3ATBEPJDKEHO
Haka3 MiHicTepcTBa OXOpPOHU
310pOB'st YKpaiHu

Ne

MMopsinok
PO3pOOKH rajgy3eBuX CTaHAAPTIB y c(hepi 0OXOPOHHU 310POB’HA HA 3acaaax
O0KA30BOI MeIMIIUHHA

1. Ieit [Topsmok BU3HA4YaE MpOLIEAypy PO3POOKHU rady3eBUX CTaHIAPTIB y chepi
OXOpPOHU 3JIOPOB’SI HAa 3acajiax JOKa30BOI MEAMIIMHY, a TAKOXX BH3HAYAE MPOIECITYPY
ajanTaiii KIIHIYHMX HacTaHOB, 3 METOIO 3a0e3IedcHHS SIKOCTI, O€3IeYHOCTI,
JOCTYIHOCTI Ta €()eKTUBHOCTI MEAMYHOI Ta / 200 peabimiTalllifHOT TOMTOMOTH.

2. Tepminu B uboMy llopsKy BKMBAIOTHCS y TAKUX 3HAUCHHSIX:

1) rosloBHA eKCIiepTHA OpraHi3allisi — YIIOBHOBAKEHUHN OpTaH, Ha SIKUH MOKIIAJEHO
BUKOHAHHS (YHKIIIN 3 pO3pOOKH rajgy3eBUX CTaHAAPTIB B cPepi OXOPOHH 370POB'S;

2) n10Ka30Ba MEIUIIMHA — TOOPOCOBICHE, TOYHE 1 CBIIOME BUKOPUCTAHHSI KPAIIUX
pe3yabTaTiB  KIIHIYHUX JOCHKEHb i BUOOpY JiKyBaHHS Ta/ab0 HaJaHHS
peabuTiTaIiifHOT IOMOMOTH KOHKPETHOMY MaIli€HTY;

3) 3asBa — 3asBa MIOJI0 PO3POOKM Taly3eBUX CTaHAAPTIB Yy cdepi OXOpPOHH
3I0POB’Sl, BKJIIOUEHHS JIIKAPCHKOTO 3aco0y 10 Jikapchkoro ¢Gopmyisipy, abo
MeJIMYHOT0 BUPOOY / 00J1aiHaHHS 10 Tabessi MaTepiaiIbHO-TEXHIYHOTO OCHAIIICHHS;

4) 3asBHUK — (pi3nyHa 200 IOpUANYHA 0c00a, siKa MOJIa€ 3asBY 11010 MOKIJIMBOCTI
BKJIFOUEHHSI JIIKAPCHKOTO 3ac00y /10 JIiKapchKoro Gopmysisipa a00 MEIUYHOTO BUPOOY
0 Tabens MaTepiaJbHO-TEXHIYHOTO OCHAILIEHHS, W00 PO3POOKH Traly3eBUX
CTaHAApTIB y chepl OXOPOHU 3I0POB’s;

5) 3BIT 3 BUKOHAHHS IUIAHY JISJIBHOCTI — HIOPIYHUE 3BIT TOJOBHOI €KCIEPTHOI
oprasizaiiii o0 BUKOHAHHS TJIaHy AISUTBHOCTI 3 pO3POOKH Ta OHOBJICHHS Tally3€BUX
CTaHAapTIB y chepl OXOPOHU 3/I0POB’S;

6) riaH AisSUTBHOCTI 3 PO3POOKU Ta OHOBJICHHS Taly3€BUX CTaHIAPTIB y cdepi
OXOPOHU 3JI0pOB’Sl — JOKYMEHT, SIKHW 3aTBepaKyeTbcsi MO3 3 METOIO ITaHyBaHHS
TISTBHOCTI 3 PO3pOOKH Ta OHOBIICHHS Taly3€BUX CTaHAApTIB y cdepli OXOpOHH
3m0poB’s (nam — [1nan nissibHOCTI);

[H111 TEepMiHU BXKUBAIOTHCS Y 3HAYEHHSX, HaBeIeHUX B 3akoH1 YKpainu «OCHOBU
3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 3J0POB’s1» Ta 1HIIMX HOPMATHUBHO-TIPABOBUX
aKkTax y cepi OXOpOHHU 310POB’S.

3. V ramys3eBux ctaHjapTax y cdepi oXOpOHH 3J0pOB'S 3a3HAYAIOTHCS METOIU
npodiIaKTUKU, J1arHOCTUKH, JIIKyBaHHs, peaOuliTaiii, J03BOJEHI JO 3aCTOCYyBaHHS
NpU 3A1MCHEHHI TOCMOAAPChKOI MISUTBHOCTI 3 MEAUYHOI MPAKTUKH. 3aCTOCYBaHHS
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HOBUX METO/IIB MPO(PTAKTUKH, AIarHOCTUKHU, JIIKYBaHHS, peadimiTaiii 311MCHIOEThCS
BIJIITOBITHO 0 BUMOT 3aKOHO/IABCTBA.

4. Y rany3eBux cTaHmaprax y chepi OXOpOHH 370pOB'S 3a3HAYAIOTHCS JTIKAPCHKi
3aco0M, 3apeecTpoBaHI B  YCTAHOBJICHOMY TMOPSAKY, 3a MDKHapOJAHUMHU
HEMATEeHTOBAaHUMHU / 3aTajJbHONPUIHATUMH Ha3BaMHU.

5. Po3pobka ramy3eBux cTaHgapTiB y cdepi OXOpPOHHU 3M0pPOB'S 3M1HCHIOETHCS
MYJIBTHIUCIHUILTIHAPDHOIO pobouoro rpymoto  (mam — MPI) / uenTpanbHuM
bopmyisipaum  komiTeToM (mam — LH®PK) BignoBimao ao I[lmaHy aisuibHOCTI Ta
BIJIMOBITHUX MeETOMK, 3aTBEPIKEHUX Haka3zaMu MiHICTepCTBa OXOPOHU 3/I0pOB’s
VYkpainu Biz Ne , 3apeecTpoBaHUX B MIiHICTEpCTBI IOCTHIIT YKpaiHH

3a Ne .

[Tepconanpuuii ckiang MPIT / [®K 3aTBepaKyeThCs HaKa3oM JAep>KaBHOIO
nignpuemMcTBa «Jlep>kaBuuii  ekcneptHuii 1ieHTp MO3  Ykpainm» abo iioro
MPAaBOHACTYIHHUKA, SIK TOJOBHOIO €KCIEPTHOI OpTraHi3aii€o 3 po3poO0JICHHS
rajy3eBUX CTaHAApTIB y cepi oxopoHH 310poB's (nani — ['EO) 3a morokeHHsIM 3
MO3. Toromxkenns HagaeTbcsst MO3 npotsroM 7 poOoYMX JIHIB. Y BHIAJIKY, SIKIIO
Take MOTO/KEHHS HE HA/JIaHO JIMCTOM Yy BCTAHOBJICHWH CTPOK, EPCOHAIBHUN CKIIA
MPI" BBaxkaeTbcs moromxeHuM MO3 3a 3aMOBUYBaHHSM.

6. [IpoekTn ramy3eBHX CTaHAAPTIB y cepi OXOPOHU 3I0POB’S, PO3POOICHUX
MPI" / H®K, posmimyroTscs Ha odimiiiHoMy BeOcaiiti 'EO nmns rpoManacbkoro
OOrOBOPEHHS Ta HANPABJISAIOTHCS HA 30BHIIIHE PELICH3YBAHHS.

7. 3ayBa)keHHs 1 POIO3HUIIIi O MPOEKTIB raly3eBUX CTAHAAPTIB Y chepi OXOPOHU
3JI0POB’Sl OTpHUMaHI 3a pe3yJbTaTaMu T'POMaJICBKOTO OOTOBOPEHHS Ta 30BHIIIHBOTO
perieH3yBaHHs onpaiboByrOThCsa wieHamMu MPIT / [I®K Ta nHa 3acigmanni MPT™ / [IOK
3a pe3yJibTaTaMU OTPAIIOBaHHSI BHOCSTHCS BIAMOBIIHI 3MIHH JI0 MPOEKTIB TATy3€BUX
CTaHIAPTIB y cepi OXOPOHH 30POB’ s a00 BIAXUIISIOTHCS IMPOIO3HIIIT YK 3ayBaKEHHS
70 TPOEKTIB Taly3€BUX CTAaHIAPTIB y cdepl OXOPOHU 3I0pOB’S 3 BIAMNOBIIHUM
OOTpyHTYBaHHSIM, IIPO 110 3a3HaYa€Thes y poTokoui 3acinanas MPT / [HDK.

3a pesyabTaTaMu TPOMAJCHKOTO OOTOBOPEHHS Ta 30BHIIIHBOTO PEICH3YBAaHHS
MPOEKTIB Taly3eBUX CTAaHAAPTIB y cdepi OXOpPOHH 3I0POB’S 3a HEOOXIAHOCTI
3MIHCHIOETHCS 1X TIOOTPAITFOBAHHS.

8. Tloromxeni ocTaTo4Hi Bepcil ramxy3eBHX CTaHAApTiB y cdepli OXOpoHU
3I0pPOB’sl, TPOXOASATh EKCIIEPTHY OILIIHKY 00 JOTPUMAaHHS BIAMOBIIHOI MeToIuku
3aTBEp/DKEHOT  Haka3oM  MiHIcTepcTBa  OXOpOHU  370pOB’S  YKpaiHU  BiA

No , 3apeecTpoBaHuil B MiHICTEpCTBI I0CTHUIIIT YKpaiH! 3a
No , @ TaKOX BIJMOBITHOCTI JlepkaBHOMY peecTpy JIKapChKUX 3aco0iB,
TEXHIYHUM pErJIaMEeHTaM II0J0 MEJAWNYHUX BHPOOIB, HaIlIOHATHLHUM CTaHAapTaMm. 3a
pe3yibTaTaMu E€KCIEePTHOT OIIHKA (POPMYETHCS BIAMOBIMHUNA BHCHOBOK IIOJIO
EKCIIEPTHOI OIIHKK TMPOEKTY Tally3eBOr0 CTAaHIAAPTy y cdepi OXOPOHH 370POB’S 3a
¢bopMOrO, BU3HAYCHOIO BIAMOBITHO METOAMKOI, 3aTBEPHKCHOI0 HaKa30M
MiHicTepcTBa OXOPOHHU 3/I0POB’ST YKpaiHu Bif No , 3APEECTPOBAHUI B
MiHicTepcTBI IOCTHIIIT YKpaiHu 3a Ne
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9. OcTaTouHi Bepcii MPOEKTIB TAIy3€BUX CTaHJIAPTIB y chepl OXOPOHU 370POB’S
Ta BHUCHOBOK II[OJI0 €KCIIEPTHOI OILIHKH TMPOEKTY Taly3eBOr0 CTaHAapTy y cdepi
OXOPOHM 3JI0POB’Sl TMHCHBMOBO MOTO/KYIOThCA KOXHUM uieHom MPIT  Ta
HanpaBisioThess Ha mignuc rojoBi MPIT ta kepiBuuky ['EO. fkmo unen MPI
npotsiroM 10 poOouux AHIB HE HAJICIaB MHUCHMOBE IMOTOPKEHHS a00 MHCbMOBE
HETNOTO/DKEHHSI 3 apryMEHTYBaHHSAM, TO TMPOEKT Traldy3eBOro CTaHIapTy y cdepi
OXOPOHM 37I0POB’sI BBAXKAETHCS MOTOPKEHUM 1TuM uieHoM MPI 3a 3aMoBuyBaHHSIM.

10. Ilnan pisibHOCTI po3poOsieTbess MO3 30kpeMa 3 ypaxyBaHHSM MPOMO3UIIIN
BiINOBIIHUX ekcniepTHUX rpyn MO3, ['EO, ycranoB, opranizaiiiii, mianopsIKOBaHUX
MOQO?3, HarioHanbHOI akajeMii MeIMYHUX HAyK Y KpaiHH, MalieHTChKUX, MPodeciitHuX
IPOMAJICBKUX OpraHizalliii, BCEyKpaiHChKHX PENpe3eHTaTUBHUX MPODECIHHUX CIIIOK
y cdepi oxoponu 3mo0poB’s. Y Ilmani misneHocTi MO3 BHU3HAYa€eThCS BUI POOIT
(po3poOka, neperuisi (TUTAaHOBHM a00 MO3aIUIaHOBHIA)), BUJ Taly3€BOr0 CTaHAApTy B
chepi OXOPOHU 310POB’ S, 110 po3podIsieThes. [1nan misnibHOCTI 3aTBEpIKYy€eThcst MO3
10 01 rpyiHs MOTOYHOTO POKY.

11. I'anmy3eBi cTanaapTy y chepl 0XOPOHH 30pOB's 3aTBEpKYIOThCst MO3 Ha
MIJCTaBl PE3yJNbTAaTIB EKCIIEPTHOI OLIHKKM MPOEKTY BIANOBIJIHOIO Taly3€BOrO
cTanaapry, npoeaeHoi 'EO, 3 opopMiieHHSIM BiAOBITHOIO BUCHOBKY.

12. ITo3amnaHoBa po3poOKa raly3eBUX CTaHAAPTIB y cdepl OXOPOHH 3/I0POB’s
Moke 3aiicHioBatucss MO3 (B TOMy 4HMCII MOro €KCHEPTHUMH Tpyrnamu),
MIMPUEMCTBAMHU, YCTaHOBaMH, opranizaiissMu HarioHansHOT akagemii MeIUYHHX
HayK YKpaiHW, NaIi€eHTCBKUMH Ta MEIUYHUMH TpodeciiHUMU OpraHizaiismH,
cy0’€KTaMu TOCMOAAPIOBAHHS, 1[0 MAIOTh JIIEH31I0 Ha TIPOBAKEHHS TOCIOIapChKOi
JISTTBHOCT1 3 MEIMYHO1 MPAKTUKH, HUIIXoM noaaHHs g0 'EO BiAmoBigHUX MPOCKTIB
JUTSI IPOBEJICHHSI €KCTIEPTHO1 OIIHKH.

13. Jlst mpoBeICHHS €KCIIEPTHOT OIIIHKH TaTy3€BUX CTaHIAPTIB B CPepi OXOPOHU
310poB's Mik 3asBHUKOM Ta ['EO ykiamaeTbest JOTOBIp BIAMOBIAHO 10 YMOB SIKOTO
CIUTAYy€ETHCS BapTICTh €KCHEpTU3U. BapTicTh ekcniepTHOI oLiHKY Bu3HavaeThes 'EO 3
ypaxyBaHHSIM CKJIaJHOCTI MEIUYHOT Ta/a00 peadbimTalifHoi npoodiemMu.

3a OaxxannsaM 3asiBHUKa ['EO Hazae koHCyIbTAIlll 00 METOAOJIOTTYHUX MUTAHb
3 MIJTOTOBKY MPOEKTIB rajly3eBUX CTAHJAPTIB B chepi 0XOpOHHU 370pOoB's. JJist 11boro
MK 3asBHUKOM Ta ['EO yknamaerbcst 10ToBip, BIANOBIZHO 10 YMOB SIKOTO
CIUTAYy€ETHCS BAPTICTh KOHCYJIbTALIMHUX TOCIIYT.

Axmo po3pobka Tamy3eBUX CTaHAAPTIB y cdepi OXOPOHU 3JI0pOB’S
sniicHroBamack MO3 (B Tomy umchi ekcrieptHumMu rpynamu MO3), mpoBeneHHS
EKCIIEPTHOI OIIHKY TaTy3eBUX CTaHAPTIB B chepl OXOPOHH 370POB'St Ta KOHCYIIbTAIT1
I10/T0 METOJOJIOTTYHUX MTUTAHb 3 MITOTOBKY MPOEKTIB raTy3eBUX CTaHIAPTIB B cepi
OXOPOHH 3/10pOB's 3/IIHCHIOIOTHCS 0€30IUIaTHO Ta 6€3 YKIIaJIeHHS 10T0BOpPY.

14. T'EO 3a pe3ynbTaTaMu €KCIepTHOI OI[IHKYA OPOPMITIOE BiMOBITHII BHCHOBOK
Ta Hajacwiae ioro 3asBHUKY Ta MO3 pa3oM 13 MPOEKTOM BiAMOBIAHOTO raly3€BOro
CTaHJApTy y cepi 0OXOpOHHU 3A0POB 1.
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15. MeToauku 3 po3poOKU Traidy3eBHX CTaHIAPTIB Y cepi 0XOpoHU 310pPOB’s
HiJIATAIOTh TEPIOJUYHOMY TMEperisily 3 METOI YAOCKOHAJICHHS, aKTyaji3alii
OpolLeaAyp pO3pOOKM Taly3eBUX CTaHAAPTIB BIAMOBITHO [0 MIDKHApOJHUX Ta
€BPONENCHKUX NPAKTHUK.

16. TamyseBi crtanmaptd y cdepi OoXOopoHU 310poB’s, 3arBepxeHi MO3,
PO3MIIIYIOTHCSA B TEPETIKY MEIUKO-TEXHOJOTIYHUX JTOKYMEHTIB 31 CTaHIapTHU3aIlii
MEIUYHOI Ta peabiTiTaliifHOI JOTIOMOTH, Ha MmicTaBi Hakazsy MO3.

17. AnminicTpyBaHHS, (DYHKIIIOHYBaHHS Ta HANOBHEHHS TMEPENTIKY MEIUKO-
TEXHOJIOTIYHUX JOKYMEHTIB 31 CTaHJAapTu3allii MEIWYHOi Ta pealduliTamiiHol
nonomoru 3xaikcHioeTbess ['EO BiamoBigHo 1m0 IlonokeHHS mpo mepesik MeIuKo-
TEXHOJIOTIYHUX JOKYMEHTIB 31 CTaHJAapTu3allii MEIWYHOi Ta pealduliTamiiHol
JIOTIOMOTH, 3aTBEPXKEHOT0 Haka3oM MiHicTepcTBa OXOPOHU 370pPOB’ST YKpaiHU BiJl

No , 3apeecTpoBaHui B MIiHICTEpPCTBI IOCTHINT YKpaiHu 3a
No

18. MOHITOpPUHI 1HIMKATOPIB SKOCTI HAaJaHHS MEAW4YHOI / peadiniTauiiHOl
JIOTIOMOT'H, PalliOHAJILHOTO 3aCTOCYBAHHS JIIKAPCHKHX 3ac001B, TaOEI1B MaTEP1albHOTO
ocHarieHHs 3aiiicHoeThest MO3 3a yuactio ['EO.

Jupextop demapramenry
MEIUYHHUX MOCIYT Banepia COPYUYAH



