
acloAoynoel

* Ebappoyrn Tou OXETIKOU EPWTNMATOAOYLOU OO TPLTO
npoowrno/ocuvepyatn/oilo

* BonBela amno stalpeia mov 6pacTnPLOTOLELTAL OTOV XWPO
* Fagron, Syndesmos



EVOEIKTIKO

e Xwpog, kataAAnAotnta, kabapLlotnta, e€0EPLOLLOC
* E¢omAlopoc K cuvtripnon tou

* Apxeia ntapaaBic/mpwtwyv VAWV

e Apxela dtadikaoLwv

* Ermlonpovon mepLEKTWVY



Kal ye Ta atroteAEouaTa 117?

* [epApxNON WC MPOC TNV CNHULAVTILKOTNTO

* [epapxNoN WC MPOC TO KOOTOC EPAPUOYNC

* [epapxnon wg nPog TNV eukoAia dlatnpnong
* lepapxnon wg mPOG Tov XpOvo epapuoynG

* Reality Check



Egapuoyn?

* Xpovodlaypopupo

* [1pOUTIOAOYLOUOG

* [pooBetn eknaidevon
e Reality check?



2. XEOIAYPOAMMA OTITIKNC YWVIAC




[1aTI va EXW YPATITEC OIOOIKATIEC KAl va
TNPW apxeia?
Good records are needed for both internal and external purposes*

Essentials of Pharmacy management, PhP Second Edition

Suitable record keeping is a vital part of extemporaneous
preparation. Poor record keeping can lead to dispensing errors...*

*Pharmaceutical compounding and dispensing, PhP Second edition

Compounding Pharmacists must keep the records required by the
states in which they practice as well as those charachteristic of a well

operated compounding pharmacy*

*The Art, Science and Technology of Pharmaceutical Compounding, APhA



SoPs kabapidtntac

FPAMTH AIAIAIKAZIA MA TON KAGAPIIMO TOY XQPOY MAPAIKEYHI FAAHNIKON

IKEYAIMATQON
FPATTTH AIABIKUTIN NO. ...ttt e e s e e e e s es s s sasan s s s s s s nnnnenens 2
T I o 2
HUEPOUNVIL EVUPENE IOKUOG...oa e cerrrceerererrerasannasarasnansssssessssesesesnsnes 01/05/2014
ZUVTAXONKE QTTO....cc e e e e emsme e smenes Nahavrd Avva, QapPaKOTTOIOC
EvKpIilnKe amo. ... ..o -...KaKoviko¢ Kwylvog, ODapHakoTrolog

A. YTreuBuvoTnTeC Kol apHodIOTNTES
Y1eu8uvocd yia Tnv spappoyn Ko Tic diadikaaisg cival n @appakotroidg Ka [alavrd Avva.

B. Ikomog
2KOTOC autng e diadikaaiag sivar n dilaopdhion Tou cwoTtol KaBapiopou OAou TOU ¥wpou

KaBw¢ Kol Tou efOTTAIOpOU, GOTTOU  TIPAYUATOTIOIETAl 1 TIAOPOOKEUR TWV  YAANVIKLOV
TEELCTLICTTION



SoPs

* BaBpovounon twv uywv

* DUANO Mapaokeunc yaAnvikou
* [TAUCLLO OKELWV

e Juvinpnon tou e€omALlopoU

* MapaAafn mMpwTwWV VAWV

* Mapalafn meplekTwv

e KAlLATIOUOC



HuepoAoyio AaBwv? INapoAiyo AaBwv?

e [LOTL VO TO KAVW OUTO?



KaTtaypa@rn ovouaoTIKNG TTapddoonc?

e Qo urtopovoa vol tuéENow TNV aloPAAELD LE TNV ATTAN AUTN
kaBoplotikn Kivnon?

* Y€ IPOLOVTO OVOOUOKEVQLOLAC?



Evolution of species #ignoramus
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HMEPOMHMNIAL NAPAIKEYHE

EMAP=H:1,3/2016

AIAAIKAZIA NAPAZKEYHE

O 1. %z orodibl [Oyong JUyiLETaL n MeoOTNTE TOU A,

O 2. Ez oykopsTpues KOAWSpO MpooTIBEToL Pikpr MOCOTN TR ToU B, T poldv Tov 1 KoL PE EMKpoloEg(tapping)
TANEOUTOL LE T0 B PHEYDL TOV UTTOACYLTLEVD OYKOD.

O 3. To mpoidv Tou 2 $EPETOL OF MAROTLES QYRMEIKEDN KOTEAANACU OYKOU KOL ONOYEVOTIOLEITOL ps avaSsuon oF
YEPMAED TEXUTATES Pid 307 LE AETLGa puag xensns.

O 4. To mpoidy ToU 3 Ypnoomosita akokouBwyeog T oGnples ToU KOTHOKSURSTH YL TNy TANEwan Tou

kTaAAnAoU aplBpol Kodouioy.

O 5. Tompoidy Tou 4 oroumifetal shadpd, peradepetal oTov TEMKD TEQLEKTY.

O &EmkolALEToL M ETKETO ORLOVENC,

EAEMXOI NOIOTHTAE

O Eisyyoc opuowouopdiac Bapous - Amobskra pe Baan tny
dapuokomoe Spu

IYMEHKEE DYAASHE

IE QEPMOKPALLA AQMATIOY

KPOMNOL Z0OHE

& MHNEE ANO THN HMEPORHMNIA NAPAIKEYHE

IYIKEYAELA

MAAETIED EKOYPOXPOMO QIAAIAID

OAHMIEE XPHEHE

EPTAETHPIO IOADKAHPOIHES3/2016
FAAHNIKDMN
IATPOE IATBENHE THAEDQONO ENIKOINOMNIAE
N&APATHPHEEIZ
*  Agol Eyouy poypatomoln8el oL kaTddhniol paBnuatikol uodhoyLopol, kaTahkiyouprs
OO CUPMERNOHE WG YL Ty napackewn 100 knboulny KUOTivAg S00ME Kpaiagovian
50g cystine.
s Emiong ywwpilioups mwe to sxboye mov Bo yerowporowm Bsi sivan n cellulose.
*  XpnowomowUps Kalouksg Mo 0, pa v pla Kalouka STamsita kv dykou 0,67ml.
OMATE, Y1 100 EAPoUAES anoteinat kéwg dykou 67ml. Adol Aoméy fuyisoups TV
KOTEAANAN TTOCOTITO AP, CUNTANPWYCUME TOV OYKD TIOU QITEITELTRL YLE TNV TagLoKsUr
TWwv KRy ouhoy JE TNV EaTaihnin moodtnta skboyou.
s  MNuopooksudctkay 400 caps cysteing S00mE.
** ot Zeaps: Nohopdrn) AaTspivn.
HWVEPORMENLS BEQPHTIKH INTIEBEILA
NPOTEE YAEE KATAFKEYAFTHE MAPTIAX AHEHT a |'| "
A Gysting FAGRON 15K02-HD9-00054 12/18 l50E S0E
B :Cellulose FAGROMN 15E07-H10-00125 J0E/19 lad s7mil Ad &s7ml

EYNBHKEL MAPAIKEYHE Sepuokpaoin: 22 °C - Yypooio51%
NAPAIKEYATTHE MAMANTA AMNA
ETIKETA
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YTTapXel OPpeAOC?
#tgemizeitinkardia
TLopeAn exw aro tnv opbn

ePpapUOYN TWV TIPAKTIKWYV
OTO EPYOLOTNPLO LOU?



Elval TO gpyacTtnplo
VOANVIKWYV €va OOXEIO TTOU
ETTIKOIVWVEI JE TO UTTOAOITTO

POPUAKEIO?

MNw¢ aAAnAeriibpouv?



2.0C EUXOPIOTW TTOAU!
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