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HauioHnaavHuil hapmayesmuunuil yHigepcumem

KBAJIIGIRKAIIA OBJIATHAHHA JJIA
BUTOTOBJIEHHA I KOHTPOJIIO AKOCTI
MA3EH B YMOBAX AIITEKH

ITOBIJOMJIEHHA 1.

OBJAIJHAHHSA OJd SMIIIIYBAHHSA

HUuX Kpainax.

IIposedena Keaniixayis ma ananis acopmumeHmy cyiacrozo 06.1a0HAHR A, AKe BUKOPUCTMOBYEMbCA
npu npoeedenHi 3MIWULYBAHHA 8 NPOYeCi BUZOMOBAECHH A eKCMEMNOPALbHUX Ma3ell 6 Ykpaini ma 3apy0ic-

Knwuwosi cnosa: excreMnopaJjbHa pelenTypa, M aKi Jikapcbki opmu, KBamidikaiia obragHaHHS.

IIOCTAHOBKA ITPOBJIEMHA

M’saxki mikapcbki dopmu (MJI®P) 3 maBHiIX uaciB
3aliMaloTh 3HAUHe Miclie cepel; aCODTUMEHTY JiKiB
anTeYyHOro BUTOTOBJEeHHA. ChoromHi JiKyBaHHS
Hi OJHOTO 3 AePMAaTOJIOTIYHNX 3aXBOPIOBaHb HE 00-
XOAUTHCS 0e3 X 3acTocyBaHHsA, OCKiJIbKY BOHU JO-
3BOJIAIOTH B CBOEMY CKJIaJi ITIOEIHATY Pi3BHOMAaHITHI
3a (hapMaKoOJIOTIiYHOIO [i€l0 aKTWBHI iHTrpenieHTH
3 MeTOIO BILJINBY HA OKpeMi eTanu mepebiry 3axBo-
proBauH4 [1].

OcHOBHOIO BuMOroW 10 arKocti MJID crarti
“M’saki mikapchKi 3acobu AJiA MicCIIeBOr'O 3aCTOCY-
Bauas”N [IDY [2] € BiamoBigHICTS PO3MIPY YACTOK
Ta OmHOPimHicTH (piBHOMIipHicTH posmoziny ycix
KOMIIOHEHTiB Masi B OCHOBi), IIf0 AOCATA€ThCSA HAa-
JIEKHUM IIDOBeJleHHAM IIpOliecy 3MiNTyBaHHA IIPU
mpuroTyBaHHi Jikapcskoi popmu (JID). OTixe, mpo-
Iec 3MillTyBaHHA € OJHUM i3 OCHOBHUX €TaIliB BUTO-
ToBaeHHA MJIP epeKTUBHICTH AKOTO 3aJI€3KUTh Bix
TUITY 00paHoro o0JafHAHHA Ta HABUUOK (hapMaIieB-
Ta. PiBHOMipHUII PO3MmOAia Aif0OUMX KOMIIOHEHTIB
B OCHOBi Masi 3abe3mneuye ONTHMAaJbHUU TepaleB-
TUYHUH epeKT IOTOBOTO Iperapary Ta € TapaHTieio
#1010 BUCOKOI AKOCTi i BixmoBigmHocTi Bumoram [[DY.

AHAJII3 OCTAHHIX JOCJAIOJKEHD
TA IIYBJIKAIIIA
AHnauris giTepaTypHUX ZaHUX MOKAa3aB, IO OIMCAH-
HS Cy4YacHOTO 00JIaJHAHHS AJIs1 BUTOTOBJIeHHA MJID
B aNTEeUYHUX YMOBaX B OCHOBHOMY B3yCTPidaeThCS

© Casyenko /1. I1.,, 2015

y 3apyoiskHuX mKepenax [4-11]. ¥V BiTuusHAHUX ITy-
Osikamnisax maHa iHopMallid IpPakTUYHO BiCyTHS.

BUAIJIEHHA HE BUPIIIEHUX PAHIIIE
YACTHH 3ATAJIBHOI IIPOBJIEMHU

3milicHeHHS aHaJi3y JIiTepaTypHUX IKepes Ta
mauux mepexki Internet BigHOCHO icHYyIOUOI B HEUX
iHdopmarii momo cyuacHOro o0JagHAHHA IJIA BU-
TOTOBJIEHHS €KCTEMIIODAJbHUX Masel, aHaJis
KBasiikamiiHUX XapaKTepUCTUK o00JamHAHHA
€ CBO€UACHUM Ta aKTyaiabHiM. ToMmy mo BuKOpumC-
TaHHS HOBOTO OOJIafHAHHS IPU BUTOTOBJEHHI JID
€ rapaurieio BignmoBigHocTi JI® cyyacHuM BUMOram
IO AKOCTIi.

®OPMYJIOBAHHS IIJIEM CTATTI
3 oryIAxy Ha Ije METOI0 JOCIiIKEeHHA CTaB OTJIAL Ta
KBasjidikaiia HoBoro obJagHAaHHSA, IKEe BUKOPUC-
TOBYETBHCA [OJIsTI BUTOTOBJEHHS Masell B alTeYHUX
yMOBax.

BUKJAJL OCHOBHOI'O MATEPIAJIY
JOCJINKEHHSA

Buwmoru o o6nagHaHHA, IKe MOYK€ BUKOPUCTO-
BYBaTHUCh y alITEUHOMY BUT'OTOBJIEHHI MiCTUTB cTaT-
Ta «795» «Pharmaceutical Compounding — Non-
sterile Preparations» («Anreune BUTOTOBJIEHHS —
HeCTepUJIbHI TpenapaTu») KepiBHuITBA 114 anTeu-
uux npaniBaukis CIITA[12] ta crarTs «1075» «Good
Compounding Practices»
BUTOTOBJIeHHA») Papmaromei CHIA gma anrteu-

(«Hanexxna npaxrtmka

Hux npaniBHukiB [13]. 3rizgHo 3 BUMOramMu ZaHUX
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craTeil o0JagHAHHS TOBUHHO OYyTU BUTOTOBJIEHE 3
MaTepiasiB, AKi 6 He BCTyIIaIud B PeakIliio 3 KOMIIO-
HeHTamu JIP, He MaJIu 3AATHOCTI 10 iX abcopOIrii Ta
He BILJIMBAJIM HA YUCTOTY BUTOTOBJIEHOTO IIperapa-
Ty. Bubip Tumy Ta posmipy obysamHaHHA IJIA IpU-
TOTYBaHHSA 3aJIEXKUTD Bix Buay JI®, AKy HE0OXigHO
IIPUTOTYBaTH Ta Bif i1 HeoOxixzHOI KimbKOCTI.

O6sagHaHHA HeOOXimHO 3axuIiaTé Bing 3abpya-
HEHHS Ta PO3TAIIOBYBaTHU B MicIii, qe Oyso 6 3pyu-
HO H10r0 BUKOPUCTOBYBAaTH Ta MUTU. ABTOMaTUYHE,
MexaHiuHe, eJeKTPOHHe Ta iH. BUAW OOJaJHAHHA,
sIKe BUKOPUCTOBYETLCA Y IIPOIECi BUT'OTOBJIEHHSA
abo mpu mepeBipii AKOCTI mpemapariB TOBHUHHO
0yTu BUacHO mpokaJjiopoBane. [lepen nmpoBegeHHAM
TeXHOJIOTIUHUX omepaIiii HeoOXiZHO BIIEBHUTHUCH B
TOMY, 110 oOpaHe BiAmoBigHe 00JaJHAHHA AJIA BU-
roToBJeHHS JID.

IIpomec mpuroryBaHHA €KCTEMIOPAJLHUX Ma-
3ell NOYMHAETHCA 3 BifBaKyBaHHA iHTPEJieHTIB
JI®. IloganbIimMu TEXHOJIOTIYHMMU OIepaIisaMu
IpY BUTOTOBJIEHHI Maseii € BiAMipioBaHH:A, IJIaB-
JIEHH#A, PO3UYMHEHH A, IUCIIePTyBaHHA, EMYyJIbI'yBaH-
Hs, 3MIiIITyBaHHA, OXOJOAKEeHHS Ta ynmakoBKa [3].
BuxomAaum 3 TEeXHOJIOTIYHUX OIepal[iii, OCHOBHUM
o0JIagHAHHAM, SKe BILJINBAE Ha SAKIiCTH T'OTOBOTO
MPOAYKTY € Baru Ta cTynkKu. Ha cborogHinHii feHn
OiJBIIiCTh BUPOOHMUUX aITEK OCHAIIEHi eJIeKTpPo-
HHUMMU BaraMu, AKi JO3BOJIAIOTH 3 OiJIBIIIOI0 TOUHIC-
TI0, Hi’K PYYHi Baru, IpoBECTH IPOIlEC BifBaKyBaH-
HS CKJIaZOBUX KOoMIIOHeHTiB MJID.

Kepawmiuni, papdopoBi, CKIAHI CTYOKU Ta mec-
TuKu (moBHicTiO dapdoposi, kepamiuni abo KOM-
6inoBaHi) i mOCi BUKOPUCTOBYIOTHCA B AITEYHOMY
BUTOTOBJIeHHi. fIK iX aJjpTepHaTMBa B 6araTbox
antexax CIIIA mepexonsTh 10 BUKOPUCTAHHS eJIeK-
TPOHHUX CTYIIOK Ta IeCTUKis [4-6, 8].

Opnieto 3 Mapok Takux mpuiaaniB € cepigs UN-
GUATOR®, aka Briouae Aekinbka mogeneit: UN-
GUATOR® B, UNGUATOR® B/R, UNGUATOR®E,
UNGUATOR®E/S, UNGUATOR®2100[7, 11], Buro-
ToBseHi B Himeuunni. Bei mogeni ocHameni moto-
POM, SIKU JO3BOJIAE PETYJIIOBATU MIBUAKICTH PO6O-
TH IPUJALy 3 OTJIANY Ha IPOIUC, AKUU HEoOXigHO
BUTOTOBUTH.

UNGUATOR® B ta UNGUATOR® B/R npusuaue-
Hi IJI BUTOTOBJIEHHS Maseil 06’emoMm Big 15 mo 200
MJI, IX BUKOPUCTAHHSA ITOTPe0y€e PYUHOTO PETYIIOBaH-
HA IIBUIKOCTI Ta PyYHOr'0 yIIPABJIiHHA KOHTEHHEPOM
A 3MilTyBaHHA KOMIIOHeHTiB. [Ipyrmii mpuiarn
OCHAIIIEHWI MOTYKHIIIIUM MOTOPOM, HA€ MOMKJIU-
BiCTH IUPIIIOr0 BUOOPY WIIBUAKOCTI IPUTOTYBAHHSA
Ta TOYHIMIOro ii KOHTPOJIIO, TUXIIIN# B POGOTI.

B mozeni UNGUATORPE 36iibIinieHa MBALKICTE
npuroryBaHHa JID Ta Hamama MOMKJIUBICTE BUOO-
Py Yacy i IIBUAKOCTiI IPUTOTYBaHHS Ha MOHITODL
npunany. IlpusHauena amsa npuroryBaHHA MJID

o0’emom 15-500 mu. Mae pyuHmii (mepemimenas
KOHTeMHepa BHU3 PEryjleThbca (hapMalleBTOM) Ta
aBTOMATUYHUI TUI YIPABIiHHA (BCi IIpomecu pery-
sroe cam npuaaxn). Mogenrs UNGUATOR®E/S [7, 11]
€ YAOCKOHAJIEHOI BEPCi€I0 MomepeHbOI MOIEJTi.

UNGUATOR® 2100 [7, 11] moBmicTi0 asTo-
MAaTH30BaHUM 3 MOXKJIMBICTIO YIPABJIiHHA uepes
BJIACHUH MOHiTOp abo uepe3 xomm’rorep. IIpusnua-
yeHuit nas BuroroBiaeHHA MJIP o6’emom 15-1000
MJI, OCHAIIIEHWI OBOMa MOTOpPAMU, Ma€ OijbImumit
Bubip mapameTpiB g 3MiITyBaHHS, HAJa€ MOXK-
JIUBICTH IIOIIEPEJHLOTO 3aIUCy INpOrpaMu 3Mi-
myBaHHA KoMnoHeHTiB MJID. Ilepen mouarxkom
OPUTOTYBAHHA MOYKHA 00paTHM TOTOBY IIPOrpamMy
a0o 3amucaTu BJIACcHY.

Hosuukoro 2013 pory € npuiaag UNGUATOR® Q
[7, 11]. IIpuia g MOBHICTIO aBTOMATU30BAHUIL 3 MOK-
JIUBICTIO IIOBHOT'O 3aIlUCy IIPOIeCy IPUTOTYBaHHSA
JI® Ta itoro KopuryBaHHs, AKIIO Iie Oyae HeoOXin-
Ho. OcHallleHU BaJilOBAHUMYU IIPOTPaAMaMU IIPU-
roryBaHHA MJI® B 06’emi 15-500 ma. Basa ganux
npujany MiCTUTb PeKOMeHIallii 1o IpUroTyBaHHIO
YNCJIEHHUX IIPONNCiB, IO 3abe3leuye OTPUMAHHSA
BUCOKOSIKiCHOTO IPOAYKTY.

BukopucranHs gaHuUX OpUIagiB, O0COOJUBO
UNGUATOR®2100 Ta Q rapauTye OTpPUMaHHS BHACO-
KOSKIiCHOTO IPOAYKTY 3a ITapaMeTPOM OJHOPiTHOCTL
BigmoBiguo 10 JAPY [2], OCKiIbKU AO3BOJIAIOTH aB-

TOMAaTHU3yBaTH IIPOIleC BUTOTOBJIEHH (Tab. 1).
Tabauma 1

IIOPIBHAJIbHA XAPAKTEPUCTHERA
SAKOCTI MJI® ITPU BUROPUCTAHHI
3BUYAVHOI TA EJEKTPUYHUX CTYTIOK

3oBHim- | OxHo- ;
o L. YnpaBiainaa
O6nagpanHsa HIMBU- | PUHICTS | anoM
raang JID Maasi P A
Kepamiuna it + o)
CTyNKa
UNGUATOR®B
raB/R +++ ++ py4He
®
UNGUATOR®E +++ +++ aBTOMATUYHE
ta E/S
UNGUATOR®
2100 ++++ ++++ aBTOMaTHUYHE
UNGUATOR®Q | +++++ +++++ | aBTOMaTHUHE

IIle omumM i3 mepemoBux obJaAgHAHb IPU BU-
roroBjenHi MJI® € BUKOpUCTAHHS KOBIAKiB s
THOPOIIKiB 3 rema-QiJbTpoM, 110 JO3BOJSIE 3a1I00ir-
TH TepexpecHi# KoHTamiHarii mopomrxkoBoi macu
Ta BIMXAHHIO 11 (papMaIleBTOM IpPU IOAPiOHEHHI.
dDinpTp 3maTeH IMOIJIMHATA HAWMEHINI YacTOUYKU
THOPOIIIKY, AKi HEMOXKJINBO IIOMITUTH HEO30POEHUM
OKOM. BuUKOpucTaHHA KOBIIAaKiB A03BOJIAE 3amI00ir-
TH DPO3MUJIEHHIO PEYOBMH Ta IOTPANIAHHIO B JID
Heba'KaHUX KOMIOHEHTIB [5, 8], a Tako:x rapanry-
BaTH BiamoBiguicTs [IPY 3a MOKa3SHUKOM MiKpo6io-
Joriuna uymcrtora [2].
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15 BUTOTOBJIEHHA MaKCHMAJBHO I'OMOTEHi30-
BaHuUX Ta oxHopimHmx MJI® B GaraThox amTeKax
CITA BuKOpPHUCTOBYIOTHL MaseBi myuunu [4, 5, 6, 8].
BropoBam:xkeHHs Ix B anTeyHY IPaKTHUKY 3abeslie-
4yuTh BigmoBiguicTe Bumoram DY [2] mo posmipy
vyacTok MJI® Ta ogHOpPiAHOCTI rOTOBOI Maai.

Opaum i3 Takux MmunHiB € Dermamill 100 [9, 10].
3a momomoroio 1uGpoBoi maHesgi mpuaany gapma-
IIEeBT MO’Ke KOHTPOJIIOBATM IIBUAKICTH HOro po-
00T Ta BYNMHUTU HOro B OyAb-AKuil yac. Miaun
OCHAIIIEHUIT CKPeOKOM, AKWUHA 3JaTHUN mnepemi-
IIyBaTUCh B3HOBXK poJsmkiB. IIpm BukopmcTamHi
MJIMHA YAaCTHMHKYW TBEPAUX KOMIIOHEHTIB MOXKYTH
6yTu moxpioueni go 20 mpu (0,02 mm). PonukoBuii
MeXaHi3M rapaHTye TOUHUN PO3MIOZiJl TBEPAUX pe-
YOBUH B Maai, ii meaepariito, a TaKOXK AOCATHEHHSA
MaKCUMaJbHOI TOMOTI'€HHOCTI.

Muuna EXAKT 50 EC[11] mae mexaHiuHMI Ta aB-
TOMATUYHUM 3aXUCT BiJ TeperpiBaHHs, OCHAIIIEHUH
NOTYXHUM MOTOPOM, OYy3Ke JIETKO DPO30Upaernhcd,
o0aJHAHU CKPEOKOM, CHJTY AKOTO MOYKHA PeryJIio-
Baru. [Ipusang mae rpagyiioBaruii mudepbiaT, SKUH
IO3BOJISIE TOUHO BUOMPATH HEOOXiAHI pesKuMu.

Miuua EXAKT 50 Three Roll [11] mae moxju-
BiCTH peryjioBaHHS BifcTaHI MidK poJuMKaMu 3a
PaxXyHOK YOTO MOXKHA JOCATTH OITHMAJBLHOTO IIO-
IPiOHEHHA PEUOBUH Ta OTPUMATHU MAKCHUMAJIBHO I'0-
morenry MJID.

O6uaBi MapKu MJINHIB 3a0€3I1eYyI0Th OTPUMAaH-
HaA ogHOpizHMx MJI® 3 onTMMaJIbHUM pPO3MipoM
YaCTOK CKJIAJIOBUX IHIPENi€HTiB, X0U i MAaIOTh AeAKi
BigminHOCTi (Tab. 2).

Taxum uymHOM, HOBE OOJaSHAHHS, SIKUM MO-
JKYTh OyTH OCHAIIleHI BUPOOHUYI allTEKU HO3BOJISE
orpumyBaru MJID, axi 6 BizmoBimaau Bcim Bcra-
HOBJIEHUM (papMaKoIeiiHMM BUMOraM Ta 3a Bcima
TIOKa3HUKAMU AKOCTi He mocTymnajaucs 6 mpemnapa-
TaM 3aBOACHKOI'0 BUDOOHUIITBA.

BUCHOBKHY 3 TAHOI'O JOCJAIAJKEHHSA TA
ITEPCIIEKTUBHU IIOJAJBIINX PO3BIIOK
1. ITpoBeneHO aHAIiI3 aCOPTUMEHTY Ta KBaJi(i-
Kallilo cy4acHOro o0JaJHAaHHA [IJId BUTOTOBJIEHHS
MJI®D B anTeuHUX yMOBaX.
2. BukopucTaHHA Cy4acHOro OOJIaTHAHHS XO-
3BOJISIE BUITYCKATHU CYYacCHI eKCTeMIOopaJIbHi JiKap-

CBbKi IpemapaTu HaWBUIIOI AKOCTi, 3 BiAmOBiAHUM
IIOKa3HUKOM 0e3IIeKU Ta TOUHOCTI J03yBaHHA.
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Tabuusa 2
IIOPIBHAJIBHA XAPAKTEPUCTUKA MJIMHIB, AKI MOKYTbH
BHKOPUCTOBYBATHUCH B AIITEYHOMY BUTOTOBJIEHHI
Marepiaa . . . . .
Ilpunan poIHKiB KinskicTs poankis IlepeBaru npuianis IIpogykTUBHIiCTH
Dermamill 100 KepaMika 3 LH(POBA HAHEIS 3 IYIOMHHBiCTIO asros 20-120 ma/xB
MATUYHOTO YIPABIiHHSA IPUJIAL0OM
Exact 50 EC; nudpoBUi iIHAUKATOD AJIA TOUHOTO
EXAKT 50 Three dapdop 3 BCTAHOBJIEHHA BificTaHi MisK ponu- 7 Kr/TOox.
Roll Kamu
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JI. II. CaBueHko

KBAJINOUKAITUA OBOPYTOBAHUA AJIA ITPUTOTOBJEHUA

U KOHTPOJISI KAYECTBA MA3EM B YCJIOBUAX AIITEKH

Coo6menue 1. O6opynoBaHue JJIsi CMEIINBAHUA.
TIpoBenena kBauUKaUA ¥ aHAJIN3 ACCOPTUMEHTA COBPEMEHHOT'0 000Dy JOBAHUS, KOTOPOE
HCIIOJIBb3yETCA IIPU IIPOBEIEHN M CMEIIINBAHUA B IIPOIleCCe IPUTOTOBJIEHUA S9KCTEMIIOPAJbHBIX
Masell B YKpauHe U 3apy0esKHbIX CTpaHaX.
Kniouesvie cnosa: sxcreMopabHasi PELENTypa, MArKUe JeKapCTBeHHbIe (DOPMBI, KBaJIU-
bukranuga o60pya0BaHUS.

UDC 615.12:615.454.1

L. P. Savchenko

QUALIFICATION OF THE EQUIPMENT FOR THE PREPARATION AND

QUALITY CONTROL OF COMPOUNDING OINTMENTS.

Message 1. The equipment for mixing.
Qualification and analysis of the modern equipment range which use for mixing process in
the compounding ointments preparation in Ukraine and foreign countries were carried out.
Key words: compounding preparations, semi-solid preparations, equipment qualification.
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