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Bctyn. Ha cyyacHomy eTani po3BUTKY CUCTEMU
OXOPOHW 300POB’S MONIMWEHHA AKOCTI MeAnyHoi Oo-
nomoru B YKpaiHi BBaXAETbCA OOHIEID 3 aKTyalbHUX
npo6semM CboroAeHHs i BOAHOYAC OCHOBHOIO LLiNIbOBOIO
bYHKLIEI MeagnyHoi ranysi. KnioyoBy posb B LbOMY Bi-
airpae cuctema crtaHgaptm3aadii MegmyHoi 4onomoru,
fKa cnpsiMoBaHa Ha AOCSArHEHHS ONTUMasbHOrO CTyne-
HS BMOPSAOKOBYBAHHS B OXOPOHI 300POB’ S LLASIXOM PO3-
POOKM i BCTAHOBJIEHHSI BUMOT, HOPM, NpaBuJl, xapakTe-
PUCTUK YMOB, NPOAYKLi, TEXHONOr i, pobiT, NOCnyr, Wo
3aCTOCOBYIOTbCSI B OXOPOHi 300pOB’s. Baxnnee micue
cepen TEXHONOTIN | pobIT, AKi nignaraTe CTaHOaAPTU3a-
Lii, HANEeXnTb BUKOPUCTAHHIO HanbinbLLl e(pPekTUBHUX,
6e3neyHnx Ta EKOHOMIYHO-A0LLINBbHUX NiIKaPCbKNX 3aC0-
6iB nig, Yac HagaHHA MeOMYHOI AOMNOMOr HACENIEHHIO.
CtaHpapTm3auis 3acTOCyBaHHS JikapCbkmx 3acobiB
3a6e3neyvyeTbCsi PO3BUTKOM (DOPMYISPHOI CUCTEMU

Ha BCiX PIBHAX yrpasfiHHA rany3sio — Bif, 3a-

30Kkpema y ii nigcuctemy i3 ctaHgapTuaadii MeguyHol
[0MNOMOrK, y OCTaHHI TpU POKN € HanakTMUBHIWNM. o-
LUITOBXOM [0 iHTerpauii cnyrysas nepexifg A0 Cy4acHOI
MeToA0n0rii 3 PO3POOKN KNiHIYHUX NMPOTOKONIB Ta Me-
OVYHUX CTaHOAPTIB Ha NPUHLUMNAX A40Ka30BOi Meanum-
HU, akmii po3noyascsa y 2009p. i3 3aTBEpOXEHHS Me-
TOOMYHMX PEKOMEHAALN, a B N0AaNbLLIOMY CTBOPEHHS
YHiIDIKOBaHUX KNiHIYHUX NPOTOKOJiB MEAMYHOI LONOMO-
rmn (YKIMMA) signosigHo oo Hakady MO3 YkpaiHu «[1po
CTBOPEHHS Ta BMNPOBALXEHHS MEeONKO-TEXHOMOMYHNX
LOOKYMEHTIB 3i cTaHaapTu3auii MeanyHoi onomMorun B
cuctemi MiHicTepcTBa OXOpPOHM 300POB’A  YKpaiHu»
Ne 751 Big 28. 09. 2012p., 3apeecTpoBaHOro B MiHIOCTI
Ykpainn 29. 11. 2012p. [1,2,3].

MeTta pocnipg)XeHHs — 30iNCHUTU aHani3 MeTo-
[ONOriyHoi OCHOBM NOOGYAOBM B CUCTEMI OXOPOHMU
300p0B’a YKpaiHu rany3eBux cTaHOapTiB, 30Kpema Jii-
KapCcbkmnx GOPMyNSapIB Ta KMiHIYHMX MPOTOKONIB MeNY-
HOI JOMNOMOTU.

Kfazly OXOopoHu 300poB’a Ao MiHicTepcTea
OXOPOHW 3,0POB’4.

TlepeuHHI IKepena JOKa30BO1

- oyl i pe3y/IBTaTH P
KOHTPOIbOBAHHX JOCTiIKEHD
- ony6TiKOBaHi 3BiTH HOCIIKEHb CTATTI

MeAHLHHH!
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OcHOB 3akOHOAABCTBA YKpaiHM MpO OXo-

BropusHi nxepena M

- CHCTeMAaTHYHi OIIIAIH
- MeTa aHani3

poHy 3nopoB’a» 2011p. (ctarTta 14-1), BU-
3Ha4YMB MicCLle NiKapCbKoro @opmynapy vy
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Kniniuni HacTaHOBH

rany3eBmx cTaHgapTax MeamyHoi A0MnoOMOo- — Tpetusni wkepena M —~—
rn. OTxe cucTemy ctaHgapTiB y cdepi oxo- Vridikosani knigisi Tley bopMynap JI3
npoToxroaH MI{ <

POHU 300POB’A CKNaAalnTh AEpPXaBHi Co-

TanyseBuii piBeHb

TanyseBuii piBeHb

v

uianbHi HOpMaTUBKM Ta rany3eBi CTaHOAPTH,
a OCTaHHi BK/OYAlOTb: CTaHAAPT MEeAUYHOI
[,0MOMOru, KNiHIYHWIA NPOTOKO, Tabenb Ma-

TepianbHO-TEXHIYHOMO OCHALLEHHS Ta Nikap-

CbKUi popmynsp.

3a 3aKOHO4ABYMM BUSHAYEHHAM «Jlikap- —
Cbknin bopmynsap» — nepenik 3apeecTpo-
BaHMX B YKpaiHi Nikapcbkux 3acobis, L0

BKJTIKOYAE JiKM 3 A0BEOEHOI0 e(DEKTUBHICTIO,
OOMyCTUMKUM piBHEM 6e3neKkn, BUKOPUCTaH-
HS AKUX € EKOHOMIYHO MPUNHATHUM.
Mpouec iHTerpauii popmynspHoi cucte-
MU Y CUCTEMY OXOPOHU 300POB’S YKpaiHu,

PerioHansHuit popMyaap
l TeputopiansHuii piBeHb
JlokansHi npoTokonu M < JlokansHuit dopmyasap JI3

303 > 303
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CucTeMa HOPMATHBIB HalaHHA QopMyIpHa cHCTEMa
\ MEeIUYHOI TOMIOMOTH

CucTeMa CTaHAapTH3aLiT MEAUYHOI IOMOMOTH

Puc. IHTerpauia popmMmynsipHOT cuCTeMn B CUCTEMY CTaHAapTU3aLil

MeAUYHOT A0NOMOru.
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006’ekT | MeToaun pocnimkeHHs. MeTon cuctTem-
Horo aHanidy. O6’ekTOM AOCNIOKEHHS ClyryBanm Hop-
MaTMBHI Ta METOOMNYHI LOKYMEHTN AEPXABHOIO PiBHSA 3
pPO3p00OKM rany3eBmx CTaHOAPTIB HA 3acafax 4OKa30BOi
MeOULMHN.

PesynbTaTh pocnigXeHb Ta X OOroBOpPEHHS.
Pospobka Ta BNpOBaXEHHA MeauyHUX CTaHOapTiB,
YHIDIKOBaAHUX KiHIYHMX MPOTOKOMIB MEOWYHOI [A0MN0-
Moru Ta GopMynsapiB Nikapcbkmnx 3acobiB BCiX PiBHIB
noB’ai3aHi MiXk co60l0 EANHOI0 METOA0JIOMNYHOIO OCHO-
BOIO, AKYy GOpMYIOTb AXepena L0Ka30BOi MeanuMHN
(NepBUHHI, BTOPUHHI Ta TPETUHHI), 3 aKux OGepeTbcs
iHbopMmaujis ona CTBOPEHHS rany3eBux CTaHAapTiB, a
caMe KJIiHIYHMX NPOTOKONIB i NlikapCbkux HGOpMyNspiB.
MeTogonoriyHa ocHoBa CTaHAapTu3aujii Meamn4Hoi go-
nomoru i opmynsapHoi cuctemun J13 npeacrasneHa Ha
puc.

Baxnusum pxepenom O0Ka30BOI MeOULMHU Tpe-
TUHHOIO PIBHY € KJiHIYHA HAcTaHOBA, Ka Bifirpae K-
4oBY poJb sk Npu cTBOpeHHi YKMM/, Tak i npy po3po6-
ui JepxasHoro ¢opmynapa J13. KniHiyHa HacTaHOBa
(Clinical practice guidelines) — ue TBepAXXEHHS, L0 PO3-
pob6neHi 3 BUKOPUCTAHHAM BU3HA4YEeHOi MeTOAONOrii,
METOIO SIKOi € JOMOMOra Jiikapto i XBOPOMY B NMPUAHATTI
pilLEHHS WOoA0 NPOBEAEHHS PALiOHANIbHUX BTPYYaHb Y
NMEBHUX KNiHIYHUX cuTyauisax [1].

Mpun cTtBOpeEeHHi [epxaBHoro dopmynapa J13 3a
KpUTEpIl Bigbopy nikiB 4O GOPMYNSapy BU3HAYEHI KJli-
HiYHi HacCTaHOBW, MeanyHi ctangapTn, YKMMA, wo 3a-
TBEpaXeHi HakasoMm MO3 YkpaiHn. MeToaunyHi 3acaamn
cTBOpeHHs [epxaBHoro dopmynapa nepenbdayaloTb
HEOOXiOHICTb BUKOPUCTaAHHS pPe3ynbTaTiB NMEepPBUHHUX
LOCHILKEHb e i3 piBHEM O0BEAEHOCTI B Aiana3oHi
Big, 1++ 0o 2+ Ta NONOXeHb KNiHiYHMX HACTAaHOB CUJIOD
A,B,C [4]. N0 nepBUHHUX NiTepaTypHUX OXepen Bif-
HOCATbCS OpUriHaNbHI XYpPHanbHi CTaTTi i paHiwe He
onybnikoBaHi  AOCNIOXEHHS, BTOPWHHI  NiTepaTypHi
oxeperna — MIiCTSTb CKOPOYEHi orngam craTten, wo 3a-
6e3nevyeTbes iX iHaekcaujieto Ta pedepyBaHHAM (OaHi
iHbopMaLjiiH1X 6loneTeHiB, eNnekTPoOHHUX 6a3 gaHux),
HasaBHICTb J13 y dopmynsapi BOO3 Ta HauioHanbHi pop-
MYJNISIpU NiKapCbkux 3acobiB iHWMX KpaiH. MeToauka
CTBOPEHHSA YHIPIKOBAHMX KJTHIYHMX NPOTOKOJIB Me-
ONYHOI AOMOMOrM Ta MegmnyHnX CTaHOapTiB Ha 3acagax
[,0Ka30BOi MEAVUMHY 3aTBEPAXKEHA BiANOBIAHUM Haka-
30M MO3 Ykpainun [3].

YHI}iKOBAHM KNIHIYHMA NPOTOKON MeAU4YHOI O0-
NMOMOrK, WO Po3pP0BASETLCA Ha NPUHUMNAX A0KA30BOi
MeLULMHN, Hanpuknag 3 NiKyBaHHS apTepianbHOI ri-
nepTeH3ii, iLLeMIYHOrO iIHCYNbTY Ta iH., CNYrye HaaiiHUM

noxepenom gns Bubopy nikis o JepxaBHoro ¢dopmy-
napy J13 i HaBnakn. OCHOBHUMW CKIAAO0BUMU YHIdIKO-
BAHOro KJIHIYHOrO MNPOTOKONY € po3ainu «epBuHHA
npodinakTnkar, «diarHocTuka», «JlikyBaHHs», «Peabini-
Taujis», «BTopmHHa npodinaktuka». Omxe, po3gin «Jli-
KyBaHHS1» B YaCTUHI KOHCEPBATMBHOI Tepanii, anga 3a-
6e3neyeHHs pauioHanbHOi papmakoTepanii KepyeTbCca
pekoMeHaauUIMHUMM NONOXEHHAMM [epxaBHoOro ¢dop-
Mynspa nikapcbkmx 3acobis [5,6].

Ha ranyseBomy piBHi po3pobnsetbca PerioHanb-
HUIA popmynap J13, a Ha NokanbHOMY (Ha pPiBHI 3aknaay
OXOPOHW 300p0B’a) — JlokanbHUn popmynsap J13. Pos-
pobka upOro JOKyMeHTa BifOyBaeTbLCS Y BiANOBIAHOCTI
i3 METOOMYHUMU peKoMeHaauiaMn «YHipikoBaHa MeTo-
OuvKa po3pobku, nepernsny Ta OHOBNIEHHS SOKabHO-
ro ¢oopmynsipa nikapcbknx 3acobiB 3aknagy OXOPOHU
3pnopos’a», 2013[7].

B Ton xe yac, Ha nokanbHomy piBHi y 303 po3po-
ONAETLCS | NTOKANbHUI NPOTOKOS MEANYHOI JOMOMOrKn
Y BiANOBIAHOCTI 40 METOANYHUX PEKOMEHAALN «YHidi-
KoBaHa MeToauka 3 po3poOKM JIOKaNbHUX NMPOTOKONIB
MeOVYHOI 40MNOMOrM Af19 3aKiagiB OXOPOHU 340P0B S»,
2012 [8].

lapmoHisauia nonoxeHs YKMNMZA i OdepxaBHOro
dopmyngapa J13, nOKanbHOro KNiHIYHOMO MPOTOKOMY
MeOnyHoi gonomorun i PerioHanbHOro ta JlokanbHOro
dopmynapa J13 3ab6e3nevyeTbCa €EANHUMN HAYKOBUMU
nokazamu edpekTMBHOCTI MeOUNYHUX BTPYYaHb Ta JiKiB,
L0 3HAaXOAATbCS Y MEPBUHHUX, BTOPUHHUX Ta 0COBINBO
TPETUHHUX AXXepenax AoKa30BOi MeaNUNHN — KIIHIYHUX
HacTaHOBax.

BucHoBku.

1. ®opmynspHa cuctema 3abe3neyeHHs nikapCb-
KMMK 3acobamMm Ta cucTemMa ctaHgapTuaaLii MeamyHoi
noonomoruy, y ska @opMyeTbCs HopMaTBaMy MELUYHOI
oonomMorn (MeguyHi ctaHgapTy Ta KAiHiYHI NPOTOKO-
N) CTBOPIOIOTb CUCTEMY CTaHZapTiB y cdepi 0xopo-
HU 300POB’S, a camMe € rajsy3eBMMn ctaHgapTamu, Lo
BN3HA4Y€HO 3aKOHO4ABYO.

2. EOHiCTb UMX [OBOX cUCTEM 3abes3nevyyeTbes
€OVHUMWN METOAMYHUMW 3acagamu iX CTBOPEHHS Ha
3acajax [O0Ka3oBOI MeouUMHWU (NEPBUHHI, BTOPWHHI,
TPEeTUHHI mkepena nitepaTtypu), aki 3abe3nevyioTb
HaOifHicTb e(peKTUBHOCTI, Oe3nekn Ta EeKOHOMIYHOI
LOCTYNHOCTI (hapmakoTepanii.

MepcnekTuBKM Noganbluux aocnimkeHb. CTocy-
IOTbCHA MOJANLLLIONO PO3BUTKY NiKapChkmnx GOpMyNapis
Ta KNiHIYHUX NPOTOKONIB YCiX PiBHIB, 0COBIMBO iX PO3-
pobKM Ta BMPOBAXEHHS Ha PIBHI 3aknagy OXOPOHU
300pPOB’4.
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IHTErPALISA ®OPMYJISPHOI CUCTEMMU NIKAPCbKUX 3ACOBIB Y CUCTEMY CTAHOAPTIB Y CDEPI
OXOPOHU 300POB’A

CrtenaHeHko A. B., Bnixap B. €.

Pesiome. Y poboTi npeacTaBieHi cydacHi Nornsam Ha MeToAMYHI 3acaam CMCTeMN CTaHAAPTIB Y chepi OXOPOHU
300pOB’a YKpaiHm, a camMe rany3esi CTaH4apTu, WO BU3HAYEHI 3aKOHO4aB40. PO3rnsHyTO NMTaHHA CTBOPeHHS ep-
XaBHOro GopmMynspy nikapcbknx 3acobiB Ta YHIPIKOBaHUX KNiHIYHUX NPOTOKONIB MEAMYHOI 4ONMOMOr1 Ha 3acazax
[0Ka30BOi MeanunHn. BuaHayeHo, Wo eguHnumMm okepenamMmm CTBOPEHHSA UMX OOKYMEHTIB € KJTiHi4YHI HACTaHOBM Ta
NEPBUHHI | BTOPUHHI [XXepena A0Ka30BOi MeauunHn. Ha LboMy X HayKOBOMY MPUHLMMI CTBOPIOIOTLCS i JTIKapCbKi
dopmMynsapu Ta NoKasbHI NPOTOKON Ha PiBHI 3aknafy OXOPOHM 300P0B’A. fapMOHI3aL,is NON0XEHb LMX AOKYMEHTIB
3a6e3neyvyeTbCst EANHUMN HAYKOBMMU AoKa3aMu edekTUBHOCTI MeauyYHNX BTPyYaHb Ta MikiB, WO 3HAX0AATbCS Y
NepPBUHHUX, BTOPUHHUX Ta 0COBMBO TPETUHHUX IKEPENax [OKa30BOi MEOULIMHU — KNiHIYHUX HACTaHOBAX.

Knio4oBi cnoBa: ranysesi ctaHgapTu, NikapCbkuii GopmMynsap, KNiHIYHUIA NPOTOKO, A0Ka30Ba MeanLmHa.
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MHTErPALUA ®OPMYJIIPHOW CUCTEMbI JIEKAPCTBEHHbIX CPELCTB B CUCTEMY CTAHOAPTOB
COHEPbI 3PABOOXPAHEHUSA

CrenaHeHko A. B., Bnuxap B. E.

Pesiome. B paboTe npeacrtasfieHbl COBPEMEHHbIE B3rNsSObl HA METOANYECKYID OCHOBY CO3[4aHus CUCTEMbI
CTaHAapToB B cdepe 3a4paBooOxXpaHeHns YKparHbl, 8 UMEHHO OTpacfiEBble CTAHOAPThbl, KOTOPbIE 3aKOHOAATE N b-
HO onpeneneHbl. PaccMoTpeH Bonpoc co3paHua focygapcTBeHHOro dopmynsapa NekapCTBEHHbIX CPEACTB U
YHUPUUNPOBAHHBIX KIIMHUYECKNX NMPOTOKO/OB MEONLIMHCKOM MOMOLLM HA NPUHLMNIAX A0Ka3aTebHOW MEONLMHDI.
YcTaHOBAEHO, YTO eANHbIM NCTOYHUKOM 19 CO34aHNA AAaHHbIX JOKYMEHTOB CyXaT KIIMHNYEeCKNe peEKOMEHAALVN,
a TakxXe NepBUYHbIE N BTOPUYHBLIE UCTOYHUKWM A0Ka3aTeNbHOM MeauUMHbl. Ha 3TOM e Hay4yHOM npuHumMne co3ga-
I0TCS U NekapCTBEHHbIE GOPMYNSPbI U JIOKAJbHbIE MPOTOKOJSbI HA YPOBHE NIe4ebHOro yypexaeHust. rapmMoHmnaa-
LMK NOSIOXKEHNN 3TUX LOKYMEHTOB OCHOBaHa Ha eAMHOM NMpuHLUMNE — fokasaTtenbcTee 9PPEeKTUBHOCTU MEANLNH-
CKMX BMELLATeNIbCTB U NIeKapCTBEHHbIX MPenapaToB, KOTOPbIe YepnatTcs N3 NepBUYHbIX, BTOPUYHBLIX 1 OCOOEHHO
TPETUYHbIX NCTOYHNKOB A0KA3aTENbHOM MEeANLMHBI.

KnioueBble cnoBa: oTpac/ieBble CTaHOAPThbl, IEKAPCTBEHHLIA POPMYNAP, KINHUYECKN NPOTOKOJ, AOKa3a-
TenbHas MeguuyHa.
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The Integration Process of the Formulary System of Medicines in System of Standards in Health Care

Stepanenko A. V., Blikhar V. Ye.

Abstract. The paper presents the current views on the methodological principles of standards in the health care
of Ukraine, such as branch standards, that defined by law. The Ukrainian law “On amendments to the Basic Laws
of Ukraine on health care”, 2011 (paragraph 14-1) defined the place of doctor’s records in branch standards of
health care. Thus, a system of standards in health care includes state norms and branch standards, the last include
standard of health care, clinical protocol, material-technical list and doctor’s records.

In legislative and in practical aspects the integration process of the formulary system in Ukrainian health care
system was launched, particularly in its standardization subsystem of health care. The impetus for the integration
served the transition to a modern methodology of clinical protocols development and medical standards on the
principles of evidence-based medicine, which began in 2009 with the approval of the methodic recommendations
and creation of the unified clinical protocols of medical care according to Decree of Ministry of Health of Ukraine.
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The question of the establishment of the State register of medicines and unified clinical protocols of medical
care based on evidence-based medicine was discussed. It was determined that the only sources of their creation
are clinical guidelines and primary and secondary sources of evidence-based components of the medicine.

An important source of evidence-based medicine is a tertiary clinical guideline, which plays an important role.
Clinical practice guideline is a statement that is designed using a particular methodology, which aims to help doctor
and patient in making decisions on rational interventions in specific clinical situations.

Basic components of unified clinical protocol sections are “Primary prevention”, “Diagnostics”, “Treatment”,
“Rehabilitation”, “Secondary prevention”. So, the chapter «Treatment» in the part of conservative therapy for rational
pharmacotherapy is guided by reference the provisions of the State register of medicines and the Unified clinical
protocol of health care that is developed on the principles of evidence-based medicine, such as the treatment of
hypertension, ischemic stroke and others, served as a reliable source for the choice of drugs to the State register
of medicines.

On the same basis of evidence-based medicine doctor’s records and local protocols are created at the level of
public health institution. The harmonization of the regulations of these documents is ensured by the only scientific
evidences of the efficiency of medical interventions and medicines that are in the primary, secondary and especially
in tertiary sources of evidence-based medicine, t. e. in clinical guidelines. Formulary system of medicine supply and
system of standardization of medical care, which are formed by normative acts of medical care (medical standards
and clinical protocols) create a system of standards in public health field, namely they are branch standards that is
determined legislatively. The unity of both these systems is provided by single methodical principles of their creation
on the basis of evidence-based medicine (primary, secondary, tertiary sources of literature) which guarantee
reliability of efficiency, security and economic accessibility of pharmacotherapy.

Key words: branch standards, medicinal form, clinical protocol, evidence-based medicine.
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