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ITIOPIBHAJIBHA OIITHRA BIITBOPIOBAHOCTI
SHAYEHD RF ITPU BUROPUCTAHHI METOAY
TOHKOIIIAPOBOI XPOMATOI'PA®II

B PAMKAX ITPOT'PAM ITPO®ECIHHOI'O
TECTYBAHHS JIABOPATOPIN

3 ROHTPOJJI0 AKOCTI JIIKAPCBRUX 3ACOBIB

IIposedena nopienanvHa oyinka eidmeopiosanocmi 3HaveHvb Rf Onsa ditowoi pewosunu ma domiuwiox
memodom moukouraposoi xpomamozpadii (TLIX ), ompumarnux 6 x00i npogedenna mpvbox MacumabrHux
docaidiceny, 6 AKUX 634ALU Yuacmy KiabKa 0ecamrie 1a60pamopiil 3 KOHMpoaio Axocmi AiKapCbKuxX 3a.c0-
6is y 2004-2008 pp. IIpu nopiéHaArHi cmamucmuinux 0aHUX pe3yibmamie npogedenux 00ciifxieHb cno-
cmepizanace menOeHyis nozipuleHH pe3yabvmamie eidmeoprearnocmi snaienv Rf 0na ecix mpvox zpyn
Jzabopamopiil-ywachuyb (1abopamopiii mepumopiaibHux 0epicasrux iHcneKyiil 3 KORMpoaw AKocmi Ji-
KapcvKux 3aco0i6, Yyno8HO6AMeHUX L1ab0pamopiii ma 1a6opamopiil 6imuu3HAHUX PAPMAUEBMULHUX Ni0-
npuemcma) maiixce 8 2 pasu. Biomeoprasanicmov 3navendv Rf 3a 06’eOnanum cmandapmuum 8i0xunenHam
SDlab miavku 0aa nabopamopiii mepumopiaavHux incnexyiit 3 2004 no 2008 p. nozipwunacay 1,4 pasu.

Mouimopune pe3yromamie idmeoproearnocmi 3navenv Rf dossonus oyinumu pieens komnemenmmoc-
mi nabopamopiii-yuacuuys I1IIT npu eurxopucmanni memody TIIIX, nedocmamuio epekmuenicms npo-
6edenHs KopuzysarvHux 0iil rabopamopiamu 01 3a3HA4eH020 Memoldy ma KPUMuU4LHUIL CMmaH KORMPOJLIO
axocmi nikapcvkux 3acobie memodom TIIX 6 yinomy.

Kawuosi caio6a: KOHTPOJIb AKOCTi, JIiKapchKi 3acobu, mporpamMu mpogeciiitHoro TecTyBaHHs JabopaTo-
piit, TOEKOMIapoBa Xpomarorpadis, BiATBOPIOBaHICTD, KoedinieHT yrpumyBaHHa (R)).

IIOCTAHOBKA ITPOBJEMHA THYHO OI[iHUTH PiSHUIIO y BeauunHax R, mpu mpo-

Meron TomkomapoBoi xpomarorpadii (TIIIX)
IIMPOKO BUKOPUCTOBYETHCA MHJidA imeHTudikarii,
HAIMiBKiJIBKICHOrO BU3HAUEHHS JOMIIIIOK Ta Kijab-
KICHOrO BU3HAUEHH:A [JiI0UYMX PEYOBUH y KOHTPOJII
axocti gikapcekux 3acobiB [1]. Kpim Toro, THIX
BBaYKAEThCA OJHUM 3 HAWONTUMAJIbHIIIINX METOLIB
[JIs BUABJIEHHS (asbcudiKoBaHUX JiKapChbKUX 3a-
co0iB [2, 3], B ToMy umcii 3 BUKOPUCTAHHAM 3Ha-
ueHb R, y pisHux cucremax pyxomoi pasu.

IIpoBemeHHs cUCTEeMaTUYHUX AOCITiIKeHb Bin-
TBOPIOBAHOCTi 3HaueHb R, y BiTumsHanumx mabo-
paTopifix 3 KOHTPOJIIO AKOCTi JiKapchbKUX 3aco0iB
metonom TIIIX cramoBuTh Benukwuii iHTepec. Pe-
3YJIBTAaTU TAKUX AOCIiIKEHDb NO3BOJISAIOTH CTATHUC-
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BeJIeHHI KOHTPOJIIO JIiKapchKUX 3acobiB y pisHHX
J1a60paTopisax, IO BIJINBAE HA HNPUNHATTA HUMU
pilleHb IIPO BiATIOBiAHICTE ITepeBipeHNX 3pa3KiB BU-
moram crernudikaiiii.

3HaueHHd Iiel pisHWIi, BUpaKeHOi y 3HAUEHH]
SD,,,,» Moke OyTH BUKOPUCTaHe AK AOAATKOBUH iH-
IUKATOP AJIS OI[iHKY 3aTaJIbHOTO PiBHSA KOMIIETEHT-
HocTi Bcix saboparopiii-yuacuuns IIIIT Ta/abo ix
OKpeMuX rpyu (iabopaTopiil TepuTopiaJbHUX Aep-
JKAaBHUX 1HCHEKIIili, YIIOBHOBaXKEHUX JiabopaTopiit
Ta JiabopaTopiii BiTUMBHAHUX (apMaleBTUUYHUX
nigmpuemcts) [4].

Kpim Toro, pesynbratu mux gocaifKeHb € IMif-
CTaBOIO IJIf IPOBENEHHS KOPUTYBAJbHUX Aill nia
MOJIITIIIIeHHSI SKOCTi BUKOHAHHS aHaJi3y MeTOIOM
TIIX [4].

Axicmy, cmandapmusayis i cepmudivayia é papmayii
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AHAJII3 OCTAHHIX DOCJAIIKEHD
I IYBJIKAITINA

Oninka BinTBOPIOBaHOCTI 3Ha4YeHb R, B 26 1a60-
paropiax [ep:xkaBHOI iHCTIEKIIi1 3 KOHTPOIIO AKOCTi
JikapcbKkux 3aco6iB MO3 VYkpainu Bmepime Oysa
npoBenena y 2004 p. B Xo4i CKPMHIHTOBUX HOCJi-
IKeHb 263 3paskiB yid BuABIIeHHA (asbcudikoBa-
HUX TabJIETOK KO-TPUMOKCA30Jy (cyabdamerorca-
3oxy i rpumeTonpumy) merogoM TIIIX y nBOX pisHEX
cucremax pyxomoi dasu [3]. Ilo pesysbraTam mmx
IOoCaifKeHb OyJia IpOBeJeHa CTATUCTUUYHA OIliHKa
BiITBOPIOBAHOCTI 3Ha4YeHDb R, B pamKax oxHiel miac-
TUHKN, MijK IJIJaCTUHAMHU B OAHil Jytabopatopii Ta
MiK1a60paTOPHOI BiATBOPIOBAHOCTI 3HaYeHDb R, [4].

3a pesyJbTaTaM¥ OI[iHKY BiATBOPIOBAHOCTI 3HA-
ueHb R, y mux gocrimxeHHAX OyJ0 BCTAHOBJEHO,
o ob’egHaHe 3a 000Ma PEUOBMHAMM i METOAUKA-
MU CTaHJApTHEe BiAxuieHHA Bapiamii sHauens R, B
pisHmx naboparopiax SD, , mopisaioBaso 0.11, i me
MepeBUIIYBAaJIO JOBipumit iHTepBaJ 4Jid HMOBipHOC-
ti 95% [5] 6uimsbko 0.22. CTaTUCTUYHO HE3HAUYIIE
PO3XOIKEHHA MiK IBOMA J1ab0paTopiAMuU AOPiBHIO-
Baso V2 * 0.22 ~ 0.30 [5]. Ll BesnunHA KOpeIOBa-
Jia 3 CEPeJHBOI0 MaKCHUMAaJILHOIO Pi3HUIIEI0 BeIUYNH
R, (0.40), xapaxTepusyBajia DeaJbHY MOKJIUBY
CTATUCTMYHO HE3HAUYIly DISHUIIO BelwdnH R,y
pisHEX Jaboparopiax i migTBepAKyBaJsia HEKOPEK-
THIiCTb BBeIeHH A, Ha TOI Yac, KOHKPETHUX BeJIUUYNH
R, nna inenTudikanii peyoBHH B aHAJITHYHO-HOP-
MaTHUBHY JOKYMEHTAIIil0 Ha JIiKapchKi 3acobu [4].

BUAIJTEHHSA HE BUPINIEHUX PAHIIIE
YACTHUH 3ATAJILHOI ITPOBJIEMH

AXKTyanbHOIO 3a1aUel0 AJIA OIiHKY PiBHA KOMIIe-
TeHIIil 1abopaTopiil 3 KOHTPOJIIO IKOCTi IIKaPChKUX
3aco6iB npu BukopucrtaHHi Metony TIIIX e mepio-
OVYHUN MOHITOPUHT BiZTBOPIOBAHOCTi 3Ha4YeHb R,
ITe Ba:xJIMBO AJIA PO3YMiHHS TOT'O, AK 3 YaCOM 3Mi-
HIOETHCA PiBeHBb POGOTH J1abopaTOpPiil A1 OTPUMAH-
HA pocToBipHUX pesyuabraTriB TIIIX-Bu3HaueHHA Ta
HacCKiIbKU e(QeKTUBHE NIPOBENEHHSA KOPUTYBaJb-
HUX Oili IJIs1 3a3HAUEHOT'0 METOMY.

MoskauBicTh TPOBENEHHA TaKUX HOOCJiIKeHb
HaJaoTh nporpamMu mopodecifiHOro TecTyBaHHA
(IIIIT) maGopatopiii [6].

BukopucraHES BciMa yyacHUKaMu CTaHIAPTU-
30BAHOr0 IIPOTOKOJIY HOCJiJKeHb, ONHAKOBUX Tec-
toBux (T3) Ta crammapraux 3paskis (C3), ogHaKO-
BOI'0 THUITY ILJIACTUHOK JO3BOJISIE OTPUMATH METOLOM
TIHIX BenuKWii MACUB MOPiBHAJIBHUX TaHUX.

30KkpeMa, B X0Ai IpoBeseHHa 6-ro Ta 7-T0 payH-
niB IIIIT naGoparopiiMu-y4yacHUKaMu OyJIM OTPHU-
MaHi pes3yJabTaTHM HAaNiBKiJIbKiCHOTO BU3HAUYEHHSA
piBaa gomimox metomom TIIX BigmoBimuo y T3
nexcunanTenousy (2006 p.) [7] ra T3 maneinoBoi Kuc-
snortu (2008 p.) [8].

Kpim BnacHe pesysibraTiB BUBHAUEHHSA BMiCTy
noMmiiok, oprauisaropu IIIIT Takosk oTpumau y
3BiTax J1abopaTopiii-yyacHUKiIiB BEJIUKY KiJbKiCTb
NaHUX 3HauYeHb R, misam ocHOBHOI pedoBwHH T3 Ta
JOMIIIIOK, III0 BU3HAYAJIUCS, AKi AOIiJbHO 6 0yJIO
OLiHUTH Ha BiATBOPIOBAaHICTL 3Ha4YeHDb R, i mopisHA-
TH OTPUMAaHi y focaimxensi [4], 6-my [7] Ta 7-my [8]
paynpax IITIT snauerna SD,

®OPMYJTIOBAHHA IIJIENA CTATTI

Metoro mocaimskenHs Oyia OIliHKa 3arajbHOTIO
piBHA BigTBOPIOBaHOCTI 3HaYeHDb R, Bcima tabGopaTo-
piamu-yuacaukamu IIIIT-6 Ta IITIT-7, Ta mopiBHAH-
HS IIUX pe3yJbTaTiB 3 pe3dyJabTaTaMU, OTPUMAaHUMU
y mocaimxenni 2004 p. [4].

Takosxk Oyn0 IiKaBUM NOPIBHATU pPe3yJIbTATHU
BiZITBOPIOBAHOCTi 3Ha4eHb R, y pisHuX rpymax Ja-
6oparopiit-yuacaukis IIIIT (1a6oparopiit TepuTopi-
AJILHUX 1HCHEKIIi#, yIIOBHOBaKeHUX JabopaTopiit
Ta JiabopaTopiii BiTUMBHAHUX (apMaleBTUUYHUX
IiATIPUEMCTB), B T.4. iX 3MiHU Y TPHOX BKa3aHUX 0~
CIiIKEeHHAX.

BUKJAJ OCHOBHOI'O MATEPIAJIY
JOCJIOJKEHHS

B xozxi poGoTu omiHoBajacs BiATBOPIOBaHICTH
sHaueHb R,, orpumanux npu TectyBanHi T3 3a n80-
ma merogukamu TIIIX, 1o 6yau po3pobJieHi 3a mo-
Horpadiamu €Bpomneiicbkoi (hapmakorei (ED):

A) Ilepesipka BiATBOPIOBAHOCTi 3HaUEHD R, mpo-
BOAMJIACA [AJISI OCHOBHOI DEUOBMHU — [IEKCIAHTe-
HOJIy Ta IOMIIIKM — 3-aMiHOIPOIIAHOJY Ha OCHOBI
BUIIPOOYBaHHA «3-AMiHompomaHos» MoOHOTpadii
«dexcnanrenos» [7].

B) Ilepesipka BinTBOPIOBaHOCTI 3HaYeHb R, mpo-
BOAMJIACA AJI OCHOBHOI DPEYOBMHM — MaJeiHOBOI
KUCJIOTH, AOMIIIKM — ()yMapoBOl KHCJIOTU Ta He-
imenTH(iKOBaHOI JOMIIIIKY Ha OCHOBI BUIIPOOYBaH-
Ha «Dymaposa xKuciaora» moHorpadii «MaseiHoBa
KucJyora» [8].

Bunpobysauua metomom TIIIX mpoBoguimcs i3
JOTPUMAHHSAM TOJIOKeHb 3arajbHux crareit (DY
2.2.27. ToukomapoBa xpomarorpadis [9] ta 2.2.46.
Metogu xpomarorpadiunoro posginensa [10].

JlaGopaTopii-yyacHUKY IPOBOJUJIN JOCJIiJKeH-
H 3TiJHO IPOTOKOJIY, PO3PO0IeHOTO opraHisaTopa-
mu IITIT Ha ocHOBI HaZaHOI METOAUKY BU3HAUCHHST
BMicTy gomimku. PesynbraTu Ta mpomisKHi gaHi 3a-
HOCHUJIY 0 HaJaHuX (opM 3BiTiB.

Opraunizaropamu IIIIT-6 6ysniu orpumani 3BiTu 3
pesyJsibTaTaMU BU3HAYEHHS CYIIPOBigHOI ZOMIIIKuU
3-aminonmponanoay y T3 mexkcrnaHTEHOJY MeTOAOM
TIIX Bix 40 maboparopiii-yyacHUKiB, B TOMY 4YuC-
ai: 19 maboparopiit BiTunsHAHUX (hpapManeBTUIYHUX
nignpuemcts (BPII), 13 nabopaTopiii TepuTopiaab-
HuX nep:kaBuux incmekiii (TI) ra 8 ymoBHOBakKe-
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HUX J1abopaTopii, 1o 34iACHIOI0THL KOHTPOJIb SKOC-
Ti JikapchbKUX 3aco6iB [7].

Opranizaropamu IITIT-7 6ynau orpumani 3BiTH
3 pe3yJbTaTaMU BHU3HAUYEHHA BMICTY IOMIIIOK y
T3 maneinoBoi Kucsotu Bix 46 maboparopiii-yuac-
HUKIiB, cepen arux: Oysnu 24 naboparopii BDII, 14

naboparopiit THI Ta 8 ymoBHOBakeHUX JiaboparTo-
piit (VJI), 110 3mifiCHIOIOTH KOHTPOJIb AKOCTI JIiKap-
CbKUX 3aco0iB [8].

CraTucTMuyHa OI[iHKa BiATBOPIOBAHOCTI 3HAa-
ueHb R, mpoBogmiack Ha mifcTaBi OTpUMaHUX

eKCIepUMEeHTAJbHUX JMJaHUX 3a BciMa BugamMu

Tabaua 1

EKCIIEPUMEHTAJIbHI BHAYEHHS R, TEKCITAHTEHOJIY TA CYIIPOBIJHOIL
JOMIIIKH 3-AMIHOIIPOITAHOJIY JABOPATOPIV-YYACHUKIB IITIT-6

R, nasam Ha Xpomarorpami*®
Ne 3/m Kox ma6oparopii IInama qomimku
OcCHOBHA IIJIAMA JEKCIIAHTEHOX 3-amimonpomano:
1 28 0,53 0,28
2 2 0,63 0,22
3 38 0,56 0,24
4 44 0,63 0,26
5 4 0,60 0,28
6 30 0,26
7 36 0,60 0,25
8 5 0,55 0,23
9 33 0,56 0,215
10 34 0,56 0,17
11 7 0,59 0,25
12 10 0,6 0,3
13 32 0,56 0,24
14 16 0,59 0,23
15 6 0,63 0,30
16 12 0,47 0,16
17 43 0,78 0,29
18 19 0,52 0,22
19 42 0,76 0,34
20 18 0,49 0,16
2. 27 0,68 0,31
22 24 0,60 0,24
23 20 0,656 0,259
24 29 0,59 0,25
25 37 0,78 0,58
26 13 0,69 0,58
27 31 0,59 0,23
28 41 0,63 0,22
29 23 0,56 0,24
30 25 0,55 0,22
31 11 0,53 0,14
32 3 0,57 0,19
33 15 0,58 0,20
34 8 0,59 0,25
35 9 0,56 0,24
36 17 0,59 0,19
37 40 0,59 0,19
38 22 0,74 0,23
39 21 0,59 0,23
40 1 0,56 0,18

INpumimrku: * — KinbKicTs 3HAUYIMUX Mudp pe3yIbTaTiB, HaABEJeHUX y TabuuIi, BifoBiae HaBegeHUM

y 8BiTax y4acHUKIiB.
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Tabauia 2

3ATAJIBHI PESYJBTATH JOCJIIIAREHHA BIZTBOPIOBAHOCTI
3HAYEHD R, JEKCIIAHTEHOJIY TA CYIIPOBIJHOI JOMIIMIKHA
3-AMIHOITPOITAHOJIY JIABOPATOPIN-YUYACHUKIB

1 PT— OcHOBHA ILIIAMA HJIH'Ma TOMIiIIKH
EeKCIaHTeHOJI 3-amiHOIpOMaHOX
KinpkicTs pesynbraris 39 40
Cepenne sHaueHHA R, 0,60 0,25
Inrepsan sHauens R, 0,47 - 0,78 0,16 — 0,58
Maxcumanbhna pisauns R, misk nuactTunamu 0,31 0,42
CrannapTHe BiixuieHHA 3HaueHb R, 114 KoxHOI peuoBurH (SD) 0,072 0,087
Bignocue crangaptHe Bigxuiaenus (RSD, %) 11,9 34,8
?Sa];aJ;bHe o0’egHaHe CTaHAAPTHE BiAXUJIEHHA 3a 000Ma PeUOBUHAMU 0,08
tot:

THIX-nyacTuH, 1110 BUKOPUCTOBYBAJIU JlabopaTopii-
Yy4YacHUKM, 3TiTHO IIiAX0AiB, omucanux B [4].

Y Tabn. 1 HaBeneni sHaueHHA R, 3i 3BiTiB M260-
paropiii-yuacaukis IIIIT-6, npu BusHaueHHi BMicTy
cynposinHoi gomimku 3-aminonponanosy B T3 gex-
CHAHTEHOJIY.

3uavenHa R, HeoOXimHO BU3HAUATH 3 TOUHICTIO
o cotux [4, 7]. Oguax Tpu Jabopartopii He KoTpU-
MaJuch faHoi Bumoru. Jlaboparopii mix xkomamu 20
Ta 33 Haja MW 3HAUeHHA R, i3 ToumicTio M0 THCAU-
HUX, a jaboparopia mix kogom 10 Hazaa 3HAUEHHA
R, is TounicTio 1o necatux. Taki nani BusHaueHi AK
HEKODPEeKTHi pe3yJbTaTy, BOHU IIO3HAUYEHi cipuM KO-
JbopoMm y Tabuuii 1.

Jlaboparopia mixg Komom 30 He oTpuMaJsia MKOA-
HOI mJIAMHM Ha XpoMarorpaMmi BHUIPOOOBYBAaHOTO
pPO3YUHY, TOAlI AK HA XpOMATOrpamMax PO3UYUHIB I10-
piBHAHHA nyiAMu cunocrepiranuch. Ile morsio 6yTu
MIOB’SI3aHO 3 IOMUJIKOIO IIPU IPUTOTYBaHHI BUIIPO-
0OBYBaHOI'0 POSYMHY, IOMMJIKOIO IIpH HOr0 HaHe-
CeHHi, HeHaJIeJKHUM BCTaHOBJIEHHAM IIJIACTUHKHU 00
xpomaTrorpadiuHoi Kamepu TOIIIO.

Ha mipcraBi omep:kaHMX HMEPBUHHUX JaHUX i3
Tabauni 1, Oysau pospaxoBaHi 3arajbHi JaHi 1070
BiITBOPIOBAHOCTI 3HaUeHDb R, MexcnaHTeHOIy Ta Cy-
IIPOBiZAHOI AOMIMKKM 3-aMiHOIIPOWAHOJY B DPisHUX
nabopaTopiax, 10 HaBegeHi y Tabaurli 2.

I3 Tabauni 2 BUAHO, II0 BiAHOCHE CTAHAAPT-
He BiixwmieHHA 3HaueHb R, B pisHmx jnabGoparopi-
ax (RSD, %) [5] nna mexcmauTenoay (11.9%) Gysio
Maiiyke B 3 pasu MeHIIe, HisK AJIA JOMIITKY — 3-aMi-
Homponauoay (34.8%). ¥V Toit ke uac, abCOJTOTHI
craugapTtHi BigxumenHa (SD) [5], 3 ypaxyBaHHAM
mpuOJIU3HOCTI TaKOI OIiHKY, OyJIn Maiiske OLHAKOBI
(0.072 ta 0.087).

MakcumanbpHa pisHEHIA R, Mix mracturammn
IS OeKcmaHTeHosy Oyia mpubuausuo B 1,4 pasu
HUKUe, HiK I AOMIIIKKM — 3-aMiHOIIPOIIaHOJY.
ITe moB’si3aH0 3 GiJIBIIOI0 BiJTHOCHOIO ITOXUOKOIO BU-
MmipoBaHHA R, pu #0r0 HUBLKKUX 3HAYCHHAX.

¥ rabauni 3 HaBeneHi sHaueHHA R, 3i 3BiTiB 114~
6oparopiit-yuacuukis IIIIT-7 npu BusHaUeHHi BMic-
Ty IOMIIOK: (hyMapoBOl KUCJOTU Ta HeimeHTuUdi-
KOBaHOI JJOMIIIIKM B TeCTOBOMY 3pa3Ky MaJIeIHOBOL
KHCJIOTH.

ITig wac TecTyBaHHA Hepes YIaCHUKAMU CTOSJIO
3aBIaHHS PO3PAXyHKY 3HaUeHb KoeilieHTy yTpu-
vyBaHHA (R)) Ana naam, omep:KaHMX Ha XpoMa-
TorpamMax. AHaJid 3BiTiB BUABUB iCHYBaHHSA IIPO-
6JieM I10/10 PO3PaXyHKY Ta HalaHHA 3Ha4YeHb R, [8].
Hesparkaroun Ha 3ayBakeHHd [7] y monepegHEOMY
payHai momo HeoOXimHOCTI BU3HAUEHHS 3HAUYEH-
Ha R, 3 TounicTIO 10 COTHX, JabopaTOpii-yuacHUILL
oig xogamu (1, 8, 35, 39, 43, 50, 58) 3HOBY He mO-
TPUMAaJINCh AaHOI BUMOTH. JlabopaTopid (mwig Komom
6) magana sHauenHa R, 6inemie 1, mo ¢GisudaHo He-
moxkauBo. Taki maHi Oysiu BU3HAUEHi TK HEKOPEK-
THi pe3yJIbTaTy, i BOHU II03HAYEHi cipuM KOJIbOpPOM
y Tabanni 3.

Ha mincraBi omepsxaHMX NEPBUHHUX NaHUX i3
Tabauni 3, 6ysu po3paxoBaHi 3araJyibHi JaHi m070
BiATBOpIOBAHOCTI 3HaUeHb R, ManeinoBoi KucaoTH,
JOMIImKM (hymMapoBoi KMCJIOTH Ta HeifeHTH(iKOoBa-
HOI IOMIIIIKYU B PisHUX JabopaTopiax, 110 HaBeAeHi
y Tabunii 4.

Haui Tabauii 4 migTBepAKYIOTH BUCHOBKH, II[0
Oysu 3po6JieHi npu aHaurisi Tabaui 2. S3okpema, ab-
COJIIOTHE cTaHZapTHe BinxuieHusa SD [5] ycix cmo-
JIYK 3HAYHO Kpallle BiTBOPIOETHCS, Hi¥K BigHOCHE
RSD [5]. MakcumanbHa pisauna R, mix mracru-
HaMHU [JI OCHOBHOI PeUYOBMHU OyJia TAKOMK HIUIKYA,
HiK IJIS TOMIiIIIOK.

PesysbraT 3arajabHOrO 00’€IHAHOTO CTAHIAAPT-
moro Bigxmmenna SD, . (0,11), pospaxosanoro sa
piBuauaam (12) [4], 6yB gemo ripmum y IIIIT-7 y
THOPiBHAHHI 3 3araJIbHUM Pe3yJIbTaTOM 00’€THAHOTO
crangapraoro Bigxumennsa SD, , (0,08) y ITIIT-6.

ITopiBEANBHI pe3ynbTaTy BiATBOPIOBAHOCTI 3HA-
ueHb R, oTpuMaHi DisHMMM TpymnaMu y4YaCHHUKIB
IIIIT-6 Ta IIIIT -7, maBegeni B Tabaui 5.
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Tabaunia 3

EKCIIEPUMEHTAJIbHI 3HAYEHHS R, MAJIEIHOBOI KHCJIOTH TA JOMIIIKH &Y MAPOBOIL
KHUCJIOTU TA HEITEHTU®IKOBAHOI JOMIIIIKA JJABOPATOPIA-YYACHHUKIB IIIT-7

R, nasam Ha XpomaTtorpami*
Ne 3/m Kon na6oparopii IInama IInama gomimkn IInama
MaJIeTHOBOI KMCJIOTH (dyMmapoBa KucIoTa HEeBM3HAYEHOI JOMIilIKK
1 42 0,30 0,69 0,80
2 20 0,39 0,72 0,81
3 6 5,7 10,0 11,0
4 29 0,32 0,69 0,77
5 37 0,33 0,72 0,79
6 11 0,27 0,69 0,81
7 1 0,423 0,805 0,880
8 15 0,44 0,78 0,89
9 30 0,50 0,78 0,88
10 5 0,38 0,75 0,82
11 22 0,23 0,42 0,48
12 12 0,25 0,55 0,65
13 8 0,4 0,73 0,88
14 13 0,38 0,71 0,82
15 18 0,53 0,89 0,95
16 14 0,55 0,87 0,94
17 40 0,26 0,89
18 33 0,23 0,37 0,48
19 48 0,42 0,77 0,89
20 50 0,27 0,7 0,86
21 17 0,55 0,82 0,88
22 26 0,23 0,73 0,86
23 55 0,34 0,72 0,83
24 58 0,29 0,54 0,605
25 60 0,30 0,53 0,62
26 44 0,56 0,83 0,87
27 41 0,45 0,68 0,73
28 53 0,41 0,78 0,86
29 47 0,30 0,50 0,57
30 28 0,39 0,66 0,80
31 54 0,42 0,78 0,87
32 43 0,3 0,6 0,7
33 32 0,38 0,72 0,79
34 39 0,4 0,6 0,7
35 57 0,30 0,73 0,81
36 46 0,37 0,61 0,70
37 61 0,47 0,76 0,83
38 52 0,29 0,72 0,78
39 56 0,30 0,75 0,85
40 62 0,43 0,80 0,86
41 59 0,51 0,86
42 25 0,43 0,70 0,75
43 49 0,27 0,75 0,78
44 35 0,18 0,415 0,52
45 23 0,29 0,53 0,64
46 9 0,46 0,74 0,85

INpumimrku: * — KinbKicTs 3HAUyIUX nudp pesynabraris Ta Hassu TIIIX-nracTrH, HaBefeHUX y TabIH-

i, BiAMOBiJaf0Th HaBEeIEHUM Y 3BiTaX y4aCHUKIiB.
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Tabaus 4
3ATAJIBHI PE3SYJIBTATHU JOCJHIAKEHHA BIATBOPFOBAHOCTI SBHAYEHbD
RF MAJIETHOBOI KMCJIOTH TA JOMIIIIKNA ®YMAPOBOI KUCJIOTH TA
HEII[EHTI/I@II{OBAHOI JOMIIIKHA JIABOPATOPIN-YYACHHUKIB IIIIT-7
OcCHOBHA ILIAMA Ilnama gomimkn Ilaama
IToxasHuk .. . . .. .
MaJjeiHOBa KMCJIOTa (dymapoBa KucI0Ta HeigeHTH(DiKOBaHOT TOMIiIIKK
KinpkicTs pesynbraris 45 45 43
Cepenne sHaueHHA R, 0,37 0,70 0,78
Inrepsan sHauens R, 0,18 - 0,56 0,37 -0,89 0,48 - 0,95
MakcumasbHa pisHUIA R, Mik
IJIAaCTUHAMU ! 0,38 0,52 0,47
CraHzapTHe BifXUJIeHHA 3HAYEHb
R, (SD) 0,098 0,125 0,120
BimHocHe cTaHZapTHE BiAXUJIeHHA
(RSD, %) 26,71 17,92 15,41
3araJsibHe 06’efHaHEe CTaHJaPTHE
BiXMJI€HHA 3a TPhOMAa PEUOBUHA- 0,11
mu (SD, )
Tabaus 5

MOPIBHAJBbHI PE3YJIBTATH BIZTTBOPIOBAHOCTI SHAYEHD R, ¥ IABOPATOPISIX
TAI, JABOPATOPISIX B®II TA YJI B PAMKAX IIIIT-6, IIIIT -7

Jla6oparopii TAI JlaGopartopii YnoBHOBaKeHi
nignpuemMcTB Jaboparopii

IITIT-6
CrannapTHe BinxuieHHa 3HaYeHDb R, 1715 ocHOBHOL 0,070 0,085 0,023
peuosunu (SD, )
CTaH.;:apTHe BifIXUJIeHHA 3HaUeHb R, 1y romimku 0,138 0,049 0,037
3-aminonponasnoxay (SD._ )
O0’egHaHe cTaHIAPTHE BIJIX‘I/‘IJJIeHHﬂ. 3a oboma 0,104 0,067 0,030
peuoBuHamu (SD ) y KoskHil rpymi
IITIT-7
CrangapTHe BiAXUJeHHA 3HAUYEHb R, s ocroBHOL 0,118 0,097 0,071
peuosunu (SD_ )
CTaHI.[apTIfe BifIXuJeHHA 3HaUeHb R, 1y gomimku 0,168 0,112 0,087
dymaposoi kucaoru (SD,_ )
CT.aH,}IapTH.e BlJIXI/I.iIeHHflI sHaueHs R, s 0,165 0,104 0,088
HeigenTudikoBanoi gomimku (SD._ ,)
O06’egHaHe cTaHZAPTHE Bl/:[X.IEJIEHHH. 3a TphOMa 0,150 0,105 0,082
pevosuHamu (SD ) y KosxHil rpymi

Ax BugHO 3 Tabaumi 5, o6’emHAHE CTaHIAPTHE
BiXUJIeHHA 3a 060Ma pedoBuHamu (SD, ), poapaxo-
BaHoro 3a piBHaHHAM (11) [4], y IIIIT-6 gmna nabo-
paropiit TII (0,104) 6ysi0 maiizke B 3 pa3u BUIIIUM B
TIOPiBHAHHI 3 pe3yJbpTaTaMu YIIOBHOBAXKEHUX J1a60-
paropiii (0,030) i maii:ke B 2 pasu BUIle B ITIOPiBHAH-
Hi 3 pesyabpraTamu Jsaboparopiit BPII (0,067).

Taka 2k B3aJie)KHICTH cmocrepirajacsa i Juasa
00’eIHAHOTO CTAHAAPTHOTO BiIXMJIEHHS 3a TPhOMAa
peuosunamu (SD, ) y IITIT-7 nma na6oparopiit TII
(0,150), 10 maiiske B 2 pas3u BUIle B ITIOPiBHAHHI 3 pe-
3yJbTATaMU YIIOBHOBaKeHUX jaboparopii (0,082) i
maiike B 1,5 pasu BuIle B IOPiBHAHHI 3 pe3yJbTaTa-
mu jaboparopiit BOII (0,105).

SIkmI0 X WOpPIBHATHM DPE3YJbTATU BinTBOPIOBA-
HOCTi 3HaUeHDb R, y KoxxHil 3 rpyn Mix payHAzamMu

IITIT-6 Ta IIIIT-7, To cmocTepiraeThCcA MOTiPITEHHA
Pe3yJabTaTiB JId BCiX TPHOX Pyl abopaTopiil Mmaii-
JKe B 2 pasu.

IIpu mnopiBHaAHHI pesysbTaTiB BiATBOpPIOBA-
HOCTi 3HaueHb R, Tinbkwm gma jpaboparopiit THI sza
00’efHAHUM CTAaHAAPTHUM BiIXWJIEHHAM, MOUYMUHA-
toun 3 2004 poxky [4], SD, , = 0,11, y IIIIT-6 SD, , =
0,104, a y IIIIT-7 SD,, = 0,150, mosxHa cnocTepira-
TU TEHAEHIIiI0 IOTipIlIeHHA pe3yabTaTiB B 1,4 pasu.

IToripienHs pes3yabTaTiB BiATBOPIOBAHOCTI 3HA-
ueHb R, 3a nepiozx 3 2004 no 2008 poxu CBigUUTE,
10 HecHcTeMaTuuHe TpoBegeHHA mporpam IITIT,
BiICyTHICTB Ai€BOI cucTeMU IMigBUIIEHHA KBaJsigi-
kanii cmiBpoGiTHUKiIB saboparopiii, HeeeKTUBHE
IIPOBEIEHHSA KOPUT'YBAJBHUX Aifl IOCTYIOBO IIPU-
3BOAATH [0 IIOTIpIIeHHS PiBHA KOMIIETEHTHOCTI

[9]
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JsabopaTopiii 3 KOHTPOJIIO AKOCTi JiKapChbKUX 3a-
co6iB B mismomy 3a meromom TIIIX. Taka curyamis
B Macmrrabax KpalHu MOKe COPUYUHUTYI 3MEHIIIeH-
HS BUABJIEHHA cyOCTaHIapTHUX Ta (haabcudikoBa-
HUX JiKapCbKUX 3aco0iB.

BHCHOBEKHU TA ITEPCITEKTHUBH
IIOJAJBIINX PO3BIAOK
PegysnbraTu mpoBeieHUX HOCHiIKEHH HAJAIOTH
MOKJIMBiCTB 3pO0OMTY HACTYIIHI 3arajIbHi BUCHOBKHU:

1. IlopiBHAHHA pPe3yJbTAaTiB TPHOX MACIITA0OHUX
MOCJIIYKeHb

2. (2004, 2006 Ta 2008 pp.) BigTBOPIOBAHOCTL
3HaueHb R, 3a 00’¢iHaHUM CTaHTAPTHUM Bif-
xuneHHAM SD  Tinbkwm aa maGoparopiit TII
(auHi — TepuTopianbHi 1aboparopii Hep:RiIik-
CAY:KOU YKpaiHu) MoKasaJo TeHAEHITiI0 oTip-
IMeHHA pe3yabTaris (30imbmennaa SD, 3 0,11
o 0,15).

3. B xozi mpoBenerHa 6-ro Ta 7-ro payaxis IITIT

4. cnoocrepiraeTbCa TOTIPINIEHHSA pPe3yJIbTaTiB
OO0 BiATBOPIOBAHOCTI 3HawWeHb R, mma Bcix
Tprox rpyn Jjgaboparopiit (TOI, BDII Ta ymo-
BHOBasKeHUX JiaboparTopii) maii:ke B 2 pasu
(86inmpmenna: SD,  (maa THAT) 3 0,104 no 0,150;
SD,,, (nna BPII) 3 0,067 mo 0,105; SD, , (mna
VJI) 3 0,030 mo 0,082).

5. Jlyia XxapaKTepUCTUKU BiITBOPIOBAHOCTI BeJu-
uuH R, 3HauHO

6. GinbIrie migxoAUTH abCOMIOTHE CTAHAAPTHE Bi-
XUJIeHHA (AKe MaJlo 3aJIeXKUTh BiJ 3HaueHb R,
i Tuny pevoBUMHM), Hi’K BiZHOCHe CTaHIAPTHE
BigxumenHa. [na ayKe Majmx HaBaHTAaYKeHb
HeBU3HAYEHICTh BeTMYnH R, 3pocrae.

7. PesynbTaTh 1010 BiATBOPIOBAHOCTI 3HAUEeHb R,
TIOKAa3aJIH, 110 3HaUYeHHA R, Terko sMiHIO0TLCA
3aJIeKHO BiJl yMOB IIPOBEIEeHHA €KCIIEPUMEHTY.
Tomy Ha JaHUH Yac HEMOKJINBO BUKOPUCTOBY-
BaTH KOHKDETHi 3HaueHHA R, nna inenTudika-
1ii peuoBuH 0e3 BUKOPUCTAHHSA CTAHLAPTHUX
3pa3KiB IIUX PEUYOBMH B aHAJITUUYHO-HOpPMAa-
TUBHIi# fToKyMeHTaIil TOGTO B (METOJaX KOHTD-
0JII0 AKOCTi JikapchKoro 3acody (MK JI3).

8. ¥V AKOoCTi KOpUrymo4ux il TepMiHOBO HEOOXia-
HO 3aIIPOBAJJUTH CUCTEMY PErYJIAPHOTO IiJgBU-
mIeHHA KBaJidikarii cuiBpobiTHUKIB J1abopa-
TOPill 3 KOHTPOJIIO AKOCTI JIiKapchbKUX 3ac00iB
mongo BuKoHaHHA BuMor DY y mpoBeneHHI
mocaisKeHb 3 BUKopuctranuaam meroxy TIIIX;

TIIX
ILJIACTHH; BpaXyBaHHA (PAKTOPiB, II[0 BILIMBA-

BUKOPUCTaHHS  CTAHJAPTU30BAHUX
I0Th Ha Ipolec xpomarorpadyBaHHs; BMiHHS
NPaBUJIBHO IPOBOJUTU PO3PAXYHKU 3HAUEHD
roedimienty yrpumysanua (R,) Ta magzasatu
KOPeKTHi 3HaueHHA R,.
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YK 543.544.743:615.11:615.07

C.B. Cyp, A.. I'pusony6, C.H. I'y6aps, /I.A. Jleontses, H.H. 3Bonunckas
CPABHUTEJIBHAA OIIEHKA BOCIIPOU3BOIYMOCTH 3HAYEHU R, IIPH
HCII0JIb30BAHUU METOJA TOHKOCJIOMMHOM XPOMATOI'PA®HNHU B PAMKAX
IIPOT'PAMM ITPO®ECCHOHAJIBHOI'O TECTHPOBAHUSA JIABOPATOPHUII

I10 KOHTPOJIIO KAYECTBA JIEKAPCTBEHHBIX CPE/ICTB

IIposesena cpaBHUTeIbHAA ONEHKA BOCIPOM3BOAMMOCTH 3HaueHui R, mma meficTeyromero
BeIIecTBa U IIpuMeceii MeTomoM ToHKoc oiHOH xpoMmaTorpaduu (TCX), mosrydeHHBIX B X0z€e
IIPOBEIEHUA TPeX MACIITA0HBIX MCCJIELOBAHUI, B KOTOPHIX IPUHAJNMN yUaCTHE HECKOJIBKO
IEeCsATKOB JlabopaTopuil Mo KOHTPOJIIO KauecTBa JieKapCcTBeHHBIX cpeacts B 2004-2008 rr.
Ilpu cpaBHEHUH CTATHUCTHMUYECKUX NAHHBLIX PE3YJIbTATOB IIPOBEJEHHBIX WCCJIEJOBAHUI Ha-
OsrofaTach TeHACHIIUA YXYAIIeHUA Pe3yIbTAaTOB BOCIPOM3BOJUMOCTH 3HaUeHNH R, ny1a Bcex
Tpex I'PYIII JJabopaTopuii-yuacTHUII (1a00paTOpUil TEPPUTOPHATIBHBIX I'OCYIapCTBEHHBIX MH-
CHEKIUH II0 KOHTPOJIIO KAaYeCTBa JIEKAPCTBEHHBIX CPEJICTB, YIIOTHOMOUYEHHBIX JabopaTopuit
U Ja00paTOpUil OTEeUEeCTBEHHBIX (PapMaIleBTUUECKUX MPeIIPUATHI) mouTu B 2 pasa. Boc-
IPOUM3BOJUMOCTD 3HAUEHUH R, 10 00'be[MHEHHBIM CTAHJAPTHBIM OTKJIOHeHUAM SD, | TONBKO
Iia paboparopuii TeppuTopuaabHbix nHCneKnui ¢ 2004 mo 2008 r. yxyamunacs B 1,4 pasa.
MOHUTOPHUHT Pe3yJIbTATOB BOCIPOM3BOAUMOCTU 3HAUCHHU R, MO3BOJMI OIEHUTL yPOBEHBb
KoMmIeTeHTHOCTHU Jaboparopuii-yuactaun IITIT npu ucnonbzoBanuu meroza TCX, Hemocra-
TOUHOH 3 (PEKTUBHOCTY IPOBEIEHNA KOPPEKTUPYIOIINX AeHCTBUH JIa00paTOPUAMY A1 TaH-
HOTO MeTOZa U KPUTUYECKOE COCTOAHIE KOHTPOJIS KAUeCcTBa JEKaPCTBEHHBIX CPEJCTB METO-

nom TCX B mesom.

KuaroueBsie cIoBa: KOHTPOJIb KavyecTBa, JIEKAPCTBEHHBIE CPEACTBA, IPOrpaMMbI Ipodeccu-
OHAQJILHOTO TECTUPOBAHUA JIa0OpATOPHMil, TOHKOCJOMHAaA XpoMarorpadus, BOCIIPOM3BOJLU-

MOCTB, Koo(hunuent yaep:xubanus (R,).

UDC 543.544.743:615.11:615.07

S. V. Sur, A. I. Grizodub, S. M. Gubar’, D. A. Leontiev, N. M. Zvolinskya

THE COMPARATIVE EVALUATION OF THE REPRODUCIBILITY OF VALUES R,
USING THE METHOD OF THIN-LAYER CHROMATOGRAPHY IN THE PROFESSIONAL
PROGRAMS TEST LABORATORIES FOR DRUG QUALITY CONTROL

The comparative evaluation of the reproducibility of values R, for the active substance
and impurities by thin-layer chromatography (TLC) was carried out in the course of the
three large-scale studies in which participated the dozens of laboratories for quality control
of drugs in 2004-2008. When comparing the statistical results of the research observed
trend of deterioration of the results of the reproducibility of values R, for all three groups
of participating laboratories (laboratories of the territorial state inspections for quality
control of drugs, authorized laboratories and laboratories domestic pharmaceutical
companies) is almost 2 times. Reproducibility of values R, for the combined standard
deviations SD, , for laboratories of the territorial state inspections from 2004 to 2008 years

deteriorated by 1.4 times.

Monitoring the results of reproducibility of values Rf allowed to estimate level of competence
the of laboratories-participants PPT when using the method TLC, lack of effectiveness of
the corrective actions for the laboratories and for the method, and the critical condition of

the quality control of drugs by method TLC as a whole.

Key words: a quality control, drugs, the professional programs of tests laboratories, thin-

layer chromatography, reproducibility, retardation factor (R,).
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