KABIHET MIHICTPIB YKPAIHU

IOCTAHOBA
Bix 2 :koBTHs 2013 p. Ne 754
Kuis
IIpo 3aTBepaxkeHHss TeXHIYHOTO perjiaMeHTy o0 MeIuIHUX

BUPOOIB /sl JIarHOCTUKM in vitro

{I3 3minamu, BHeceHUMHU 3rifHo 3 [locranoBamu KM

Ne 181 Bin 27.05.2014

Ne 215 Bin 01.07.2014}

Bigmosigao mo crarrti 14 3akony VYkpaiuu “Ilpo crammapTy, TEXHIYHI pPerjJaMeHTH Ta
npoueaypy ouiHky BianosiiHocTl” Kabiner MiHicTpiB YKpaiHU HOCTAHOBJISI€:

1. 3arBepautu TexHIYHUN perJaMeHT IMI0JI0 MEAWYHMX BHUPOOIB JUIS JIIarHOCTUKH in
VItro Ta mraH 3axo/1iB 3 HOTo 3aCTOCYBAaHHS, 110 JI0IAFOThCS.

2. JlepxaBHill cyx0i 3 TIKapChKUX 3ac00iB 320€31MEYUTH 3aCTOCYBAHHS 3aTBEP/PKEHOTO ITIEI0
MMOCTAaHOBOIO TEeXHIYHOTO PEerIaMeHTY.

2*. YCTaHOBUTH, IO Jis 3aTBEP/HKCHOTO ITIEF0 IMOCTAHOBOK TEXHIYHOTO pErIaMeHTy He
MOIIUPIOETHCS Ha MEMYHI BUPOOH JIJIsl TIarHOCTHKH IN VItro, sKi MpONIILIH AepiKaBHY PEECTPALIiTO,
BHeCeH1 /10 Jlep>KaBHOTO pEeeCcTpy MEAUYHOI TEXHIKM Ta BHPOOIB MEAUYHOTO NpPH3HAYCHHS 1
JI03BOJIEH] JUTSI 3aCTOCYBAaHHS Ha TepUTOpii YKpaiHu 1 BBeJAEHHs B 00Ir Ta/abo ekcruryaraiiro 0e3
MPOXO/DKCHHST  TMPOIEAYP OINHKKA BIAMOBITHOCTI Ta MAapKyBaHHS HAIIOHAIBHUM 3HAKOM
BIJIIIOBIHOCTI:

10 1 mumus 2016 p. - 1 MeauuHUX BUPOOIB JUIs TIarHOCTHKH IN VItr0, cTpok aii cBimoiTBa
PO JIep KaBHY PEECTPAIIIIO AKX HEOOMEKEHUN UM 3aKkiHayeThes micias 1 mumast 2016 p.;

JI0 3aKIHYCHHSI CTPOKY JIii CBIIOIITBA MPO JEP>KaBHY PEECTPALIIIO - TSI METUIHUX BUPOOIB JIJIst
TiarHOCTUKU IN VItr0, ¢Tpok il cBimONTBa MPO JAEp)KaBHY PEECTPAIlii0 SKHX 3aKiHUyeThCs a0 1
numasg 2016 poky.

Taki Mme1u4Hi BUpOOHU I JiarHOCTUKH IN VItro 103BOJIAIOTHCS IS pearizallii 1 3aCTOCYBaHHS
Ha TepuTopii YKpaiHu 10 3aKiHUEHHS CTPOKY X MPHUAATHOCTI 6€3 MPOXOKEHHS MPOLETyp OLIHKA
BIJIMOBIIHOCTI Ta MapKyBaHHS HAIIOHAJIbBHAM 3HAKOM BiIITOBIIHOCTI.

{Ilocmanosy oonoeuerno nynkmom 2* 32i0no 3 Illocmanosoro KM Ne 181 6id 27.05.2014 - smina
Habupae yurnnocmi 3 1 aunus 2015 poxy}

3. BusnaTtu Takumu, 1110 BTPATHIIA YUHHICTb:

noctaHoBy KabGinery MinictpiB Ykpainu Bin 16 gunas 2008 p. Ne 641 “IIpo 3aTBepkeHHS
TexHIYHOTO perjiaMeHTy IIM0J0 MEAWYHHUX BHPOOIB I JTabOpaTOPHOI AiarHOCTUKH iN vitro”
(Odpiritinuit Bicauk Ykpainu, 2008 p., Ne 53, ct. 1773);

MYHKT 7/ 3MiH, 110 BHOCATbCA 10 moctaHoB KabGinery MiHicTpiB YkpaiHu, 3aTBEpIKEHUX
noctanoBoto KabGinery MinictpiB Ykpainu Bim 4 xoBTHs 2010 p. Ne 902 (Odiuiiinuii BiCHUK
Vipainu, 2010 p., Ne 75, ct. 2668);

MYHKT 6 3MiH, 110 BHOCAThCS Jio mocraHoB KaGinery MiHicTpiB VYkpaiHu, 3aTBEpIKEHUX
nocraHoBoto Kabinery MinictpiB Ykpainu Bix 16 mucromaga 2011 p. Ne 1171 (Odiuiiinuii BicHUK
Vipainu, 2011 p., Ne 89, ct. 3236);

OYHKT 3 3MiH, 10 BHOCATHCS 10 moctaHoB KabGinery MiHicTpiB YkpaiHu, 3aTBepIHKEHHX
nocraHoBoto KabGinery MinictpiB Ykpainu Bin 28 cepnusa 2013 p. Ne 632 (Odiuiiiauii BicHUK
VYxpainn, 2013 p., Ne 69, ct. 2533).

4. I1s mocTaHoBa HaOMpae YMHHOCTI Yepe3 IIICTh MICALIB 3 JHS OMyOJIiKyBaHHS.

IIpem'ep-minicTp Ykpainn M.A3APOB
Inn. 70
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3ATBEP/’KEHO
nocranoBorw Kaodinery MinicTpiB Ykpainn
Biz 2 :xoBTHA 2013 p. Ne 754

TEXHIYHUHA PETJIAMEHT

{010 MEAUYHUX BUPOOIB Il IATHOCTHKMU in Vitro

{Ll]ooo nabpanus yunnocmi TexHiunum peeramenmom ma 3min 00 Hbo2o 0ug. po3oin Il 3axony Ne
3164-1V 6io 01.12.2005}

3arajibHa YacTHHA

1. JTis uporo TeXHIYHOTO periiaMeHTy MOIIMPIOETHCSA Ha MEAMYHI BUPOOH IS TIarHOCTHKH iN
vitro Ta ix momomikHi 3acobu (mami - BupoOu). [ns nitedt nporo TeXHIYHOTO perjiamMeHTy
JOTIOMDKHI 3aCO0M PO3MIIAIAIOTHCS K MEAWYHI BUPOOH TS TIarHOCTHKH N Vitro.

et Texuiyauii peraaMeHT po3podbieHo Ha ocHOBI JupektuBu €Bpornericbkoro [lapiameHTy
ta Pamu €C Bin 27 sxoBtHs 1998 p. Ne 98/79/€EC o0 MeaquuHuX BUPOOIB ISl TIarHOCTUKH IN
vitro.

2. TepmiHH, IO BXKUBAIOTHCS B IbOMY TE€XHIYHOMY pPeTIaMeHTi, MalOTh TaKe 3HAYCHHSI:

1) BBemeHHS B CKCIUTyaTallildo - TOTOBHICT, BHPOOY [0 TMEPIIOrO 3aCTOCYBaHHS 3a
MIPU3HAYCHHSIM;

2) BBEJCHHS B 00Ir - mepiia mosiBa BHPOOY, KpiM BHPOOIB, MPHU3HAYEHHUX IS KIIHIYHHX
JOCTIKEHb a00 OIIHKM XapaKTepPUCTHUK, Ha PUHKY YKpaiHH 3 METOI0 PO3MOBCIOJUKEHHS Ta/a0o
3aCTOCYBaHHS 3a NMPHU3HAYEHHSAM (HA IUJIATHIA a00 Oe30TUIaTHIA OCHOBI) HE3aJIEKHO BiJ] TOTO, YU €
el BUpi0 HOBUM, UM TMIOBHICTIO BITHOBJICHUM;

3) BuUpIO 1A CAMOKOHTPOJIO - MEAWYHHUA BHUPIO, NPHU3HAYCHHH BUPOOHHUKOM IS
CaMOCTITHOTO BUKOPHUCTAHHS B JIOMAITHIX YMOBAX;

4) BupiO, MpU3HAYCHHIA JUIA OLIHKU XapaKTEPUCTHUK, - BUPIO, MPU3HAUYCHHH BUPOOHHKOM JIJIst
MPOBECHHS HAJl HUM OJIHOTO a00 OUTbIIE MOCHTIKEHb XapaKTePUCTUK BUPOOY B TaOOpaTOPisiX, M0
MPOBOJATh MEAWYHI aHaii3u, ab0 B IHIIMX HAJEKHUX YMOBAaX 3a MEXKaMH WMOTO BIIACHUX
MIPUMIIIICHB;

5) BUpoOHUK - ropuaruHa abo (izuuHa 0coba - MmiaIprueEMEIb, 10 BiAMOBIa€e 3a pO3pOOIICHHS,
BUTOTOBJICHHS, IMAKyBaHHS 1 MapKyBaHHS BUpPOOY Iepel BBEJIECHHSM HOro B OOIr MiJ BJIACHUM
HallMEHYBaHHSIM HE3aJIC)KHO BiJl TOT'O, Y¥ BUMHSIOTHCS 3a3HAUYCHI Jii TaKOK 0C000r0 0coOHucTO abo
HITIIO0 0CO0010, YITOBHOBKEHOIO JISATH Bif 11 IMEHI.

OOOB’s13kM BUPOOHMKIB TOBWUHHI TaKOX BHKOHYBATH IOpPUAMYHI abo ¢(i3uyHi ocobu -
MIIPUEMIT], 110 30MparTh, MAKYIOTh, MOBHICTIO PEKOHCTPYIOIOTH Ta/ab0 MapKylOTh OJUH abo
OinbIIIe TOTOBUX BUPOOIB Ta/ab0 BU3HAYAIOTH 1X MPU3HAYEHHS K BUPOOIB 3 METOIO BBEJICHHS TaKUX
BUpOOIB B 0OIr Mii BIAaCHUM HalMEHyBaHHSIM, KpiM oci0, siki 30upatoTh BuUpIO, IO BKe
PO3MOBCIOKYETHCS HA PUHKY, UM aJaNTYIOTh HOTo 10 MOTPed KOHKPETHOTO CHOXKUBAYa,

6) momombKHHI 3aci0 - BUpIO, IO HE € MEAWYHUM BHPOOOM JUIs JIarHOCTHKH IN Vitro, aje
MPU3HAYCHUI BUPOOHUKOM CIIELIANBbHO Ui 3aCTOCYBAaHHS DPa30M 3 MEIUYHHM BHPOOOM JUIs
HAJIEKHOTO BUKOPHUCTAHHS TAaKOTO BUPOOY 32 MPU3HAYCHHSIM.

[HBa3uBHI BUpPOOM Al OJEpKaHHS 3pa3KiB HE BBAXKAIOTHCS TOMOMDKHHMH 3aco0amMu 0
MEIUYHUX BHPOOIB TS JIarHOCTHKH iN Vitro;

7) 3aCTOCYBaHHS 3a MPU3HAYECHHSIM - 3aCTOCYBAHHS MEJAUYHOTO BHPOOY BiAMOBIIHO /0 IIiJIEH,
3a3HaYeHUX BUPOOHMKOM y MapKyBaHHI Ta/ab0 IHCTPYKIIi 13 3aCTOCYBaHHS;

8) MenuuHMil BUPIO - Oyab-sIKUil BUPIO, IO 3aCTOCOBYETHCS SIK OKPEMO, Tak i B MOEJHAHHI 3
TakKUMH BHUpOOaMH, BKJIIOYAIOUM TIporpamMHe 3a0e3neyeHHs, mnepeadadeHe BUPOOHUKOM JUIsS
3aCTOCYBaHHS CHEIiaIbHO ISl JIarHOCTUYHUX Ta/ab0 TepameBTUYHMX IiIeH Ta HeoOXimHe yis
HAJIEKHOTO (DYHKIIOHYBAaHHS MEAMYHOTO BUPOOY, 1 MpU3HAUEHUH BUPOOHUKOM JJIsl 3aCTOCYBaHHS 3
MeTO0 3a0e3MedeHHs] JIarHOCTHKH, NMPO(UIAKTUKH, MOHITOPUHTY, JIKyBaHHA a00 IOJIETIICHHS
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CTaHy 3J0pOB’S TallieHTa B pa3i 3aXBOPIOBAHHS; IarHOCTUKM, MOHITOPHHTY, JiKyBaHHS,
noJiermieHHs a0o KOMIIeHcalii cTaHy 370pOoB’S MalieHTa B pa3i TpaBMU ab0 I1HBaJiIHOCTI;
JNOCTI/DKEHHS, 3aMIHM Yd BHJIO3MIHIOBAaHHS aHATOMii a0o (i3i0JIOTIYHOTO MPOIECy; KOHTPOJIO
MpolLecy 3aruTiIHeHHs, Ta OCHOBHA Tiepea0adyBaHa Jis SKUX B OpraHi3amMi abo Ha OpraHi3Mm JIOINHH
HE J0CATAETHCS 32 JOTIOMOTOI0 (PapMaKOJIOTTYHUX, IMyHOJIOTTYHUX a00 MeTaboJIIYHUX 3ac00iB, ane
(GYHKIIOHYBAHHIO SIKUX TaKi 3aCO0M MOXKYTb CIIPUSATH;

9) menuunuit BUpIO Ui JqiarHOCTHKH (N VItro (KIiHIYHOT J1abOpaTOpPHOT JIarHOCTUKHU) -
MEIWYHHUIA BUPIO, 30KpeMa peareHT, KamiOpaTop, KOHTPOJBHHH Martepian, Habip, IHCTpYMEHT,
amaparypa, oOiagHaHHs ab0 cucTeMa, II0 3aCTOCOBYIOTHCS SIK OKPEMO, TaK 1 B MO€IHAHHI MK
co00I0 1 10 MpH3HAYEHI BUPOOHMKOM Uil 3aCTOCYBaHHs IN VItro ajsi JOCTIDKEHHs 3pa3KiB y
nabopaTopisix, 30KpemMa 3pa3KiB KPOBi i TKAHUH, OTPUMAHMX 3 OPTaHi3MY JIIOAMHN BUKIIIOYHO (200 3
OCHOBHOIO METOI0) IS OJIep>KaHHs iH(OopMaIIii:

CTOCOBHO (i310J10T1YHOTO 200 NATOJIOTIYHOTO CTaHY;

CTOCOBHO BPOJDKEHOT aHOMAJTIT;

JUIS BU3HAUEHHS 0€3MeKHU 1 CYMICHOCTI 3 OTEHIIaJIbHUMHU PEIUITIEHTaMU;

JUISL MOHITOPUHTY T€PaneBTUYHUX 3aXO0/IIB.

Konrelinepu nis 3pa3kiB - MEIU4H1 BUpoOM (BakyyMoBaHI a0 Hi), clieliadbHO MpU3HAYEHI
BUPOOHUKOM JIJIsl IEPBUHHOIO 3aXUCTy 1 30€piraHHs 3pa3KiB, OTPUMaHUX 3 OPTaHI3MY JIIOJUHH 3
METO0 JIarHOCTUYHOTO JOCIIDKEHHS IN Vitro.

MenuuHi BUpOOHM 3arajgbHOJa00paTOPHOrO NpPU3HAUEHHS HE € MEIWYHUMH BUpPOOAMH JUIs
J1arHOCTHKY IN VItro, sIKIo Taki BUpoOu 3a CBOIMHU XapaKTEPUCTUKAMH HE MPH3HAYCHI BUPOOHUKOM
CTEMIaNIbHO /I BAKOPUCTAHHS ITiJ] Yac JIarHOCTUYHOTO JOCIIKEHHS N VItro;

10) ynoBHOBa)KeHHUH MPEACTaBHUK - Oy/b-sAKa IOpuardHa a0 QizuuHa ocoba - MiAIPHEMELTD,
0 € pe3uJIeHTOM YKpaiHu abo 3apeecTpoBaHa BIAMOBITHO 0 3aKOHOJABCTBA YKpaiHH, a TaKOXK
MPEACTAaBHUIITBO 1HO3EMHOTO CYO’€KTa TOCTIOIaPIOBAHHS, 1[0 MA€ HAJC)KHUM YHHOM ITBEPIKEHI
MMOBHOBAKEHHS Bi BHPOOHWKA BUMHATH FOPHAWYHI i BiJ HOro iMEHI CTOCOBHO OOOB’S3KIB
BUPOOHUKA, BCTAHOBJIEHUX IIUM TEXHIYHUM PEriIaMEeHTOM.

Jlnst mine#t 1iporo TeXHIYHOTO perjiiaMeHTy TepMiH “‘HalllOHaJbHI CTaHAAPTH BXKHBAETHCS Yy
3HAYCHHI, HaBeJeHOMY B 3akoHi Ykpainu “IIpo cranmaptusaiio’; TEpMIHH “‘IeKiaparlis mpo
BIMOBIMHICTE”, “NmOCTa4aibHUK” - y 3HAYCHHI, HaBeleHOMY B 3akoHi Ykpainm “IIpo
MIATBEPDKCHHS BUTHOBIMHOCTI”; TEPMIH “KOpPUCTyBad~ - y 3HA4YCHHI, HaBEICHOMY B 3aKOHI
Ykpainn “IIpo 3aranbHy O€3MEYHICTh HEXap4OBOI MPOAYKII’; TEPMIHH “OpraH 3 OIIHKH
BIIMOBIMHOCTI”, “pH3UK”’, “TEXHIYHUN perjiaMeHT’ - y 3HA4CHHI, HaBEJCHOMY B 3aKOHI YKpaiHU
“Ilpo cTaHmapTH, TEXHIYHI PErJIAMEHTH Ta MPOIEAYPH OIIHKU BIAMOBUIHOCTI”; TEPMIH “JTIKapChKi
3aco0u” - y 3HaYCHHI, HaBeieHOMY B 3akoHi Ykpainu “TIpo sikapcbki 3aco0u’”.

3. Y npomy TexHIYHOMY perjaMeHTi KajliOpaTopu Ta KOHTPOJbHI Marepiaiu - me Oyab-sKi
pPEYOBUHU, MaTepiay ado MpeaIMeTH, TPU3HAUYCHI BUPOOHUKOM JUIsI BCTAHOBJICHHS CIIBB1IHOIIECHHS
IiJ] 9ac BUMIPIOBaHHs a00 JJIs TIepPEeBIPKU €KCIUTyaTalliiHUX XapaKTePUCTUK MEAUYHOTO BUPOOY Y
3B’SI3KY 3 HOT0 BUKOPUCTAHHSM 32 IPU3HAUCHHSIM.

4. Ilum TexHIYHUM PETJIAMEHTOM BCTAHOBIIIOETHCS, IO Bi0ip, 30epiraHHs Ta BUKOPUCTAHHS
TKaHWH, KJIITHH 1 PEYOBUH JIOACHKOTO MOXOKEHHS PETYIIOETHCS 3aKOHOIaBCTBOM.

5. et TexuiuHMii periaMeHT HE 3aCTOCOBYETbCA JO BHUPOOIB, SKI BUTOTOBISIOTHCS 1
BUKOPUCTOBYIOTBCS JIMIIE B MEXaxX OJHOTO 3aKjialy OXOPOHM 3JI0pOB’S UM MIANPHEMCTBA 0€3
nepeaadi MuX BUPOOIB THIIIN IOPUANIHINA 0COOi.

6. iz TexHIYHOTrO perjiaMeHTy 3 eJIEeKTPOMArHiTHOI CYMICHOCTI 00Ja/IHAHHS, 3aTBEPKEHOTO
nocraHoBoto KaGinery MinictpiB Ykpainu Bif 29 munuas 2009 p. Ne 785 (Odiuilinuii BicHUK
Vkpainu, 2009 p., Ne 58, c. 2028), He nommMproeThess Ha BUPOOH, SIKi MiANANAFOTH MiJ TiF0 BOTO
TexHiuHOTO periJaMeHTy.

BBenenHst B 00ir Ta ekcniayaramiro
7. BBeneHHs B 00ir Ta eKcIulyaTallito BUpoOiB, Ha SIKi MOIIHUPIOETHCS Al LbOTO TeXHIYHOTO
periaMeHTy, 103BOJISE€THCS B pa3i, KOJU BOHU MOBHICTIO BIAMOBIAAI0Th BUMOTaM I1b0ro TexHIYHOTO
pernamenty. lLleil TyHKT 3acTOCOBYEThCS TakoXX J0 BHpOOIB, NPU3HAYEHUX JJIs OLIHKU
XapaKTePUCTHUK.

OCHOBHI BUMOI'" 10 MeAMYHUX BUPOOIB /IS JiaTHOCTUKH in vitro
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8. BupoOu noBHWHHI BIAMOBIIATH OCHOBHUM BUMOTaM J0 MEIUYHHUX BUPOOIB JJIs JIarHOCTUKU
in Vitro, HaBeAeHWUM Yy gojatky 1, 3 ypaxyBaHHsIM iX mepeadadyeHoro 3acTOCYBaHHS 3a
MPU3HAYCHHSM.

Bupo©6u, 1110 BiANOBIIal0Th BUMOTaM HaI[lOHATBHUX CTaHAAPTIB 3 MEPeIliKy HAIlIOHATLHUX, SKi
BIJIMIOBIJAIOTh €BPOIEHCHKUM T'apMOHI30BAaHMM CTaHAapTaM Ta JOOPOBUIbHE 3aCTOCYBAHHS SIKHX
MOXKE CHpUHMATHCS K JI0Ka3 BiAMOBIHOCTI MEIWYHHUX BHUPOOIB BHUMOraM HbOTO TexXHIYHOTO
periIaMeHTy, BBKAIOTHCS TAKMMH, 1110 BiIIOBITAIOTh BUMOTaM I[bOr0 TEeXHIYHOTO PETIaMEeHTy.

9. JlomyckaeThCsl €KCIIOHYBaHHS HA TOPrOBEJILHUX SPMapKaxX, BHCTaBKaX, IEMOHCTpAIlisX
BUPOOIB, AKi HE NPOWILIM TPOLEAYpH OIHKH BiINOBIIHOCTI BUMOTraM IbOTO TeXHIYHOTO
periaMeHTy, 3a YMOBH, IIIO BOHH HE 3aCTOCOBYIOTHCS ISl aHaNi3y 3pa3KiB Ta BHUPOOHUKOM
3po0JICHO YiTKE MMO3HAYEHHS 3 iH(POPMAIlIE0 PO Te, 0 TaKi BUPOOH HE MiUISTaloTh BBEJACHHIO B
00ir abo ekcIuTyaTalilo 10 TPUBEICHHS Yy BIAMOBIOHICTF 3 BHMOTaMH I,Oro TEeXHIYHOTO
perjaMeHTy.

OuiHka BiANMOBIAHOCTI MeUYHUX BUPOOIB JJIM1 JiarHOCTUKH in Vitro

10. JIns MmapkyBaHHSI BUpOOIB HAIIOHAIILHUM 3HAKOM BiANIOBIAHOCTI, KpIM MEIUYHUX BHPOOIB
JUIA JTIAarHOCTHKH IN VItr0, HaBeJAeHUX y A0AAaTKy 2, a TaKOX BHPOOIB, MPU3HAYCHHUX JUIS OIIHKH
XapaKTEepPHUCTUK, IIEpe]] BBEICHHAM X B 00ir BUpOOHUK 3a0e3neuye NpOBEACHHS IPOLEAYPH OLIHKU
BIJIMOBIIHOCTI 3TiJHO 3 JI0JIATKOM 3, a TAKOK CKJIAJIa€ JACKJIapalliro Mpo BiAMOBIIHICTb.

Jyist BupOoOiB, MPU3HAYCHHX JIJII CAMOKOHTPOJTIO, KPIM THX, 110 HaBEJICHI B TOJATKY 2, @ TAKOXK
BUpOOIB, NPHU3HAUYEHUX [UIS OI[IHKM XapaKTePUCTHK, BUPOOHMK JI0 TMOYATKy 3aCTOCYBaHHS
MPOLICYPH OIIHKU BiIIMOBITHOCTI 3TiHO 3 JOJATKOM 3 BHKOHYE JIOJAATKOBI BHMOTH, HaBEJICHI
B IIYHKTaxX 6-8 nomatka 3, abo 3acTOCOBYE MpOIEIypH, BU3HA4YeHI y myHkTax 11 1 12 1mworo
TexHigyHOTO peraamMeHTy.

11. /Inst MapKyBaHHS HaI[lOHAJbHUM 3HAKOM BIIMOBIAHOCTI BUPOOIB, HABECHUX y MEPENIKY A
nojiaTka 2, KpiM BHUpPOOIB, NMPHU3HAUYEHUX Ui OLIHKU XapaKTEpUCTUK, BUPOOHHUK IPOBOIUTH
Mporeaypy, HaBeleHy B JonaTky 4, abo Mpolenypy, HaBelIeHY B JOIATKy S5, B TOEIHAHHI 3
MPOLEYPOI0, HABEACHOIO B AOJIATKY 7.

12. JIns MapKkyBaHHS HAI[lOHAJIBHAM 3HAKOM BIIMOBIAHOCTI Ha BUPOOH, HABENICHI Y MEPEIiKy
B nonarka 2 (kpiM BUpOOIB, MPU3HAYEHUX IS OI[IHKHA XapaKTEPHCTHK), BUPOOHHK MPOBOIUTH
MpoIeaypy, HaBeleHY B aonaTky 4, abo mporemaypy, HaBelACHY B JOJATKy 5, B MOETHAHHI 3
MPOIIEAYPOI0, HABEJCHOIO B JI0JIaTKY 6, a00 B TOEIHAHHI 3 MPOLIEYyPOI0, HABEICHOIO B IOAATKY /.

13. Ilepen BBeneHHsIM B 00Ir BUpOOIB, MPU3HAYECHUX IS OI[IHKK XapaKTEPUCTHK, BUPOOHUK

rOTYe€ 3asiBy IIPO MPOBEACHHS OI[IHKH XapaKTePUCTUK Ta 3/IHCHIOE MPOLEAYPY, HABEACHY B AOJIATKY
8.

14. Tlin 4ac mpoBeACHHs MPOIEAYP OIIHKH BiAMOBIIHOCTI BUPOOIB BUPOOHUK Ta OpraH 3
OIlIHKK BimmoBimHOCTI (y pa3i 3adydyeHHs) IIOBHUHHI BpPaxOBYBaTH pE3yJbTaTH OY/b-IKHUX
BUNPOOYBaHb 1 TEPEBIPOK, IO OYyIM MPOBEACHI BIAMOBIAHO A0 BHUMOT IBOro TeXHIYHOTO
peryiaMeHTy 0, IiJ] 9ac Ta Iicjs BUPOOHUIITBA.

15. BupoOHHK MOX€E YIIOBHOBa)KYBAaTH CBOTO INPEICTABHHKA PO3IIOYATH MPOIEAYPH OIIIHKH
BIZAIIOBIAHOCTI, HaBeAeH] B JoJaTkax 3, 5, 61 8.

16. BupoOHUK POTATOM I1’ITH POKIB IICJIsl BUTOTOBJIEHHSI OCTAaHHBOTO BUPOOY 30epirae:

JIEKJIapaIlito Mpo BiAMOBIAHICTb;

TEXHIYHY TOKYMEHTAIlil0, 3a3HaueHy B Jl0AaTkax 3-8;

pieHHs Ta cepTU(IKaTH OPraHiB 3 OI[IHKU BIAMOBIIHOCTI.

VY pa3i ko BUPOOHUK HE € pe3uIeHTOM YKpaiHu, 00OB’SI30K IIOJO0 HAJAaHHS JIOCTYIY 1O
3a3Ha4YEHO1 JOKYMEHTAIll /UI1 YIIOBHOBAXEHUX OpPraHiB JAEp>KaBHOI BIaJW MOKIAAAE€THCA HA HOTO
YIIOBHOBXEHOTO MPEACTABHUKA.

17. Sxmo mnpouenypa OLIHKM BIAMOBIIHOCTI mependadae 3alydeHHs OpraHy 3 OIHKH
BIJIMOBIHOCTI, BUPOOHUK 200 HOT0 YIIOBHOBaXEHUM MPECTABHUK MOKYTh 3BEPTATHCS 32 BIACHUM
BUOOPOM /10 OyIb-SIKOTO OpraHy 3 OI[IHKK BiIMOBIAHOCTI, SKUA MOXE BUKOHYBAaTH HEOOXimHi
MPOIEypH OLIIHKH BIIMOBIIHOCTI 3T1/IHO 13 c(heporo MpU3HAYEHHS TAKOTO OpPraHy.

18. Opran 3 OIIHKH BIANOBIAHOCTI MOXeE (32 YMOBH HaJIe)KHOTO OOTPYHTYBaHHS) HaJICIaTH
BUPOOHMKY a00 HOTr0 yHOBHOBA)XEHOMY IPEICTABHUKY 3aIUT IOA0 HaJaHHs Oyab-aKoi iHpopmartii
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9l JTaHWUX, HEOOXITHHMX JUIS BCTAHOBIICHHS a00 MIATBEPDKEHHS BIAMOBITHOCTI BHPOOY BUMOTaM
11b0T0 TEeXHIYHOTO PEerIaMeHTy 3TiIHO 3 00pPaHOIO MPOLEAYPOIO OLIHKY BiMOBIIHOCTI.

19. PimenHs, mpuiHATI OpraHoM 3 OI[IHKU BIANOBIMHOCTI 3TiJHO 3 MPOIEIypaMHu OLIHKA
BIJIOBIIHOCTI, HABEICHUMU y TOJIaTKaX 3-5, MIIOTh MPOTATOM IT'SITH poKiB. CTpOK iX Ail MOXke OyTH
MPOJIOBKEHO Ha II'SITh POKIB 3a 3asBOI0 BUPOOHMKA a00 HOTo YHNOBHOBA)XEHOTO IPE/ICTABHHKA,
M0JIAaHOIO B CTPOK, 3a3HAYCHHH y AOTOBOPI, MAMHCAHOMY 000Ma CTOPOHAMH.

20. JluctyBaHHS MDK BHPOOHMKOM Ta OPraHoM 3 OIIIHKM BIATOBIAHOCTI, TOB’si3aHE 3
nporenypamu, 3a3HadyeHHMMH Yy nyHKTax 10-13 mporo TexXHIYHOTO periaMeHTry, BEAEThCS 3
ypaxyBaHHSIM BUMoTr 3akoHy Ykpainu “IIpo 3acaau jiep:kaBHOi MOBHOI HOJITUKH .

21. Bynp-sika ¢izmuHa ocoba - miampueMens adbo pUANYHA 0c00a, M0 BUTOTOBIISIE BUPOOH,
Ha SIKi OIIUPIOETHCS JTist IHOTO TEXHIYHOTO PETrJIaMeHTy, Ta He BBOJUTH iX B 00ir, a 3aCTOCOBYE UM
BHUKOPHCTOBYE iX UL TOTPEO CBOET MpodeciiiHOT ASTBPHOCTI, BUKOHYE BUMOTH, 3a3HA4€HI B IbOMY
pO3ii.

22. Tlopsimok BBeAeHHS B OOIr Ta EKCIUTyaTalild OKpeMHX BHpOOIB, CTOCOBHO SIKUX HE
BUKOHaHI BUMOrH, nepenbaveHi y myHkrax 10-13 mporo TexHiyHOro periameHrty, aie
BUKOPUCTaHHSI SIKUX € HEOOXIIHMM B IHTepecaXx OXOPOHM 3J0pOB’S Ta JKUTTA JIIOJUHH,
BcTaHoBMOIOTECS MO3.

PeecTpanisi BUpoOHUKIB Ta BUPOOiB

23. BupoOnuk, siKuil mig cBOiM HallMEHYBaHHSM BBOJWUTH B OOIr BHUPOOH, MOBIIOMIISE
Jlepximikcmyx0i:

CBO€E MICIIE3HAXOKECHHS,

BIJIOMOCTI MPO PEareHTH, peareHTHI MPOAYKTH, KaliOpaTopu, KOHTPOJIbHI MaTepiaau Ta Mpo
OyIb-sIK1 ICTOTHI 3MIHHU, BKJIFOUAIOYM TUMYACOBE TIPUMTMHEHHS BBEJCHHS B 00Ir;

JaHl, MO HeoOXimHi A iAeHTHdIKaIli TakuxX BHUPOOIB, aHATITHYHI Ta B pa3l moTpedu
JIarHOCTUYHI TIapaMeTPH, Pe3yJIbTaTH OIIHKK €(EeKTUBHOCTI 3TiIHO 3 J0JaTKOM 8, iH(opMaIlliro
PO BUJIaH1 cepTU(IKATH;

iHbopMarliito mpo Bupid, SKUH € HOBHUM BHUPOOOM, 13 3a3HaUYeHHsM iHdopMmarlii mpo
MapKyBaHHsI BUPOOyY HAI[IOHAIBHIUM 3HAKOM BIIMOBITHOCTI.

Jlst et nporo TeXHIYHOTO perjiaMeHTy BUPOOU BBKAIOTHCS “‘HOBHMH BUPOOaAMU™, SKIIIO:

B YKpaiHi MPOTATOM OCTaHHIX TPhOX POKIB HE 0yJI0 BBEICHO B 00Ir TAKOTO BUPOOY;

MpoIIeypa 3aCTOCYBaHHS BUPOOY BKIIIOYAE aHATITUYHI TEXHOJIOT1i, SIK1 HE 3aCTOCOBYBAJIUCS B
VYkpaiHi IpOTATOM OCTaHHIX TPHOX POKIB.

Jlepxitikcy)k6a MOK€ TPOTATOM JIBOX POKIB 3 OOIPpYHTYBaHHSIM NPUYMH BUMAaratv Bil
BUPOOHMKA HaJlaHHA iH(opMallii Mpo AOCB1T BUKOPUCTAHHS BUPOOY MICIIsI BBEJIEHHS HOTO B 00IT.

VY pa3i KoJu BUPOOHUK, SKHH BBOJUTH B OOIr BHUPOOM MiJ CBOIM HaliMEHYBaHHSM, HE €
pesuaeHTOM  YKpainu, iHbopmalis mnoxaeTbes  JIepKIikciayk01  HOro  yImOBHOBa)XEHUM
MIPEICTAaBHUKOM.

Opranu 3 oWiHKM BiANMOBIAHOCTI

24. Opranu 3 OIIIHKK BiAMOBIIHOCTI TOBWHHI BiJINOBiIaTH BUMOTAaM, BCTAHOBJICHUM
3aKOHOJABCTBOM. OpraHu 3 OIIHKK BIANOBITHOCTI, SIKi BIANOBIJAIOTH KPUTEPisM, HABEACHUM Y
HaI[IOHAJILHUX CTaHAapTaX, IO BiANOBINAIOTh €BPOINEHCHKMM TapMOHI30BaHUM CTaHAapTaM,
BBA)KAIOThCS TAKUMHU, 1110 BIMOBIAIOTh HEOOXITHUM KPUTEPISIM.

25. SIKmo mnpu3HAYEGHWH OpraH 3 OINHKM BiAMOBIIHOCTI HE BIJIMOBITA€ BCTAHOBJIECHUM
3aKOHOJABCTBOM BHUMOTaM, BIANOBiJHE MpPU3HAUEHHS MMOBUHHO OYTH CKAacOBaHE 3 YpaxyBaHHSIM
BuMor3akoHy Ykpainu “TIpo OCHOBHI 3acajy Jep>KaBHOTO Harjsaay (KOHTposw) y  cdepi
TOCIOIAPCHKOT TISUTBHOCTI .

26. Oprad 3 OIIHKH BiIMOBIAHOCTI 1H(POPMYyeE iHIII OpPraHd 3 OIHKU BIAMOBITHOCTI Ta
Jlepxiikciny:k0y Mpo BCl BUIAAKM THMYAacOBOTO TNPHUINMHEHHS Ta BIIKIMKAaHHSA CepTU(IKATIB
BIJIMOBIIHOCTI Ta Ha 3aMUT - PO BHUJIaHI cepTU(iKaTH BIAMOBIAHOCTI Ta MPO BIAMOBY B iX BUIaul, a
TaKOoX HaJae HIy iHpopMaIliro.

27. Y pa3i KoiIM OpraH 3 OIIIHKM BiIMOBIIHOCTI BBa)Ka€, IO BIAMOBIIHI BUMOTU LBOTO
TexniuHoro pernameHTy He OyaM BUKOHAHI a00 HE BUKOHYIOTbCS BHUPOOHMKOM, a0 cepTudikar
BIJIMOBIIHOCTI HE TOBMHEH OyTH BUAAHUIA, BIH THMYACOBO MPHUIHHSIE A0 a00 BIIKINKae BUIAHUN
ceptudikar BiAMOBiAHOCTi, a0 HakiIagae OOMEXKEHHs Ha Takui cepTu(dikaT BiNMOBIAHOCTI IO
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3a0e3neueHHs JOTPUMaHHS 3a3HAYCHUX BUMOT BUPOOHHKOM. Y pa3i THMYACOBOTO MPUIMMHEHHS il
abo aHymroBaHHs cepTUdikaTa BiAMOBITHOCTI, a00 HAKJIAJeHHS 0OMEKEHHS Ha IOr0 BUKOPUCTAHHS,
abo HeoOXimHOCTI 3amyueHHs JlepKIIIKCIy:)KOM oOpraH 3 OLIHKM BiIHOBiTHOCTI iH(pOpPMYE
Jepximikcyx0y.

28. OpraHx 3 OIIIHKK BIAMOBITHOCTI HaJae HA 3aUT MiHEKOHOMPO3BHUTKY B YCTaHOBICHOMY
NOpAAKY HEOOXinHy iHpopMmalilo Ta IOKYMEHTH, B TOMY 4YHCHi (IHAHCOBI, HEOOXigH1 s
MEPEeBIPKM  BIAMOBIIHOCTI OpraHy 3 OI[HKH BiIMOBIIHOCTI BCTAHOBJICHUM 3aKOHOJABCTBOM
BHMOTaM.

MapkKyBaHHSl HAIIOHAJIbHUM 3HAKOM BIANOBIAHOCTI

29. Bupobu (xpiM BHpOOIB, NPU3HAYEHUX JUIA OI[IHKH XapaKTEPUCTHK), SIKI BBAXKAIOTHCA
TaKMMH, 110 BiJIOBIAIOTh BCTAHOBJICHHM BHMOTaM, 3a3HAUYE€HUM Yy MYHKTI 8 mporo TexHIYHOTO
periamMeHTy, Tepel BBEACHHSIM 1X B 00Ir MapKYIOTHCS HAI[IOHATLHUM 3HAKOM BIIITOBITHOCTI.

30. Bumoru n0 MapKyBaHHS HAI[lOHAJILHUM 3HAKOM BiJIOBIIHOCTI BH3HAYCHI B I0JaTKy 9.
MapkyBaHHs HalllOHAJIbHUM 3HAKOM BIJINOBIIHOCTI HAHOCUTHCS Ha IHCTPYKIIIO 13 3aCTOCYBaHHS
MEJMYHOTO BUPOOY, AKILO Taka IHCTPYKLIA € 000B’A3KOBOIO, 1 HA 30BHIIIHIO YIAKOBKY, a TAaKOX y
pa3i MOXJIMBOCTI Ha MeAUYHUN BUpIO. 3a3HAu€HE MAapKyBaHHS MOBUHHO OyTH 100pe BUIUMUM,
pO301pIMBUM 1 HE TOBUHHO CTUpATHCsA. MapKyBaHHS HalllOHAJIbHUM 3HAaKOM BIANOBIAHOCTI MOXKeE
HAaHOCHUTHCS Ha €THKETKY METUIHOTO BHPOOY.

{A63ay nepwuii nynkmy 30 6 peoaxyii [locmanosu KM Ne 181 6i0 27.05.2014}

MapkyBaHHs HaIllOHATHPHUM 3HAKOM BIIMOBITHOCTI CYMPOBOJKYETHCA 1ICHTH(IKAITHUM
HOMEPOM OpraHy 3 OIIHKH BIAMOBIIHOCTI, BIAMOBIAAIILHOTO 32 IPOBEACHHSI MIPOLIETYpP, 3a3HAUCHUX
ynonatkax 3,4,617.

31. 3a00pOoHSEThCS HAHOCUTH 3HAKU a00 HAIUCH, SIKIi MOKYTh BBECTH B OMaHy TPETiX oci0
CTOCOBHO 3Ha4Y€HHS MapKyBaHHS HaIllOHAJbHUM 3HAKOM BUIMOBIIHOCTI. Bynb-skuii 1HIIWNA 3HaK
MOxe OyTH HaHECeHHMH Ha BUpPIO, YMAaKOBKY a0 IHCTPYKI[iIO 13 3aCTOCYBAaHHS, IO JOJAETHCS [0
BUpoOy, 3a yYMOBH, IO 1€ HE MOTIpIIye BUIUMICTH 1 PO30IPIMBICTH HAIIOHAJHLHOTO 3HAKa
BIJIIIOBITHOCTI.

32. Y pa3i Bcra”oBieHHs Jlepxiikcayx0ot0 abo opraHamMu JOXOIIB 1 300piB (akTy
HAaHECCHHs] MAapKyBaHHS HAIIOHAJLHUM 3HAaKOM  BIAMOBIAHOCTI 3 TOPYIIEHHSM BHMOT
3aKOHO/IaBCTBA a00 BIICYTHOCTI TAKOTO MapKyBaHHS, IO € MOPYIICHHSM BUMOT I[bOTO TE€XHIYHOTO
periiaMeHTy, BUPOOHMK a00 MOro YMOBHOBAXEHWUW MPEIACTABHUK TMOBHUHHI TPHBECTH BHPOOH Yy
BIJIMOBITHICTh 3 BUMOTaMH IIbOTO TEXHIYHOTO PErIaMeHTy.

33. SIkmo mopymieHHs 3anuiaeTbes, Jepximkcinyxoa abo opranu 10X0iB 1 300piB BKUBAOTh
3aXOMIB 10 OOMEXEHHS Y1 3a00POHU BBEJCHHS B 00Ir BUpoOy a00 MOBHHHI IEPEKOHATHUCS, 10 BiH
BHBEJICHUH 3 00Ir'y B YCTAaHOBJICHOMY 3aKOHOJIABCTBOM MOPSIIKY.

34. TlomoxenHs mnyHKTiB 32 1 33 1poro TexXHIYHOrO perjaMeHTy ITOBHHHI TaKOX
3aCTOCOBYBATHUCS, SIKIIO MapKyBaHHS HalllOHAILHUM 3HAKOM BIANOBITHOCTI 3[A1HCHIOBAIOCS 3
MOPYIIEHHSM BUMOT 1OTO TEeXHIYHOTrO periiaMeHTy, Ha BUPOOH, Ha SIKI HE MOLIUPIOETHCA Mif
1b0r0 TeXHIYHOTO perjiamMeHrty.

KondinenuiiinicTn
35. Yci cTopoHH, sKi 3aCTOCOBYIOTH Iieil TexHIYHMH perjiaMeHT, MOBUHHI 3a0e3leuyBaTd
KOH}ICHITIHHICTE iH(OopMaIllii, oJepKaHoi i Yac BUKOHAHHS CBOiX 3aBJ/IaHb.
Opranu Jep>kaBHOTO PUHKOBOTO Harisay abo opraHu JOXOJiB 1 300piB Mif 4ac BUKOHAHHS
CBOiX 3aBJIaHb B3a€EMOJIIIOThH 3 OPraHOM 3 OIIIHKH BiIIOBITHOCTI.

Honatoxk 1
10 TeXHIYHOTO periaMeHTy

OCHOBHI BUMOT'

710 MeIUYHUX BUPOOIB 1151 JIarHOCTUKHU in vitro
3arajgbHa YacTHHA
1. MenuuHi BUpOOH Ul AIarHOCTUKH iN VItro (mami - BupoOu) moBuHHI OyTH pO3poOiieHi Ta
BUTOTOBJICHI TaKMM YHHOM, II00 MiJ Yac 3aCTOCYBaHHs 3a MPU3HAYEHHSM Y BIAMOBITHHX YMOBax
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HE CIPUYUHATH, MPSIMO YU OIMOCEPEIKOBAHO, BUHMKHEHHS PH3HMKY /IS KIIHIYHOTO CTaHy abo
Oe3neku CroXHuBauiB, Oe3nMeKd ab0 370pOB’S KOPUCTYBadiB Ta iHIIMX 0ci0, abo Oe3meku MaiiHa.
Pusukn, mo MOXyTb OYyTH CHpUYMHEHI BHUKOPHUCTAHHSIM TakuX BHpOOIB, IMOBUHHI OyTH
JOIMYCTUMHUMH TIOPIBHSIHO 3 KOPUCHOIO JI€I0 IS TMAalli€HTa Ta MOEIHYBATHCS 3 BUCOKUM DPIBHEM
3aXUCTY 3JI0POB’s 1 OE3MEKH.

2. PimenHs, siKi npuiiMae BUpOOHHUK ITil yac po3poOIeHHs Ta MPOEKTYBaHHS BUPOOIB, MOBUHHI
BIZAIIOBiAaTH BUMOraM OE3IIEKH.

BupoOHuK 3000B’13aHUI KEPyBaTUC TAKUMHU MTPUHITUTIAMH:

yCYHEHHs 200 MiHIMi3allis pu3HKiB (Oe3MeuHUi Tu3aiiH Ta KOHCTPYKILis);

BXKHUTTS B pa3i MOTpeOM HAIEKHHUX 3aXOJIB OE3MEKH Uil YHUKHEHHS MOTCHUIMHUX PH3UKIB
3aCTOCYBaHHS BUPOOIB, SIKi HEMOXJIUBO YCYHYTH;

iHpOpPMYBaHHS KOPHUCTYBAYiB Ta CIOKMBAUIB MPO MOTEHIIHHI PU3UKU 3aCTOCYBaHHS BUPOOIB,
SIKi HEMOJKJIMBO YCYHYTH 3aX0JaMH O€3IeKH.

3. BupoOu moBuHHI OyTH pO3pOo0IieHi 1 BUTOTOBJICHI MPUAATHUMH Ui BUKOPUCTAHHS 3a iX
IUTFOBUM TMPU3HAYCHHSIM, BU3HAYCHHUM BUPOOHUKOM, SK 3a3HAYEHO B IUIMYHKTI 8 MYHKTY 2
TexHIYHOTO perjJaMeHTy 00 MEIWYHUX BUPOOIB Ui JiarHOCTHKH IN Vitro. BupoOu moBuHHI
JOCATaTH EKCIUTyaTal[liHUX XapaKTepPUCTHUK, 30KpeMa aHAIITUYHOI Ta MIarHOCTUYHOI YYTIUBOCTI,
AQHATITUYHOI Ta J1arHOCTUYHOI CHEeNU(IYHOCTI, TOYHOCTI, MOBTOPIOBAHOCTI, BIATBOPIOBAHOCTI,
BKITIOYAIOUM KOHTPOJIb MOKJIMBHX TIEPEIIKO/I, @ TAKOK MEX BUSBJICHHS, BU3HAUEHNX BUPOOHUKOM.

[IpocTexyBaHICTh NPUHHATUX HOMIHAJBHUX 3HAUYE€Hb KaiiOpaTopiB Ta/abo0 KOHTPOJIbHHUX
MarepiaiB  TMMOBWUHHA 3a0€3MedyBaTHCS 3aCTOCYBAaHHSAM HAsBHUX pPEePEPEHTHHX TMPOIEAYD
BUMIPIOBaHb Ta/a00 HasBHUX pedepeHTHUX MaTepianiB (CTaHIAPTHUX 3Pa3KiB) BULIOTO MOPSAIKY.

4. TIpoTsrom BU3HAYEHOTO BUPOOHUKOM CTPOKY MPUIATHOCTI BUPOOIB IX XapaKTEPUCTUKH Ta
BJIACTHBOCTI, 3a3HadyeHl y myHkTaX 1 i 3 mux OCHOBHUX BHUMOT, HE IMOBHHHI 3MIHIOBAaTHCS Ta
MOTIpIIYBaTHCST 0 PIBHS, SIKAW MPU3BOAMTH JIO BUHMKHEHHS 3arpo3u 3JI0poB’I0 Ta Oesmeri
CrokMBaya ab0 KOpHCTyBaua Ta IHIIUMX Oci0, KO BUpIO 3a3HAa€ HaBAaHTaXXKEHb, L0 MOXKYTh
BUHUKHYTH 33 HOPMQJIbHUX YMOB BHKOPHCTaHHS. SIKIIO CTPOK HPUIATHOCTI TaKOoro BUpPoOy He
BCTAHOBJICHO, 3a3HAYEHE CTOCYETHCS CTPOKY MPUIAATHOCTI, OOTPYHTOBAHO OYIKYBAHOTO I BUPOOY
TaKoTo TUITY.

5. BupoOu moBuHHI OyTH pO3poO0JIeHi, BUTOTOBJICHI Ta YNaKOBaHI TaKUM YHHOM, MO0 iX
XapaKTEPUCTHKH Ta EKCIUTyaTalliiH1 TMOKAa3HWKH HE TMOTIPIIyBAJMCS ITiJI Yac 3aCTOCYBaHHS 3a
MPU3HAYCHHSIM 4Yepe3 YMOBHU 30epiraHHs Ta TPAHCHMOPTYBaHHS (TemIiepaTypa, BOJIOTICTh TOIIO), 3
ypaxyBaHHSM IHCTPYKIIii 13 3aCTOCYBaHHS Ta iH(OpMaIlii, HalaHOT BUPOOHUKOM.

Po3po0.ieHHsI Ta BUTOTOBJIEHHSI BUPOOiB

6. BupoOu moBuHHI OyTH po3poOJieHI Ta BHUTOTOBJICHI TaKMM YHMHOM, 100 BIAMOBIAATH
XapaKTepUCTUKAM Ta BIACTUBOCTSAM, 3a3HaU€HUM Yy IyHKTax 1-5 nux OcHoBHUX BuUMOr. OcoOiuBy
yBary Ciil NPUAUIATH MOKJIMBOMY IOTIPIICHHIO aHAJITUYHMX BJIACTMBOCTEH, CIHPUYMHEHOMY
HECYMICHICTIO MarepiaiiB, 3aCTOCOBAaHUX I 4ac BHPOOHHIITBA BUPOOY, i3 3pa3kaMu (TaKUMH SIK
010JI0T1YH1 TKAaHWUHH, KIIITUHH, PITUHU TiJIa Ta MIKPOOPTaHi3MH), MPU3HAYEHUMH JIJI BAKOPUCTAHHS
3 UM BHUpoOOM, 6epyuu 10 yBaru MeTy HOro BUKOPUCTAHHS 33 IPU3HAYEHHSM.

7. Bupobu mnoBuHHI OyTH pO3pOOJIEHI, BUTOTOBJICHI Ta YMaKOBaHI TaKUM YHHOM, 100
MIHIMI3YBaTH pHU3HMKH, CHPUYMHEHI pPO3repMeTu3alli€lo, 3a0pyIHIOIYUMH Ta 3aJUIIKOBUMHU
peuoBUHAMHU BHUPOOY, JUIsl 0Ci0, 3alydeHHX 10 TPAHCHOPTYBaHHs, 30epiraHHs Ta BUKOPHUCTAHHS
MEIWYHUX BUPOOIB, Oepydu A0 yBaru MeTy iX BUKOPUCTAHHSA 33 IPU3HAYECHHSM.

8. Bupobu Ta mporecu iX BUTOTOBJICHHSI MOBUHHI OyTH po3poO0Jie€HI TaKUM YHHOM, 100
YCYHYTH YU MiHIMI3yBaTH pU3UK iH(]IKyBaHHS KOpUCTYBauiB abo iHmMX ocid. KoHcTpykuis BupoOy
NMOBMHHA 3a0e3NedyBaTH JIETKICTh 3aCTOCYBaHHS Ta B pa3l MOTpeOM MIHIMI3ALII0 PUBHKY
KOHTaMiHaIii Ta po3repMeru3aunii BUpoOy MiJ 4Yac BHUKOPUCTaHHA 1 B pa3i BUKOPHUCTaHHS
KOHTEWHEepIB A 3pa3KiB - PHU3UKY KOHTaMiHaIlil 3pa3kiB. Ilpoliec BUTOTOBJIEHHS NOBUHEH
3a0e3rneuyBaTy BiANOBIAHICTh BUPOOIB 3a3HAUEHUM BUMOTaM.

9. Skmo BupidO MICTUTH PEUOBMHU OI0JIOTTYHOTO TOXO/KEHHS, PHU3MKM I1H(IKyBaHHS
MIHIMI3yIOTbCS IUISIXOM Bi10OpY BiAMOBIIHUX JOHOPIB 1 pEUOBUH, @ TAKOXK LUIIXOM 3aCTOCYBaHHS
BaJI{IOBaHUX MPOLEAYp IHAKTHBAIll], KOHCEpBallii, TECTYBaHHS Ta KOHTPOJIIO.
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10. Bupo6wu, nmo3naveHi sk “CtepuiabHi” ab0 SK Ti, [0 MAIOTh CIICHIATBHUA MIKPOOIOIOT TIHHIA
CTaH, MOBUHHI OyTH po3po0JieHi, BUTOTOBJIEHI Ta yMaKOBaHI y CHELialbHY YIAKOBKY 3TiTHO 3
BIJIMOBIJTHOIO MPOIEYPOIO, KA 3a0e3meuye 30epeKeHHs iX MIKpoOIOJIOTiyHOTO CTaHy, 3a3Ha4€HOTO
Ha €TUKETIIi, i/l Yac BBEeIEHHs B 0Oir, B yMOBax 30epiraHHs Ta TPaHCIOPTYBAaHHS, BU3HAYCHUX
BUPOOHMKOM, JIOKH 3aXMCHA yIaKOBKa He Oy/ie MOIIKOPKEHa Y BiIKpHTA.

11. Bupo6wu, no3HaueHi sk “CrepuibHi” a0 fK Ti, 110 MAIOTh CIIEI[iaJIbHUIA MIKpOOIOIOTTUHUI
CTaH, 00pOOJISIOTHCS 13 3aCTOCYBAHHSM CITCIIAJIbHHUX, BATIJOBAHUX METO/IIB.

12. ITaxyBanpHi cucTeMu BUpPOOiB, KPIiM THX, 110 3a3HaveHi B MyHKTi 10 nux OCHOBHHUX BUMOT,
3a0e3mneuyroTh 30epiranas BUpoOiB 0e3 MOTIpIIeHHS 1X PIBHS YACTOTH, 3a3HAYEHOTO BUPOOHHUKOM, a
TAaKOX MIHIMI3ail0 PH3UKY IX MIKpOOIOJOriyHOT KOHTaMiHalii, SKI[0 BHPOOM MOBHHHI
CTEPHIII3YBATUCS TIEPE] BUKOPHUCTAHHSM.

3axoau I MiHIMi3aIil piBHS MIKpOOIOJOTIYHOI KOHTaMIiHAIlii BXKUBAIOTHCS ITiJ] Y9ac BigOOpy
Ta BUKOPHUCTaHHS CHPOBHHH, BHPOOHUIITBA, 30epiraHHs Ta PO3MOBCIOKEHHS BHPOOIB, SKIIO iX
XapaKTEPUCTUKU MOKYTh MOTIPIIUTUCS BHACTIIOK TaKOi KOHTaMIHALlIi.

13. BupoOu, mpusHaueHi s CTEPHII3YyBaHHs, TOBHHHI BHUTOTOBJSITHCS Y BIATOBIIHUX
KOHTPOJILOBAHUX YMOBaX (HANPHKIIAJ, B KOHTPOJIHOBAHOMY HaBKOJHIITHBOMY CEPEIOBHUIII).

14. TTakyBanbH1 CUCTEMH HECTEPUIILHUX BUPOOIB MOBUHHI 3a0e3meuyBaTu 30epiraHHs BUpoOiB
0€3 MOTIpIIEHHs BU3HAYEHOI'O PIBHSA YMCTOTH, a TaKOX (SIKIIO BUPOOW MOBHMHHI CTEPUIII3ZYBAaTUCS
nepesl BUKOPUCTaHHSIM) 3MEHIIYBaTH PU3HMK iX MIKpoOiosoriyHoi koHTamiHamii. [lakyBaHHs
MOBUHHE BIAMOBIATH METOY CTEpHUIIi3allil, 3a3HaYEHOMY BUPOOHUKOM.

15. Sxmo Bupid mnNpu3HAUEHO [ BUKOPUCTAHHA pa3oM 3 IHIIMMH Bupobamu abo
oOnasHaHHSAM, Taka KOMOIHAIlIi B IUJIOMY, BKJIIOYAIOUM CHUCTEMY 3 €/IHaHHS, IMOBHHHA OYyTH
0€3MeUHO0I0 Ta He MOTIPIIYBaTH 3a3Hau€H1 XapaKTepUCTUKH BUPOOIB, 110 BXOAATH J0 HOTO CKIIATy.
Bynp-sxi 0OMeXeHHs 10JI0 3aCTOCYBAaHHSI TaKMX BHpPOOIB MO3HAYAIOTHCS Ha €THKETIl Ta/abo B
THCTPYKIIIi 3 BAKOPUCTaHHS.

16. Ilig wac po3poOiieHHsT Ta BUTOTOBJICHHS BUPOOIB MIHIMI3YIOTHCSI PU3HKH, TTOB’sI3aHi 3 X
BUKOPDUCTaHHAM DPa30oM 3 MaTepiajlaMd, pPEYOBHMHAMU Ta Ta3aMHu, 3 SAKMMH BOHH MOXYTb
KOHTAKTYBaTH 32 HOPMAJIbHUX YMOB BUKOPHCTAHHS.

17. BupoOu moBuHHI OyTH po3poOJieHI Ta BUTOTOBJIEHI TaKUM YHHOM, II00 yCYHYTH a0o
MIHIMI3yBaTH:

pU3MK TpaBMYyBaHHS, TOB’s3aHUM 3 iX (IBUYHUMH BJIACTHUBOCTSAMHU (0COONMBO 13
CHIBBITHOMIEHHSAM 00’€My Ta THUCKY, (DI3MYHUMHU PO3MIpamMHu Ta B pasi MOTpeOH eproHOMIYHUMH
XapaKTePUCTUKAMH);

PH3HMKH, TIOB’SI3aHI 3 OOIPYHTOBAHO IiependauyBaHUMHU 30BHINIHIMHM BIUTMBAMH, 30KpeMa 3
MarHiTHUMM TOJISIMH, 30BHIIIHIMM €JIEKTPUYHUMHU BIUIMBAMH, €JIEKTPOCTATUYHUMH DPO3psiaMHu,
TUCKOM, BOJIOTICTIO, TEMIIEPAaTypol, 3MIHAMU THUCKY YHM IHPUCKOpEHHs a0o 3 BUIAJKOBUM
MOTPAIUITHHAM PEUYOBHUH Y BUPIO.

Bupo6u moBuHHI OyTH pO3po0JIeHI Ta BHTOTOBJICHI 3 BIAMOBIIHUM piBHEM BHYTPIITHBOI
CTIMKOCTI JIO €JICKTPOMAarHiTHUX 3aBaJl Ui 3a0e3eUeHHs iX QyHKIIOHYBAHHS 3a MIPU3HAYEHHSM.

18. BupoOu moBuHHI OyTH po3poOIEHI Ta BUTOTOBIEHI TaKUM YHUHOM, 100 MIHIMI3yBaTH
PU3UKU 3aliMaHHS Ta BUOYXY il 4ac HOPMaJbHOI'O BHKOPHCTAHHS Ta B yMOBaX IOOJUHOKOTO
30010. OcoOnuBy yBary ciifi OpUIUIITH BUpoOaM, BUKOPHCTAHHA SKUX 3a MPU3HAYCHHSIM
nepen0dadae 3acTOCYBaHHs JIETKO3aHMHCTUX PEYOBUH a00 pPEYOBUH, IO MOXKYTh CIIPUYUHUTH
3aiMaHHA.

19. BupoObu mnoBuHHI OyTH pO3pOOJIEHI Ta BHUTOTOBIIEHI TaKUM YHHOM, 00 CHPHITH
0e31eYHOMY MTOBOJDKEHHIO 3 BIIXOJaMHU.

20. BuwmiproBaibHi, MOHITOPUHIOBI (KOHTPOJbHI) ab0 IHAWKATOPHI IIKaIM (BKJIIOYAIOYU
KOJIbOPOBI Ta 1HIII Bi3yajbHI 1HAMKATOPU) MOBHUHHI OyTH po3po0ieHi Ta BUTOTOBJIEHI BiAMNOBITHO
710 IPUHIUIIB €PrOHOMIKH, Oepy4H JI0 yBaru BUKOPUCTAHHS BUPOOIB 3a MPU3HAYECHHSM.

21. BupoOu 3 nepBUHHOIO (DYHKIII€I0 aHATITUYHOTO BUMIPIOBAHHS MOBHUHHI OyTH po3po0ieHi
Ta BUTOTOBJICHI TAKUM YMHOM, 1100 3a0€3MeYnTH a/IeKBaTHY CTaOUIbHICTh T4 TOYHICTh BUMIPIOBAHb
y BIATIOBIIHUX MeKaxX TOYHOCTI 3 ypaxXyBaHHSM BHUKOPUCTAHHS BUPOOY 3a MPU3HAUEHHSM, a TAKOXK
HasBHICTh BIANOBIIHMX pedepeHTHUX MpOoLEayp BHUMIPIOBAaHHSI Ta pe(epeHTHUX MaTepiajiB
(crapmapTHUX 3pa3kiB). Mexi TOYHOCTI BUMIPIOBAHHS MOBUHHI BU3HAYATHUCS] BUPOOHUKOM.



22. SIkmo pe3yabTaTh BUMIPIOBAaHb OTPUMYIOTHCS y HH(POBOMY 3HAu€HHI, BOHM MOBUHHI
3a3HAYaTUCS B CTAaHAAPTHUX OJMHMINAX BHUMIipioBaHHS (MbkHapogHoi cuctremu oauuuip CI)
BignoBiHO 10 KnacudikaTtopa cuctemu mo3Ha4eHb OJMHUIb BUMIPIOBAHHS Ta OOJIKY.

23. BupoOu po3poOisitoTbesi, BUTOTOBIISIFOTBCS Ta YIIAKOBYIOTHCS 3 JOTPUMAHHSIM BHMOT, IO
MPU3BOIATH 0 MiHIMi3alil OpOMIHEHHS pajiallie€lo KOPUCTYBadiB Ta IHIINX 0Ci0.

24. BupoOu, npu3HaveHi A BUIPOMIHIOBaHHS IMOTEHLINHO HeOe3meyHoi, BUAUMOI Ta/abo
HEBUAUMO] pajiarii:

3a0e3Meuy0Th MOXIIMBICTh KOHTPOJIO Ta/ab0 pEryiioBaHHS XapaKTEPUCTHK Ta KUIBKOCTI
paniariii, o BUIIPOMIHIOETHCS;

3a0e3MeYyl0ThCs BI3yalIbHUMHU IHAWKATOPAMH Ta/a00 3BYKOBHMH 3aCO0aMH TOTICPEIKECHHS
PO TaKe BUITPOMIHIOBAHHSI.

25. IHCTpYKIii 3 BUKOPUCTaHHS BHPOOIB, IIO0 BHIIPOMIHIOIOTH pajiallito, MOBHHHI MICTUTH
JeTanbHy 1H(POpPMAIliIo PO MPUPOIY padiallii, 3acoOu 3aXUCTy KOPUCTYBaya i MUIAXH YHUKHCHHS
MO>KJIMBOCT] HEMPABMIIBHOTO BUKOPUCTAHHS Ta PU3HKIB, OB’ SI3aHHUX 3 IX BCTAHOBJICHHSM.

26. BupoOu, mo MICTATh €JIEKTPOHHI MPOTpaMOBaHi CHUCTEMH, BKIIOYAIOUH MpPOTrpamMHe
3a0e3nevYeHHs, po3pOOISIOTHCS 13 3a0€3MEeUeHHSAM BIITBOPIOBAHOCTI, HAJAIMHOCTI Ta €(heKTUBHOCTI
TaKUX CUCTEM BIAMOBIIHO JI0 X TPU3HAYCHHS.

27. BupoOu mOBUHHI PO3pOOIATHCS Ta BUTOTOBIATUCS TaKUM YHHOM, OO MiHIMi3yBaTh
PHU3UKHU CTBOPEHHS €JIEKTPOMArHITHUX MEPEIIKO/I, AKi MOXKYTh HOTIPIIUTH (QYHKI[IOHYBAHHS 1HIINUX
BUpOOIB a00 06J1a/HAHHS, 33 3BUYalHUX YMOB, B 3BU4aHOMY OTOYEHHI.

28. BupoOu TOBHWHHI pPO3pOOJATHCS Ta BHUTOTOBJISATUCS TAKMM UYWHOM, W00 YHHKHYTH,
HACKUTbKA 1€ MOJKIJIMBO, PH3HMKY BHUMAJKOBOTO YPaXCHHS EJICKTPUYHUM CTPYMOM T dac
HOPMAJILHOTO BUKOPUCTaHHS Ta B YMOBaX MOOJMHOKOTO 30010 32 YMOBH TIPaBHJIBHOTO
BCTAHOBJICHHSI Ta BBEJICHHS B €KCIUTyaTaIlit0 IINX BUPOOIB.

29. BupoOu MOBHMHHI 3aXWIIaTH KOPHUCTyBada Ta CHOXHBAada BiJl MEXaHIYHHX YIIKOJKCHb.
Bupobu mnoBuHHI OyTH cTaOUTbHUMU B TepeadauyBaHUX pOOOYMX YMOBAaX, BHUTPUMYBATU
HaBaHTA)XCHHS, K1 MOXKYTh BUHUKATH B IepedadvyBaHOMY pOOOUOMY CEpeIOBHIII, 1 30epiraTu 1o
CTIMKICTh POTATOM CTPOKY BUKOPUCTAHHS BUPOOIB 32 YMOBH 31MCHEHHSI KOHTPOJIIO Ta TEXHIYHOTO
00CITyrOBYBaHHS, MEpe10a4€HOT0 BUPOOHUKOM.

Y pa3l HagBHOCTI PHU3HKIB, TOB’SI3aHMX 3 PYXOMHMH 4YacCTHHAMHU BHUPOOIB, PHU3UKIB
pYHHYBaHHS, PO3’€IHAHHA a00 MPOTIKAHHS PEYOBHH, NIEPeI0aYarOTHCS BIAMOBIIHI 3aCO0H 3aXHCTY.

Bynp-siki 3axucHi abo iHII 3aco0u, IO BXOMATH A0 CKJIaay BHPOOIB Mjisi 3a0e3MeyeHHs
3aXHCTy, OCOOJMBO IIOJAO PYXOMHUX YAaCTHH IIMX BHPOOIB, MOBHHHI OyTH Oe3meYHUMHU 1 HE
CTBOPIOBATH TEPEIIKOJ IS JOCTYIY J0 BHUPOOIB ISl iX HOpMallbHOI poOoTH abo 0OMeEXyBaTH
MMOTOYHE 0OCIYTOBYBAaHHSI TaKUX BUPOOIB, mepeadaueHe BUpOOHUKOM.

30. Bupobu moBuHHI OyTH pO3pOOJICHI Ta BUTOTOBJIEHI TaKUM YHHOM, 00 MIHIMI3yBaTH
MOXIIMBI PU3UKH, TIOB’s13aH1 3 BiOpalli€lo, TeHEPOBAHOK BUPOOAMHU, 3 ypaxyBaHHSIM TEXHIYHOTO
mporpecy 1 JOCTYIMHHUX 3aco0iB oOMexeHHs BiOparliii, ocoOiuBO Oe3mocepenHbo MooIu3y Ti
JoKeperia, SKIIO 111 BiOpallii He € 4aCTHHOIO nepeadoadyeHoro pyHKIioHyBaHHS ITUX BUPOOIB.

31. BupoOu noBuHHI OyTH CKOHCTPYHOBaHI 1 BUTOTOBJICHI TAKUM YHMHOM, 100 MIHIMI3yBaTH
PU3UKH, TOB’S3aHiI 3 IIYMOM, IO CTBOPIOETHCS LKMMHU BHpOOaMU, 3 YpaxyBaHHSIM TEXHIYHOTO
mporpecy 1 JIOCTYMHHUX 3acO0IB Ui 3HIMKEHHS PIBHS IIYMY, 0COONMBO MOONM3y HOro Kepena,
SKIIO el IIyM He € YaCTUHOIO nepeadaueHoro GyHKI[IOHYBaHHS IIUX BUPOOIB.

32. TepMinanu Ta po3’e€Mu AJisl €IEKTPUYHOTO KUBJICHHS, Ta3y, MAPaBIIYHUX 1 THEBMATUYHHUX
JDKEpeNl €Heprii, 3 sSKUMU TMOBUHEH MpAIIOBaTH KOPHCTYyBau aboO CIOXKHBAY, PO3POOISIOTHCA 1
BUTOTOBJISIFOTHCS] TAKUM YMHOM, 11100 MIHIMI3yBaTH BCl MOXJIUBI PU3HKH.

33. HloctymHi nerami BUpOOIB (3a BUHSATKOM YacTUH a0 MiCIlb, MpU3HAUYEHUX IJS TMojaadi
Teria abo JOCATHEHHS 33/laHUX TEMIIepaTyp) He MOBUHHI JOCATaTH MOTEHLINHO HeOe3neyHHux
TeMIepaTyp 3a 3BUYaifHUX YMOB €KCIUTyaTallii.

34. Bupobu U1t CaMOKOHTPOJIIO TMOBUHHI PO3POOIATHCS, BUTOTOBIATHCA Ta (DYHKIIOHYBAaTH
BIJIMOBIHO JI0 CBOTO MPU3HAYECHHS 3 YpaxXyBaHHSIM HABHUYOK CIIOXHMBaUiB 1 3aCO0IB, TOCTYIMHHUX M.
Inpopmanis Ta iHCTpyKUii, HaAaHi BHUPOOHMKOM, MOBHMHHI OYTH JIETKO 3pO3yMUINMHU i
3aCTOCOBAaHUMH CIOKHBAYaMH.



35. BupoOu a1 cCaMOKOHTPOJIIO MOBHHHI OyTH pO3pOOJIeHI Ta BUTOTOBJIEHI TaKUM YHHOM,
mo6 3a0e3MeynTH MPOCTOTY BHUKOPUCTAHHSA BUPOOY HempodeciiHUM KOopucTyBaueM abo
CMOKHMBAUEM Ha BCIX CTaAifgX MPOIEIypPH, a TAKOXK MIHIMI3yBaTH PU3HMK MOMWJIKH CHOXKHBaya i
94ac BUKOPUCTAHHSA BUPOOY I CAMOKOHTPOJIIO.

36. BupoOum s CaMOKOHTPOJIO TOBHHHI, SIKIIO 1€ MOXJIMBO, BKJIIOYAaTH KOHTPOJIb
CHOXHMBaueM, TOOTO MpPOIENypY, 32 JOIOMOTOIO SKOi CIIOKHBAau MOXE MEPEeBIPUTH, MO MiJ 4Yac
BUKODHUCTaHHS BHUPIO JUIS CaMOKOHTpOJIIO Oyne (YHKIIOHYBaTH 3riHO 3 IHCTPYKIi€ i3
3aCTOCYBaHHSI.

37. KoxeH BupIO TMOBHHEH CYNpPOBOJUKYBaTHCSA iH(OpMaIli€ro, HEOOXITHOIO aiIs Horo
0€3MeYHOro 1 MPaBWIBHOTO BHUKOPHCTAHHS 3 YypaxXyBaHHSM TIATOTOBKM Ta KBaigikarii
MOTEHIIHNX KOPUCTYBayiB ab0 CIIOKMBAYiB, a TAKOXK JUIA ieHTUIKAII] HOro BUpOOHHUKA.

Inpopmanis, HeoOXimHa s OE3MEYHOrO 1 MPAaBHIBHOTO BUKOPUCTaHHA BHPOOY,
pO3MIIIy€eThCs Oe3MmocepeITHhO Ha BUPOOi Ta/ab0 Ha YHAKOBII JUISL MPOAaxy. SIKIIO pO3MIIICHHS
MOBHOI 1H(OpMaIlii HAa €TUKETII1 KOXKHOI OJIMHULII BUPOOY € MPaKTUYHO HEMOXKJIUBHUM, 1H(OpMaIlis
MOBUHHA PO3MIIIYBATUCS Ha YMAKOBII Ta/a00 B IHCTPYKI AJIsl CIOXKMBa4a/KOpHUCTyBaya, sKa
JOJTAETHCSL 10 OJTHOTO a0o OiibIlle BUPOOIB.

[HCTpYKIIS 3 BUKOpUCTAaHHS MOBUHHA CYNPOBOJIXKYBATH BUPIO a00 MICTUTHCS B yIMaKOBII AJIs
0/1HOTO a00 OuIbIlIE BUPOOIB.

[HCTpYKIIS 3 BUKOpHUCTAaHHS BUPOOY MOXe OyTH BIACYTHS, SKIIO BUPIO MOXHA MPaBUIBHO Ta
0e31eyHo 3aCTOCOBYBaTH 0e3 Hel.

[HCTpyKIlit 3 BUKOPUCTAHHS Ta ETHKETKA CKJIAJAlOThCc 3 ypaxyBaHHSIM BHMOT 3aKOHY
Ykpainu “IIpo 3acanu aep>kaBHOT MOBHOT OTITUKH .

38. V pa3i MOXIMBOCTI iH(pOpMAIlisl, IO MOBHHHA CYMPOBO/DKYBATH BUPOOH, TOTAETHCS Y
dbopmi cuMBOIIB. YC1 BUKOPUCTaHI CUMBOJIM Ta KOJIbOPU TIOBHUHHI BIAMOBIAATH TapMOHI30BAaHUM
cTaHzapTaM. SIKIIO BIANOBIAHI CTaHIAPTHU BIACYTHI, BUKOPUCTAaHI CUMBOJIM Ta KOJLOPU MOBHMHHI
OyTH onucaHl y JOKYMEHTaIlli, 110 TOCTa4aeThCs Pa3oM 3 BUPOOAMH.

39. Skmo BuUpoOM MICTATH Tpemapar, IO MOXKE BBa)KaTUCSA HEOE3MEYHUM 3 Oy Ha
MPUPOJTYy Ta KUTbKICTh MOTO CKIJIAJIOBUX, a TaKOXK HOro (opMmy, TOBHHEH OyTH HAaHECEHWH CHMBOJI,
0 Mo3Havyae HeOe3MeKy, Ta 3/iliCHeHe MapKyBaHHS B YCTaHOBJIEHOMY 3aKOHOJABCTBOM MOPSIKY.
VY pasi BiICyTHOCTI IOCTaTHROTO MICIIS JUTsl po3MilieHHs iHGopMarllii Ha camomy BHpoO1 abo Horo
€TUKETIIl BIAMOBIIHI CHMBOJIM HEOE3MEKH TMOBHHHI PO3MINIYBATUCA HA CTHKETI, a BCS IHIIA
HeoOximHa iH(opMaIllis - B IHCTPYKITIT 13 3aCTOCYBaHHS.

40. ETukerka BupoOy MOBHMHHA MICTUTH TaKy iH(OpMAIIilO, [0 MOXE HaBOAMTHCS Yy (hopmi
CHUMBOJIIB:

HaliMEHYBaHHs a00 TOProBy MapKy Ta MICII€3HAXO/KeHHs BUpoOHMKa. s BUpOOIB, 110
IMIIOPTYIOTBCSI 3 METOKO BBEACHHS B 00Ir, Ha €THKETI1 ab0 30BHINIHBOMY IaKyBaHHI, a00 B
IHCTPYKIIi 13 3aCTOCYBaHHS JOJATKOBO 3a3HAYA€ThCsd HaWMEHYBaHHS Ta MICIIE3HAXOKEHHS
YIIOBHOBAYKEHOTO MPEACTaBHUKA, SIKIIO BUPOOHUK HE € PE3UACHTOM YKpaiHu;

iH(popMaIlito, HeOOXiIHY KOPUCTyBadeBi a0 CIIOKUBAUYEB1 YISl TOYHOI 1IeHTH(IKAIIT BUPOOY
Ta BMICTY YIaKOBKH;

iHbopMaIlito TPo OoCOONMMBUH MIKPOOIOJOTIYHUN CcTaH ab0 piBeHb YHUCTOTH (CJIOBO
“CrepuiibHO” a00 BiJIMTOBITHUN CHMBOJI);

KoJI TapTii BUpoOiB, 3a3HaueHui micis cinopa “Tlaprisa”, abo cepiliHuil HOMeEp;

Jaty, 10 HACTaHHs SKO1 caM BUPIO 4M HOro YyacTUHA MOXKYThb O€3[1eYHO BUKOPHUCTOBYBATHUCS
0e3 MOTipUIeHHS EeKCIUTyaTalliiHUX XapaKTEepPUCTUK, Y TAaKOMYy MOPSAKY: PiK, MICSIb Ta B pasi
MOTpeOH - ICHB;

710 BUPOOIB IS OI[IHKU XapaKTEPUCTUK CIIOBA “TUTBKU IS OI[IHKU XapaKTEPUCTUK

iHopMaILiFO PO MPU3HAYCHHS BUPOOY AJIsl BUKOPUCTAHHS IN Vitro;

Oy/b-s1Ki 0COOMUBI YMOBH 30epiraHHs Ta/abo BUKOPUCTaHHS;

0COOJMBI IHCTPYKIIIT 13 3aCTOCYBaHHS;

BIJIMOBIIH1 MOTIEPEHKEHHSI Ta/ab0 3aX0au Oe3MEeKH, SKUX CIifl B)KUBATH;

SKIO BUPIO MpU3HAYEHUH JJI1 CAMOKOHTPOJIIO, 11eH (pakT moBHHEH OyTH YITKO 3a3HAUYEHUM.
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41. Slkuio npu3HaueHHS BUPOOy HE € OYEBHIHUM KOPUCTYBaueBi a00 CIIOKMBAYEBi, BUPOOHUK
YiTKO 3a3HayYae MPHU3HAYCHHS TAaKOTO BUPOOY B IHCTPYKIII 13 3aCTOCYBaHHS Ta Ha HOTO €THUKETI y
pa3i HasBHOCTI.

42. B oOrpyHTOBaHHMX Ta MPAKTUYHO MOXJIMBUX BUIAJIKaX BUPOOH Ta iX OKpeMi KOMIIOHEHTH
MOBHHHI 11eHTH(]IKYBaTUCS, SKIIO HEOOXiTHO - y paMKax MapTii, 3 METOI BXXUTTS BiANOBITHUX
3ax0JiB JJISi BCTAHOBJEHHS OyIb-SKOTO MOTEHLIHHOTO PU3UKY, SIKHH MOXEe OyTH CIpHYMHEHHN
TaKUMU BHpoOamMu a0 iX KOMIIOHEHTaMHU.

43. [HCcTpyKIIil 13 3aCTOCYBaHHS B pa3i OILUIBHOCTI MICTSITh:

iHpopmarito, 3a3HaueHy y nmyHKTi 40 mux OCHOBHMX BUMOT, KpiM a03aIliB I’SITOTO i HIOCTOTO
nyHKTY 40 mux OCHOBHUX BHMOT;

SKICHHM 1 KUTBKICHUH CKIIaJ] peareHTHUX BUPOOIB ab0 MaHi Mpo KOHICHTPAII0 aKTHBHHUX
IHTpeieHTIB peareHTiB uu HAOOpIB peareHTiB, a TaKOXX IH(POPMAIII0 CTOCOBHO TOTO, IO BHPIO
MICTHTB IHIII IHTPEI€HTH, SKi MOXKYTh BIUIMHYTH Ha BUMIPIOBAHHS;

YMOBH 30€piraHHsi Ta CTPOK MPHUAATHOCTI MICJS NEPIIOTro BIAKPUTTSA NEPBUHHOIO MaKyBaHHS,
a TaKO’K yMOBH 30epiraHHs Ta CTaOUIbHICTh POOOUYMX PEareHTIB;

eKCIUTyaTalllifHI XapaKTEePUCTHKH, 3a3HaueH1 y NyHKT1 3 1iux OCHOBHUX BUMOT;

JaHl PO HEOOXiTHEe creliaibHe OoO0JaJHaHHSI, B TOMY YHCHI 1H(OpMAaIliio, HEOOXIIHY s
ieHTU(IKaIlll TAKOTO CHEIiaIbHOTO 00IaIHaHHSI JIJIsl HAJIEKHOTO 3aCTOCYBAHHS;

THUI 3pa3KiB, sIK1 MOBUHHI BUKOPUCTOBYBATHUCS Ul AOCTIKEHHS, OyIb-sK1 CleliajJbHI YMOBU
30upaHHs, monepeaHboi oOpoOku Ta 30epiraHHs 3pa3KiB, a TaKOX IHCTPYKIlI 3 MiATOTOBKH
namienTa;

JeTaTbHAN OTIHC TPOIIEYPH BUKOPUCTAHHS BUPOOY;

MpOLEypY BUMIPIOBAHHS, HEOOX1IHY JJIsl BUKOPUCTAaHHS BUPOOY, KA MICTUTH:

- TIPUHITAT METOy BUMIPIOBAHHS;

- cienuQiuH1 aHATITUYHI XapaKTePUCTUKU BUPOOY (B TOMY YMCII1 UYTJIUBICTh, CHEIU(IUHICTS,
TOYHICTh, TOBTOPIOBAHICTh, BIATBOPIOBAHICTh, MEXI BHU3HAUEHHS Ta Jlama3oH BUMIPIOBaHb,
BKJIFOYAIOYM 1H(OpMaIliro, HeOOXITHY JJIsI KOHTPOJIIO BIIOMHUX PEIEBAaHTHUX TOXUOOK), 0OMEKEHHS
METOJy Ta 1H(pOpPMAIIiF0 TPO BUKOPUCTAHHS HASBHUX PEPEPEHTHHX BUMIPIOBAIILHUX MPOIEAYP Ta
pedepeHTHUX MaTepialliB (CTaHIAPTHUX 3pa3KiB) KOPUCTYyBauYaMU,

- TTOAPOOUITl OyIb-IKUX MOJAIBIINX MPOIEAYp abo poOiT, sKi HEOOXIAHO MPOBOJIUTH TIEPE.
BUKOPHUCTAHHSIM BHUPOOIB (HaNpuWKIag, PEKOHCTUTYIl, 1HKyOaIlii, po3BeIeHHs, IMEpPeBIPKH 13
3aCTOCYBaHHSM BIAMOBIIHUX MPUJIAIIB TOIIIO);

- iH(popMaIIiF0 TPO HEOOXITHICTD CIEIIAIbHOT ITIrOTOBKH KOPUCTYBaya,

MIAX1], SIKHA 3aCTOCOBYETHCA JUIsl PO3PaXyHKY aHAJIITHYHUX PE3YIIbTaTIB;

iH(bopMaIli0O MPO 3aX0Jd, SKUX CIiJ BXHTH Yy pa3i 3MIHM aHAIITUYHUX XapaKTEPUCTHUK
MEMYHOTO BUPOOY;

iH(bOopMaIlito I KOPUCTyBada MPO BHYTPIIIHIA KOHTPOJb SKOCTI, BKIIOYAIOUM CHEIiainbHI
MPOIICAYPH BTl Ta MPOCTEXKYBAHICTh KajiOpyBaHHS BUPOOY;

pedepeHTHI IHTEpBaIM AJIs MOKA3HUKIB, 110 BU3HAYAIOTHCS,

iHbopMallito, HeOOXiAHY AJIS MEPEBIPKH MPABUILHOTO BCTAHOBJICHHS BUPOOY, MPABUIBLHOTO Ta
0e3neyHoro Horo (YHKI[IOHYBaHHS, a TaKOoX JOJaTKOBY iH(opmaliio mpo xapakrep i
MEepIOUYHICT, TEXHIYHOTO OOCIYrOBYBaHHS Ta KamiOpyBaHHs, HEOOXiTHUX s 3a0e3nedeHHs
MPaBWIIbHOI Ta Oe3neyHoi poOoTu BUpoOy; iHopMaIliro mpo Oe3neuHy yTHIi3alliio BiAX0diB;

iH(pOopMaIlito PO TO0AATKOBI 3axoau abo Iii, AKi HEOOXiTHO BYMHHUTH TEPe] BUKOPUCTAHHSIM
BHUpOOY (CTepuii3allito, OCTaTOYHE CKIIAJAaHHS TOIIIO);

HEOOXI1JJH1 IHCTPYKIil Ha BUNAJ0K MOLIKO/KEHHS 3aXMCHOTO MaKyBaHHA Ta 1H(opMalito mpo
HaJIeXKHI METOIM MOBTOPHOT cTepuiTizallii abo 3He3apaKeHHS;

iHpopMalit0o Mpo 3axoau Oe3NekH, SKUX HEOOXIHO BXHMBAaTHU B  OOIPYHTOBAHO
nependavyyBaHUX YMOBaX HAaBKOJHUIITHBOTO CEPEIOBUIIIA 1010 BIUITMBY MarHiTHUX MOJiB, 30BHIIIHIX
€IIEKTPUYHHUX BIUTUBIB, €JIEKTPOCTATHUHUX PO3PsAiB, THUCKY ab0 3MIHM THCKY, MNPUCKOPEHHS,
TEIUIOBUX JKEper 3aiiMaHHs TOILO;

iHbopMallit0o MPo 3axoau Oe3MeKH, SIKUX HEOOXiMHO BXKUTU Ui 3amoOiraHHs OyAb-sIKUM
cieun(ivyHUM, He3BUYaWHUM pHU3UKaM, MOB’SI3aHUM 3 BUKOPHCTAaHHSIM YM YTHJIi3alli€l0 BHPOOIB,
BKJIFOUAIOYM CHEI[ialbHI 3aXMCHI 3axoau (SKIO0 BUPIO MICTUTH PEYOBHHU IFOJCHKOTO abo
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TBAPUHHOTO TMOXO/DKEHHS, CIiJl 3BEpPTaTH yBary Ha IX NOTCHIIHHY I1HQEKUiIHHY MOpUpoIy
(1H(EKTOTeHHICTH);

JaTy BUITYCKY 200 JaTy OCTaHHBOTO MEePEryIsiay IHCTPYKIiT 3 BUKOPUCTAHHS;

cnienuikarii A BUpoOiB 1l CAMOKOHTPOJIIO.

SIkmo BupiO mpU3HAYEHUH Ui 0araTopa3oBOr0 BUKOPHUCTAHHS, IHCTPYKILS i3 3aCTOCYBaHHS
MOBMHHA MICTUTH iH(OPMALIIO MPO HaNEXHI 3aX0/U, AKi HEOOXiTHO 3AIHCHUTH JUIS TIOBTOPHOTO
BUKOPHCTAHHS, BKIIOYAIOUM MPOMHBKY, Je3iH(EKIIi0, MaKyBaHHS Ta TMOBTOPHY CTepHIIi3aliio abo
3HE3apaKeHHSI, Ta PO Oyab-siKi 0OMEXEHHS KUIBKOCTI IIOBTOPHOTO BUKOPUCTAHHSI.

SIkmio BupiO MOBHHEH BUKOPUCTOBYBATHUCS B MOEAHAHHI 3 IHIIMMU MEAUYHUMHU BUPOOaMu abo
BCTAaHOBJIIOBAaTHCA 3a JOMOMOTOI0 MEIWYHHUX BHPOOIB UM M €AHYBaTHCA 1O HHUX JUIS
GyHKIIOHYBAaHHS 32 MPHU3HAYCHHSM, IHCTPYKI[IS i3 3aCTOCYBaHHS NMOBMHHA MICTUTH iH(OpMAIito
PO XapaKTEPUCTUKH TaKWUX BHPOOIB, JOCTATHIO IS imeHTHUQIKAMIl BIIMOBIAHHX MEIUNYHUX
BHUPOOiB a00 00aTHAHHSA, SKi TOTPIOHI UIS OTPUMAaHHS OE3MEYHOTO 1 MPABHILHOTO MOEIHAHHS.

Pesynbratu po6oTH BUpOOY MOBHHHI OYTH BHpPaKE€HI Ta MPEJCTaBIEHI Tak, MO0 iX MOTIH
JIETKO 3pO3yMITH KOpHUCTyBadi Ta/abo crokuBadi Oe3 HeoOximHoi kBamidikamii; iHGoOpMaIs
MOBUHHA MICTUTH TIOpaJyd KOPHUCTYBA4yeBi/CMIOKUBAYEBl MpO Te, MO0 Ciix pobutu (y pasi
MMO3UTUBHOTO, HETATUBHOTO YW HEBU3HAUEHOT'O PE3YJIbTaTy), Ta BKa31BKYy Ha MOXKJIMBICTb XUOHOTO
MO3UTUBHOTO 200 XMOHOTO HETAaTUBHOTO PE3YNIbTATY.

CrietnigHi 0cOOIMBOCTI MOXKYTh HE 3a3HAYaTHUCS, SIKIIO HaJaHa KOPUCTYBAa4y€B1/CIIOKMBAYEB1
iH(poOpMaIlil € JOCTaTHBOK [UIsl TMPaBUIBHOTO 3aCTOCYBAaHHS BHUPOOY J/JII CaMOKOHTPOJIO Ta
PO3yMIHHS HUM OTPUMaHUX PE3yIbTaTiB.

3a3HaueHa iH(opMallisd MTOBUHHA BKIIIOYATH YITKY BKa31BKY CHOKHMBayy HE IpUUMATH Oyb-sIKi
pIIIEHHS METUYHOTO XapakTepy (0e3 nmoneperHboi KOHCYNIbTAIlIi 3 JIKapeM).

[HpopMmarisi MOBUHHA TaKOXK MICTUTH BKa3IBKy Ha Te, 1110, SKIIO BHUPIO IJII CAMOKOHTPOJIIO
BUKOPUCTOBYETHCSA JJIi MOHITOPUHTY ICHYIOUOT'O 3aXBOPIOBAHHS, MAILIIEHT MOXE 3acTOCYBaTH
JIKYBaHHS TUTBKH ITICTIS HAJEKHOT MITOTOBKYU TS 31MCHEHHS TaKOTO JIIKYBaHHS.

Jonmatok 2
10 TexHIYHOTO perJaMeHTy
INEPEJIIKHN
MeJIUYHUX BUPOOIB UIsl AIarHOCTHKM in vitro
Ilepeaik A

Pearentu Ta iX mpoayKTH, BKIIOYAOUM BiAMOBIIHI KamiOpaTopy 1 KOHTPOJIbHI MaTepiany s
BH3HauYEHHs I'pynu KpoBi 3a cucremamu ABO, dakropamu pesyc (C, c, D, E, ) Ta antu-Kenn

PearenTtu Ta iX mpoayKTH, BKIIOYAOUM BiAMOBIIHI KamiOpaTopu 1 KOHTPOJIbHI MaTepiany s
BHSIBJICHHS, TIIATBEPPKCHHS Ta KUTbKICHOTO BU3HAYEHHS Y 3pa3kax JroauHu MapkepiB BUJI-iHdexii
(HIV 11 2), T-nimporponroro Bipycy moaunu | il ta rematuris B, C i D

Tectu nns CKpPUHIHTY KpOBi, JIarHOCTMKM Ta MIATBEP/KEHHS BapiaHTa XBOpoOu
Kpetitudenpara-koda (BXK)

Ilepenix B

Pearentu Ta iX mpoyKTH, BKJIIOYAIOYH BIMOBIIHI KaliOpaTOpH 1 KOHTPOJIbHI MaTepiau:

JUIS BU3HAUEHHSA I'PYyNH KpoBi 3a hakropamu antu-addi ta antu-King;

JUTs BU3HAYCHHS IpPEryJSIpHUX aHTUEPUTPOLIUTAPHUX aHTUTLIT;

JUIS BUSIBJICHHS Ta KUTbKICHOTO BH3HAUEHHS y 3pa3KaxX JIOAWHHU TaKUX BHYTPIIIHHOYTPOOHHX
1HQEeKIIiH, K KpacHyXa Ta TOKCOIUIa3MO3;

JUISL 11IarHOCTYBAHHS TaKOi CIaJKOBOT XBOPOOH, SIK (PEHUTKETOHYPIS;

JUTS BUSIBJICHHS TaKUX 1H(EKI[ii JII0IUHU, K IUTOMETANIOBIPYC, XJIaMidis;

JUIS BU3HAYEHHSI TaKUX TPyl TKAaHWH 32 TOJOBHUM KOMIDIEKCOM TICTOCYMICHOCTI TKaHUH
moauan (HLA), sk DR, A, B;

JUIsl BU3HAYEHHS1 OHKOMapkepa PSA

PearenTt Ta iX mpOAYKTH, BKJIIOYAIOYM BIAMOBIAHI KaliOpaTOpH 1 KOHTPOJBHI MaTepiajiu Ta
nporpamHe 3a0e3rneueHHsl, po3po0iieHe CIIeiaabHO /Ul OLIHKU PU3UKY CUHApOMY Tpucomii 21



BupoOu 1 caMOKOHTPOJIIO, PU3HAYEH]1 Il BUMIPIOBAHHS PIBHS LIYKPY B KPOBi

Jomaroxk 3
10 TexHIYHOTO periaMeHTy

IHOPAAOK
3aiMiCHEHHSI BHYTPIilIHBOI0 KOHTPOJII0 BUPOOHUITBA MEAUYHUX

BHUPOOIB VIl JiaTrHOCTHUKH in Vitro

1. BHyTpillIHI KOHTPOJIb BUPOOHUITBA MEIUYHUX BUPOOIB ISl TIarHOCTHKH IN VItro (maii -
BHPOOH) € MPOIEAYPOIO, 32 JTOTIOMOTOI0 SIKOT BUPOOHHUK a00 HOTO YITOBHOBAXCHH MPECTABHUK,
0 BUKOHYE OOOB’A3KH, BCTAaHOBIIEHI MyHKTamHu 2-5 mporo llopsinky, i momaTkoBo, y pasi
BUpPOOHUIITBA BUPOOIB JUIsI CAMOKOHTPOJIIO OOOB’SI3KH, BCTAHOBIJIEHI NyHKTOM 6 1iporo Ilopsaxy,
3abe3mneuye 1 JeKIapye BiAMOBIIHICT, BUPOOIB BUMOraM TeXHIYHOTO perjaMeHTy II0JI0 MEIUYHUX
BHUPOOIB [T JIarHOCTUKH IN VItro, 1o 10 HUX 3aCTOCOBYIOTHCS.

BupoOHuK MapKye HaI[lOHaJIbHUM 3HAKOM BIATOBIIHOCTI MEIWYHI BUPOOU 3TIHO 3 IYHKTaMU
29-31 TexHIYHOTO PErJIaMeHTy 00 MEIUYHUX BUPOOIB [T AIarHOCTUKH N VItro.

2. BupoOHUK TOTye TEXHIUHY JOKYMEHTAIlif0, 3a3HaueHy B NTyHKTiI 3 1poro llopsmky, i
3abe3nevye BIAMOBIAHICTE BUPOOHUUOTO MPOIIECy MPUHIIUAIIAM 3a0€3TMEeUYeHHs IKOCTI, K 3a3HaYEHO
B yHKTI 4115010 [lOpsiaky.

3. TexuiuHa JIOKyMEHTAIlis] IMOBHHHA 3a0e3MeuyBaTH MOJXKJIUBICTh OIIHKH BiIIOBITHOCTI
BUPOOiB BUMOTraM TeXHIYHOTO perjaMeHTy 100 MEANIHUX BUPOOIB JUIs AIarHOCTUKH iN VItro.

TexHiyHa TOKyMEHTallis TIOBUHHA MICTUTH:

3arajbHUM Onuc BUPOOY, BKIIOUAIOUN Oy/b-sIK1 3aMjaHOBaH1 HOTo Mo Iu(iKalii;

JOKYMEHTAIIIO MO0 CUCTEMH YIPABIIIHHS SKICTIO;

1H(pOpMaIliI0 PO KOHCTPYKIIIF0 BUPOOY, BU3HAUYCHHS XapaKTEPUCTUK OCHOBHUX MaTepialiB,
XapaKTEPUCTHK 1 OOMEXEHb BHKOPUCTAHHS BUPOOy, METOIM BHUTOTOBJICHHS, a TaKOX Yy pasi
noTpedu iH(opMalliro Mpo CXeMH KOMITIOHEHTIB, BY3J1iB, JIAHIIIOT1B TOIIIO;

1H(pOpMaITiI0 TIPO MOXO0HPKEHHS TKAHWHU JIFOJICBKOTO TTOXOKEHHS a00 peYOBHUHHU, OTPUMAHOI 3
TaKoi TKaHWHH, 1 TIPO YMOBH, B IKHUX BOHH OyiH 3i0paHi (y pa3i BUpOoOHUIITBA BUPOOIB, IO MICTITh
TKaHWUHU JIIOJICKKOTO TMOXO0/DKEHHS a00 pEYOBUHU, OTPUMAaHI 3 TAKUX TKAaHWH);

OTIMCH Ta MOSICHCHHS, HEOOX1/TH1 1711 pO3yMIHHS 3a3HAYCHUX XapaKTEPUCTHK, KPECIEHB 1 CXEM,
a TaKOX TaKi, 110 HEOOXITH1 /TSl pO3yMIHHS (PYHKIIIOHYBaHHS 3a3HaYE€HOTO BUPOOY;

pe3ynbTaTH aHAi3y PHU3WKIB Ta B pa3i MoTpeOM TNepesik HallloHAJIbHUX CTaHIAPTIB, SKi
BIJITOBIIalOTh €BPONEHUCHKUM TapMOHI30BAaHMM CTaHJApTaM, BIIMOBIIHICTH BHUMOTaM SIKHX €
JIOKa30M  BIMTOBITHOCTI BUPOOIB BCTAaHOBJICHHMM BHMOTaM TEXHIYHUX PETJIAMEHTIB, IO
3aCTOCOBYIOTHCSI TIOBHICTIO @00 YaCTKOBO, a TAaKOXX OMKC PillieHb, IPUUHATUX 3 METOI BUKOHAHHS
BCTAHOBJICHUX BUMOT TEXHIYHOTO perjaMeHTy 100 MEIHYHKX BUPOOIB /I MIarHOCTHKH IN Vitro
y pa3i 4aCTKOBOTO 3aCTOCYBaHHS 3a3HAYEHUX CTaHIAPTIB;

OTIHC TPOLEAYP, 110 3aCTOCOBYIOTHCSA, Y pa3i, KOJIH BUPOOU BBOJAATHCA B O0Ir y CTEPUIBHOMY
cTaHi a0 y creniaJbHOMY MIKpOOIOJIOTTYHOMY CTaHi, a00 1HIIIOMY CTaH1 YUCTOTH;

pe3yNbTaTH NPOBEICHUX MPOEKTHUX PO3PAXyHKIB 1 MEPEBIPOK TOIIO;

JIOKa3u TOTO, 10 BUPIO BIANOBiTa€ BCTAHOBICHHM BHUMOTaM TeXHIUHOTO PErJIaMEHTY I0J0
MEIUYHUX BHPOOIB Ui JIarHOCTUKH IN VItr0 y pasi migkimodeHHs 10 Oyab-AKOro BHPOOY i3
30epeKeHHSIM XapaKTepPUCTUK, BUBHAYCHUX BUPOOHUKOM, SIKIIO BUPIO MOBUHEH OYTH MiTKIIOYCHHIA
70 1HIIOTO (IHIUX) BUPOOY (BUPOOIB) A1t poOOTH B NepedaueHOMY PEXUMI;

3BITH IPO BUMPOOYBaHHS;

JlaH1 3 OILIHKM XapaKTepUCTHK, IO JAEMOHCTPYIOTh BIIACTMBOCTI, 3asBJE€HI BUPOOHMKOM, 1
CYHNPOBOJIKYIOTECSI pe(epeHTHOI0 CHCTEMOI0 BHMIpIOBaHb (3a HAsBHOCTI) 3 iH(pOpMaIli€lo IMpo
pedepeHTHI MeToau, pedepeHTHI MaTepiaau (CTaHIapTHI 3pa3ku), BiloMi pedepeHTHI 3HaueHHs,
napaMeTpu TOYHOCTI 1 OJMHHUIII BUMIPY, III0 BUKOPUCTOBYIOTHCS (Taki JaH1 MOBMHHI MOXOJUTH 3
JOCTIKEeHb, MPOBEACHUX B KIIHIYHUX a00 IHIIMX BIAMOBITHUX yMOBax, a00 TPYHTYBaTHCS Ha
BIINOBIAHUX OioTpadiyHUX JOBIIKAX);

€TUKETKH Ta IHCTPYKIi i3 3aCTOCYBaHHS;
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pe3yIbTaTH AOCITIKEHb CTA0OLUTBHOCTI.

4. BupoOHUK TIOBHHEH BXXHTU BCIX HEOOXITHUX 3aXOIiB Ui 3a0€3MEUYCHHS BiIMOBIIHOCTI
mpolecy BUPOOHUITBA MPUHIMIAM 3a0€3MEYCHHS SKOCTI, IO CTOCYIOTBhCS MPOIYKIIii, sKa
BHITYCKAETHCS.

Taka cuctema ynpaBiiHHS SKICTIO TIOBUHHA CTOCYBATHUCS:

OpraizaliifHoi CTpyKTypH;

MpoIecy BUPOOHUIITBA 1 CHCTEMAaTHYHOTO KOHTPOJIIO SIKOCTI PO TYKITii;

3ac00iB MOHITOPUHTY (DYHKITIOHYBaHHSI CUCTEMH YIPABIIiHHS SKICTIO.

5. BupoOHUK TMOBMHEH PO3pPOOHMTH Ta MIATPHUMYBATH B aKTYaJbHOMY CTaHI CHCTEMAaTHYHY
MPOLEAYPY aHai3y JOCBily, OTPUMAHOrO TIICIs BBEACHHS BHUPOOIB B 00Ir, Ta BIPOBAIUTH
BIJIOBIIHI 3acO0M I 3aCTOCOBYBaHHS HEOOXITHUX KOPHUTYIOUUX Jiii, BPaXOBYIOUH MPHUPOIY Ta
pPU3UKH, TOB’s3aHI 3 BIAMOBIZHMM BUpOoOOM. BupoOnuk mnoBigomisie Jlepxiikcmyx0Oi mpo Taki
IHIIMJICHTH BiJpa3y Micist OTpUMaHHS iH(pOpMaIlii mpo HUX:

HECHPaBHICTh a00 MOTIPIIEHHS XapaKTEPUCTHK Ta/ab0 e(pEeKTHUBHOCTI, a TaKOX MpO OyIb-sKi
HEBIJINOBIIHOCTI B MapKyBaHHI Ta/a00 B IHCTPYKIii 13 3aCTOCYBaHHS, SIKI MOXYThb a00 MOTJH
MPU3BECTH JI0 CMEPTi CrokuBada abo KOpHCTyBada, abo 10 CEepPHO3HOTO TOTIpIIEHHS CTaHy iX
3JI0pPOB’S;

TEeXHIYHI a00 MeIUuYHI NPUYMHHU, TOB’A3aHI 3 XapaKTepUCTUKaMH a00 eQEeKTHUBHICTIO, 3
MIPUYXH, 3a3HAYEHUX Y IYHKTI 5 mboro [TopsiiKy, M0 NpHU3BOIATE JO CUCTEMATHYHOTO BiIKIMKAHHS
BUPOOIB TAKOTO TUITY BUPOOHUKOM.

6. st BUpoOiB 111 CAMOKOHTPOJII0 BUPOOHWK MOBHHEH TOJATH 3asBKY JI0 OpraHy 3 OI[IHKH
BIJIOBIAHOCTI Ha MEPEBIPKY NMPOEKTY BUPOOIB.

Taka 3asBka MOBHHHa 3a0e3MeYyBaTH MOXJIMBICTh PO3YMIHHS IPOEKTYBaHHA BHUPOOY 1
nepeBipku il BIAMOBITHOCTI BCTAHOBJIEHWM BHMOTaM TEXHIYHOTO PErIaMEHTy W00 MEIMYHUX
BHUPOOIB TS JIarHOCTUKH IN VItro, 1o CTOCYIOThCS MPOEKTY.

3asiBKa MOBUHHA MICTUTH:

3BITH TIPO BUIIPOOYBAHHS;

JlaH1, 010 IEMOHCTPYIOTh 3pYUYHICTh BUKOPHUCTAaHHS BUPOOyY 3 ypaxyBaHHSM HOTo MpHU3HAUYEHHS
JUI CAMOKOHTPOJTIO;

iH(popMaIlito, MO HATAETBCS Pa3oM 3 BHUPOOOM HAa HOro ETHKETII a0o B IHCTPYKIIl 13
3aCTOCYBaHHSI.

7. Opran 3 OIIHKH BIAMOBIAHOCTI PO3IJIAnae 3asgBKy 1 B pa3l BIANOBIIHOCTI BUPOOIB
BIJMOBIAHUM MOJIOXCHHAM TEXHIYHOIO perjiaMeHTy II0J0 MEAMYHUX BHPOOIB IS TIarHOCTHKH N
Vitro Bumae 3asBHHMKOBI cepTH(]iKaT MEpeBIpKH MPOEKTy BUPoOy. OpraH 3 OIIHKKA BigIOBIAHOCTI
MO)KE€ BUMAaratu JIOTIOBHEHHS 3asBKH pe3yJbTaTaMM JOJATKOBHX BHUIPOOyBaHb a0 10AATKOBUMHU
JI0Ka3aMH, 1100 YMOXXJIMBUTH TIPOBEIEHHS OI[IHKA BIIMOBITHOCTI MPOEKTY BHPOOYy BHUMOTram
TexHiuHOrO periamMeHTy M[0J0 MEIUYHHX BHPOOIB I JiarHOCTHKH IN Vitro. Y ceprudikarti
3a3HAYAIOTBCS  PE3yJbTaTH MPOBEJACHOI EKCIePTH3H, JaHi, HeoOXimHi i  imeHTudikamii
3aTBEPKEHOTO MPOEKTY, & TAKOXK Y pa3i MOTpeOH OMUC 3aCTOCYBaHHS BUPOOY 3a MPU3HAUCHHSM.

8. 3asBHHMK TOBIIOMJISE€ OpraH 3 OIIHKH BIANOBITHOCTI, KUK BUJAB cepTU(IKAT MEpPEBIpKH
MpoeKTy BUpoOy, Mpo BCl 3MIHU 3aTBEP/HKEHOrO MPOEKTY BUPOOY. 3MIHM A0 3aTBEPIKEHOTO
MIPOEKTY BUPOOY MOBUHHI OYTH OKPEMO 3aTBEPKEH1 OPTraHOM 3 OLIIHKU BIAMOBITHOCTI, KM BHIaB
ceptudikar TEepeBIpKU MPOEKTYy, SKIIO Takli 3MIHM MOXYTh BIUIMHYTH Ha BIANOBIIHICTh
BCTAHOBJICHMM BHMOTraM TEXHIYHOTO PErJaMeHTy II0J0 MEIMYHHX BHUPOOIB Ul JIarHOCTHKH N
vitro abo yMmoBaM TmepeadavYeHOro 3acTOCyBaHHS Takoro BHpOOy. JloAaTKOBe MiATBEPHKEHHS
MOBUHHO OyTH HaJaHe y (hopMi JONOBHEHHS 10 cepTu(ikaTa NepeBipKU MPOEKTY BUPOOY.

Honarok 4
10 TeXHIYHOTO periaMeHTy

MHOPAIOK
NMPOBEIeHHS NMpoueaypu 3a0e3nedyeHHsi PYHKIIOHYBAHHS KOMILJIEKCHOI
CUCTEMH 320€3MeUYCeHHA AKOCTI



1. 3abesmeueHHs (YHKIIOHYBAaHHS KOMIUIEKCHOI CHCTEMH 3a0€3MeueHHs SIKOCTI €
MPOIIEIYPOIO, IMIOA0 SKOT BUPOOHUK MEIMYHHX BHUPOOIB IS MIarHOCTHKH IN VItro (mam - BUpoOH)
3abe3neuye 1 JOeKnapye 3a3HadeHi BUPOOM HA BIAMOBITHICTE BUMOTaM TEXHIYHOTO pErIaMeHTy
I10/I0 MEJANYHUX BUPOOIB YIS IarHOCTUKH IN VItro, 110 MOUIMPIOIOTHCS Ha HUX.

BupoOHHK MapKye HaIliOHaJIbHUM 3HAKOM BiQIOBITHOCTI BUPOOM 3rigHO 3 myHKTamu 29-31
TexHIYHOTO periaaMeHTy 00 MEAMYHUX BHPOOIB Ul JAIarHOCTUKH IN VItro i Buaae AeKiapariito
PO BIMOBIIHICTE YIS 3a3HAYCHUX BUPOOIB.

2. BupoOHHK Tofa€e 3asBKy Ha OIIHKY BiJIOBITHOCTI CHCTEMH YIPABIIHHA SKICTIO OpraHy 3
OILIHKH BIJIIOBIIHOCTI.

3asiBKa MIOBUHHA MICTHTH:

HallMEHYBaHHS Ta MICIIE3HAXO/DKCHHS BHPOOHMKAa Ta JIOAATKOBI BUPOOHHMYI UISHKH,
OXOIIJICHI CHCTEMOIO YIIPABIIIHHS SKICTIO;

HEOOXiHy i1H(OpMaIlil0 y MOBHOMY 00cCs31 mpo BupiO abo Kareropito BUPOOIB, Ha SKi
MIOITUPIOETHCS POLIEAYpa OLIHIOBAHHS;

MMCBMOBE MIATBEPHKEHHS, 1110 3asBKa HA OLIIHKY BIAMOBIIHOCTI CUCTEMH YIPABIIHHS SIKICTIO
CTOCOBHO THX CAaMMX BUPOOIB HE MojAaBaiacsi OyAb-sIKOMY IHIIIOMY OpraHy 3 OLIHKH BiIOBIIHOCTI;

JOKYMEHTAIIIO MO0 CUCTEMH YIPABIIIHHS SKICTIO;

3000B’s13aHHSI BUPOOHMKA JOTPUMYBATHCS BHUMOT, MEPEI0aYeHUX CXBAJICHOK CHCTEMOIO
YIPaBIIHHS SKICTIO;

3000B’s3aHHSI BUPOOHMKA MIATPUMYBATH CXBaJE€HY CHUCTEMY YIPABIJIIHHS SKICTIO aJIEKBATHOIO
Ta e()eKTUBHOIO;

3000B’3aHHS BUPOOHMKA 3aIPOBAAUTH 1 MIATPUMYBATH B aKTyaJIbHOMY CTaH1 CUCTEMaTUYHY
MPOIIEAYPY aHai3y OCBITy, OTPMMAHOTO ITiJl YaC BUKOPHUCTAHHS BUPOOIB MICIIA BBEICHHS iX B
001ir, a TakoX CTBOPHUTH BIAMOBIAHI 3acO0M JJisi BIPOBADKEHHS KOPHUTYIOUMX 3aXOMIB, 30KpeMa
010 1H(OpPMYBaHHS, K 3a3Ha4eHO Yy 1IboMy llopsaxy.

3. 3acTocyBaHHS CHCTEMH VIIPABIIHHA SKICTIO TIOBHHHO 3a0e3MeduyBaTH BIAMOBITHICTH
BHUPOOIB MOI0KEHHAM TEXHIYHOTO PErjaMeHTy 100 MEANYHUX BHPOOIB IS IarHOCTUKH IN Vitro,
SIK1 3aCTOCOBYIOTBCSI 0 HUX Ha KOXKHOMY eTami (Bim po3poOieHHs BUPOOIB 10 iX OCTAaTOYHOTO
KOHTpoJr0). IlapameTpu, BHUMOTH 1 TIOJIOKEHHS, 3aCTOCOBaHI BHUPOOHMKOM Yy WOTO CHCTEMI
YIpaBIiHHS SKICTIO, TOBUHHI 3a3HAYaTHCA Y TIpaBUiIax 1 mpoleaypax, 30KpeMa rnporpamax, riaHax,
HaCcTaHOBAaX Ta 3BITax MPO SKICTh.

JlokyMeHTaIlisl 1010 CUCTEMH YIPABIIIHHS SIKICTIO TIOBUHHA MICTUTH OTIHUC:

1ijIel BUpOOHMKA 1010 SKOCTI;

oprasizaiii manpueMcTBa, 30KpeMa:

- OpraHizaiiiiHy CTPYKTYpPY, BIAMOBIAAJIBHICTH Ta IOBHOBAXKCHHS KEPIBHOTO IEPCOHATY
CTOCOBHO SIKOCT1 pO3p0OJICHHS Ta BUTOTOBJICHHS BUPOOIB;

- METOJIM MOHITOPUHTY e(PEeKTUBHOCTI (DYHKIIOHYBaHHS CHUCTEMH YIPABJIIHHS SKICTHO, il
3IaTHOCTI 3a0e3leuyBaTd JOCSATHEHHS HAJIEKHOI SIKOCTI TPOIYKIi TPOEKTy Ta BUPOOIB,
BKJIFOYAIOYM KOHTPOJIb BUPOOIB, 1110 HE BINOBIAIOTh BUMOTaM;

MPOLIEyp MOHITOPUHTY Ta MEepPEBIpKU PO3poOIeHHs BUPOOIB, 30KpeMa:

- 3arajibHUM onuc BUPOOy, BKIIOYar0un Oy b-SKi 3alJlaHOBaHi HOTO BapiaHTH;

- JOKyMEHTallil, 3a3Ha4eHol B ab3alax 3 TPeTbOMY - TPUHAAUSATOMY MYHKTY 3 ponarka 3 a0
TexHIYHOTO PEerIaMEeHTY 11010 MEIUYHUX BHPOOIB IS AIarHOCTUKH iN Vitro;

- iH(opmarlii, 3a3Ha4eHOT B MYHKTI 6 nojaTka 3 70 TeXHIYHOTO perJaMeHTy L[0/10 MEIUYHHUX
BUPOOIB /It TIArHOCTUKY N VItro, y pa3i BUpOOHHUIITBA BUPOOIB I CAMOKOHTPOJIIO;

- METO/1IB, BUKOPUCTAHUX JJIsi KOHTPOJIIO Ta NEPEBIpKU pO3pOOICHHS 1 BAPOOHUIITBA, a TAKOX
OIHC CUCTEMAaTUYHUX 3aX0/liB, 1110 3aCTOCOBYIOThHCS M1 4ac po3poOsieHHs BUpoOy;

METO/IiB MepeBIpKH 1 3a0e3MeUeHHs AKOCTI BUpOOIB Ha cTajli BUPOOHUIITBA, 30KpeMa:

- IPOLIECIB Ta MPOLEAYp, 10 OyAyTh BUKOPUCTOBYBATHCh, Y TOMY YHCII1 IIIOJI0 CTEPUIII3aLlii;

- IPOLIEAYP, 110 CTOCYIOThCS 3aKYIiBEIIb;

- mpoueayp ineHTudikamii BUpoOiB, BCTAHOBIEHHX 1 MIATPUMYBAHUX 3T1THO 3 KPECIECHHSIMHU,
cnenudikanissMu ado IHITMMH TOKYMEHTaMU Ha KOXKHIN CTa/il BUpOOHUIITBA;

BIJIMOBITHUX BUMPOOYBaHb Ta JIOCIIIKEHb, 110 OyAyTh MPOBOAUTHUCS N0, M Yac Ta MICHA
BUPOOHUIITBA BUPOOIB, MEPIOTUUHOCTI iX MPOBEJCHHS, @ TAKOX BUIPOOYBAIBHOTO OO JHAHHS, 110



http://zakon2.rada.gov.ua/laws/show/754-2013-%D0%BF/print1393006044347242#n86
http://zakon2.rada.gov.ua/laws/show/754-2013-%D0%BF/print1393006044347242#n86
http://zakon2.rada.gov.ua/laws/show/754-2013-%D0%BF/print1393006044347242#n224
http://zakon2.rada.gov.ua/laws/show/754-2013-%D0%BF/print1393006044347242#n245

Oy/ne BUKOPUCTOBYBATHCS JUIA iX NpoBeAeHHS (MOBMHHA OyTu 3a0e3redeHa MpOCTeXyBaHICTh
KaxiOpyBaHHS).

BupoOHHK TIOBHHEH 3IHCHIOBAaTH HEOOXiJAHI NpOLEAYpH KOHTPOIIO Ta BHIIPOOYBaHHS
BIJIMOBITHO 10 CYYacHOTO PIBHS PO3BHTKY TEXHOJIOTIH, SIKi TOBMHHI OXOIUTIOBATH BECh MIPOIIEC
BUPOOHMIITBA, BKJIIOYAIOYM TMEPEBIPKY CHUPOBUHHU, OKpPEeMHX BHpPOOIB ab0 KOXXHOI maprii
BHUTOTOBJICHUX BUPOOIB.

[lix wac TecryBaHHs BHpPOOIB, 3a3HAYCHHMX Y Hepeniky A ponatka 2 1o TeXHIYHOTO
pErJIaMeHTy 1010 MEAMYHUX BUPOOIB ISl NIAarHOCTUKH IN VItro, BUPOOHMK MOBHUHEH OpaTu 0
yBaru iHGopmaIito mpo O6i0JIOTIYHY CKIAJHICTh Ta MIHJIUBICTH 3pa3KiB, sKi OyIyTh AOCITIHKYBATHCS
3a JOTIOMOTOIO IIUX BHPOOIB.

4. OpraH 3 OIIIHKH BiINOBIIHOCTI TIOBHHEH MPOBECTH ayIUT CUCTEMH YIPABIIHHS SIKICTIO Ha
BIJMOBIHICTH BUMOTaM, 3a3HaueHUM y IyHKTi 3 nporo [opsaky. Cucremu ynpaBiiHHS SKICTIO, SIKi
peali3yIoTh BiNMOBIIHI TapMOHI30BaHI CTaHIAPTH, BBAKAIOTHCS TAaKUMH, IO BIAMOBINAIOTH TaKHM
BHMOTaM.

Kowmicisi, yrBopeHa opranom 3 OI[IHKY BIATMOBIIHOCTI JIsl OI[IHKK CUCTEMHU YIIPABIIHHS SKICTIO,
MMOBUHHA MICTUTH B CBOEMY CKJaJl NMPUHAWMHI OJHOTO CIHEIiallicTa, 10 Ma€ MOMEPEeaHI JOCBI
OIIHIOBaHHS BIAMOBIIHUX TEXHOJIOTIH, M0 mepeBipstoThes. Ilpouenypa OLIHKM MOBHHHA
nepeadayaTy MEepPeBIpKy MPUMIIIEH, BUPOOHUKA Ta B pa3i MOTpedH - MPUMILIEHb MOCTaYaIbHUKIB
Ta/abo cyOmiapsIHUKIB 3 METOIO NMEPEBIPKU BUPOOHNUUX MPOIIECIB.

Bupo6uuk noBuHeH 6yTH noiH(GOPMOBaHUM PO NPUNHATE PIICHHS 3a pe3yIbTaTaMU OLIHKU.
PimeHHst TOBMHHO MICTUTH BUCHOBOK 1 OOTPYHTOBAHY OIIIHKY.

5. BupoOuuk nmoBuHeH moiHGOPMYBAaTH OpraH 3 OIIHKH BIAMOBIIHOCTI, IO CXBAJIUB CUCTEMY
YIOpaBIiHHA SKICTIO, MpOo Oyap-fKi 3aljlaHOBaHI 3MIHM Yy CHCTeM1 YIpaBliHHS SKICTIO a0o
OXOIIEHOMY HEIO MeperiKy BUpOOiB.

Opran 3 OLIHKK BiJNOBIIHOCTI MOBUHEH OLIHUTH 3alpONOHOBAaHI 3MIHM Ta NEPEBIPUTH, YU
BIJIOBIAaTHME CHCTEMa YIPABJIIHHS SIKICTIO TICJISI BHECEHHS 3MIH BUMOTAM, 3a3HAYEHUM Y IIYHKTI
3uporo Ilopsaky. Opran 3 OIIHKH BiIMOBITHOCTI MOBHWHEH IOBIIOMUTH BHPOOHHUKY PO CBOE
pimenHs. Lle pimieHHs TOBUHHO MICTHTH BHCHOBKH 3a PE3yJbTaTaMH MEPEBIPKH Ta OOIPYHTOBAHY
OITIHKY.

6. lis BupoOiB, 3a3HadeHUX y Tepermiky A gojgatka 2 10 TeXHIYHOTO perjiaMeHTy 100
MEIWYHHUX BUPOOIB /IS MiarHOCTHKH iN VItro, 1oaaTkoBo 10 000B’sI3KiB, BCTAHOBJICHHMX y IYHKTI
2 boro Ilopsiaky, BUpOOHUK OBUHEH MOJATH OPTaHy 3 OIIHKU BiAMOBITHOCTI 3asiBKY Ha BUBUCHHS
MPOEKTHOTO J0Ch€ BUPOOY, SKUW BIH IJIaHY€ BUTOTOBJISATH 1 SKUM HaNEXHUTh JI0 KaTeropii,
3a3Ha4yeHO1 y MyHKTI 2 11p0r0 [Topsaaxy.

3asBKa Ha BUBYCHHS IIPOEKTHOTO JOChE BUPOOY MOBMHHA OMKMCYBATH MEXaHI3M PO3POOJICHHS,
BUPOOHHUIITBA Ta (YHKI[IOHYBaHHS TaKOro BHpOOy. 3asBKa MOBMHHA BKJIIOYATH JIOKYMEHTAIIIfO,
HEOOXIIHY JUIi BUBYCHHSI BIAMOBIIHOCTI IIbOTO BUPOOYy BUMOTramM TeXHIYHOTO perjamMeHTy 00
MEIWYHUX BHPOOIB JUIS JIarHOCTHKH IN VItr0 CTOCOBHO MpPOILEAYyP MOHITOPHUHIY Ta IEPEBIPKH,
3a3Ha4YeHUX B MyHKTI 2 uboro [lopsanky.

7. Opran 3 OLIHKM BiIMOBIAHOCTI MPOBOJUTH EKCIEPTU3Y 3asiBKU 3 JOJAHUMHU OO0 Hei
JOKYMEHTaMHu 1 B PO31 BIIMOBIAHOCTI MPOEKTY BUPOOY BIAMOBIAHUM MOJIOKEHHSIM TEeXHIYHOTO
perJIaMeHTy MO0 MEIMYHMX BUPOOIB Ui TIarHOCTHUKHU N VItro Bugae cepTudikar mepeBipKu
npoekty. Opran 3 OIIIHKM BIANOBITHOCTI MOKE€ BUMAraTtu JOTIOBHEHHS 3afBKH pe3yabTaTaMH
J0JIaATKOBUX BUMpPOOyBaHb ab0 JO0Ka3aMu, 1100 YMOMJIMBHUTH IMPOBEIEHHS OLIHKHU BIiAMOBITHOCTI
BUMOraM TeXHIYHOrO perjiaMeHTy IM0J0 MEAWYHHX BHUpPOOIB Ui MIarHOCTHKH N Vitro. Y
cepTHdikaTi MOBUHHI 3a3HaYaTUCS BUCHOBKHU €KCIEPTH3HU, YMOBHU Aii cepTudikara, AaHi, HEOOXiqH1
IS 11eHTH]IKALT 3aTBEpAXKEHOTO MIPOEKTY, 1y pa3i HOTpeOH OMKC MpU3HAYEHHS BUPOOY.

8. 3asBHUK iH(pOpPMYye OpraH 3 OLIHKM BIAMOBITHOCTI, SKUH BHUAAB cepTU(dIKAT MepeBipKU
IIPOEKTY, PO BCl 3HAUHI 3MIHU 3aTBEPXKEHOTO MPOEKTY BHUPOOyY, SKI MOBHUHHI NPONTH JOAATKOBY
NEepeBIpKy, SAKIIO Taki 3MIHM MOXYTh BIUIMBAaTH Ha BIANOBIAHICTh BCTAHOBJIIEHMM BHMOT'aM
TexHIYHOTO peryiaMeHTy IWIOJ0 MEIWYHUX BHPOOIB JUIS JIarHOCTHKH IN VItro abo Ha yMOBH
3acTocyBaHHs BHpoOy. JlaHi n0IaTKOBOI MepeBIpKM [OJAIOThCS 1O OpUTiHaly cepThdikara
NEPEBIPKHU MPOEKTY Y BUIJISLII 10aTKA.
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9. BupoOHUK TOBiTOMIIsIE OpraHy 3 OIIHKK BIAMOBIAHOCTI MO0 OTpUMAaHOI iH(OpMAIIil po
3MiHM 30yIHHUKIB Ta MapkepiB IHQEKIid, SKi MiUIAraloTh TECTYBaHHIO, 30KpeMa, SKIIO 1€ €
HACJIIKOM OIOJIOTIYHOI CKIaJHOCTI Ta MIHJAMBOCTL. Y 3B’A3Ky 3 HHMM BHPOOHHMK IOBHHEH
noiH(opMyBaTH OpraH 3 OI[IHKM BIAMOBIAHOCTI PO MOXJIMBICTh BIUIMBY 3MiH Ha (PYHKIIOHYBaHHS
BiJIOBITHOTO BUPOOYy.

10. 3 meroro 3a0e3neveHHs] HaJeKHOTO BUKOHAHHS BUPOOHMKOM 3000B’s13aHb, BCTAHOBICHUX
CXBAJICHOKO CHCTEMOIO YITPABIIIHHS SKICTIO, 3{IHCHIOETHCS] HATIISII.

BupoOHUK MOBHHEH 3a0€3MEYUTH MTPOBEICHHS OPraHOM 3 OI[IHKH BIAIOBIIHOCTI HEOOXITHHIX
MEePEeBIPOK 1 HAIaTH HOMY BIAMOBINHY iHPOpMAITi0, 30KpeMa:

JOKYMEHTAIII0 II0JI0 CUCTEMH YIIPABIIIHHS SKICTIO;

JIaH1 CHCTEMU YIIPABIIIHHS SIKICTIO, 0 CTOCYIOTHCSI IIPOCKTY BUPOOY;

JlaH1 CUCTEMH YIPABIIHHS SKICTIO, IO CTOCYIOTHCSI BUPOOHUIITBA BUPOOY, 30KpeMa 3BITH PO
NEepeBipKH, JaHi BUIPOOyBaHb, KamiOpyBaHb, BITOMOCTI Npo KBami(ikaimilo BigHOBIIHOTO
MepCcoHay.

11. Opran 3 OUIHKM BIINOBIAHOCTI TOBUHEH MEPIOJUYHO MPOBOAUTU TMEPEBIPKU Ta
OIIHIOBaHHS JUIsl MIATBEP/KEHHS 3aCTOCYBaHHS BUPOOHMKOM CXBaJIEHOI CHUCTEMM YIPaBIIIHHS
SKICTIO, @ TAKOX HaJIaBaTU BUPOOHHUKOBI 3BIT IIPO MPOBEACHHS TAKUX 3aXO0/I1B.

Kpim Toro, opran 3 OLIHKM BIANOBIIHOCTI MOE IMPOBOJUTH IEPEBIpKU BUPOOHUKA Oe3
nonepe/pkeHHs. [IpoTaroM Takux mepeBipoK OpraH 3 OLIHKM BiJNOBIAHOCTI MOKE B pa3i HoTpedu
MPOBOAUTH a00 3aMOBJISITH MPOBEACHHS BUIPOOYBaHb Ul MEPEBIPKU HAIEKHOTO (PYHKI[IOHYBAHHS
CHUCTEMHU YIpaBIiHHS sKicT0. OpraH 3 OLIHKH BIAMOBIIHOCTI 3000B’sA3aHUN HAJIaTU BUPOOHUKOBI
3BITH NPO Pe3yJIbTAaTH TaKUX MEPEBIPOK 1 BUITPOOYBaHb, SAKIIIO BOHU MTPOBOIMIIUCS.

12. BupoOHHK HeraifHO TiCis MPOBEICHHS MEPeBIpOK i BUMPOOYBaHb BUPOOIB, 3a3HAUCHHUX
yrepeniky A jmogatka 2 10 TeXHIYHOTO perjiaMeHTy 1010 MEAWYHHX BUPOOIB /I TIarHOCTHKH N
Vitro, Hajacuiae oprady 3 OLIHKH BiAIOBIAHOCTI BiIMOBIIHI 3BiTH 3a pe3y/bTaTaMH BHIIPOOYBaHb,
MIPOBEJIEHUX CTOCOBHO KOXKHOTO TOTOBOrO BHpoOy abo KkoxHOi maprtii BupoOiB. Kpim TorO,
BUPOOHUK HAJa€ OpraHy 3 OIIHKMA BiIMOBIIHOCTI JOCTYI JO 3pa3KiB BUTOTOBJEHUX BHUPOOIB a0bo
nmapTiii BUpoOiB Ta y pa3i moTpeOur 3pa3Ku BiAMOBIIHO O YMOB JOTOBOPY.

13. BupoOHHK MOKke BBOAWTH B OOIr 3a3HadeH1 BUPOOU 3a YMOBH, IO HE OTPUMAE OYIb-sKE
IHIIIE pIMIEHHS OpraHy 3 OIIHKK BIAMOBIIHOCTI, 30KpeMa IIOJI0 yMOB MJIMCHOCTI BHUIAHUX
ceptudikari, y CTPOK, BU3HaUEHUH JOTOBOpoM, aie He mizHime 30 AHIB Mmicas OTpUMaHHS 3pa3KiB
OpraHoM 3 OIIHKH BiAMOBITHOCTI.

Honmatok 5
10 TexHIYHOTO perjJaMeHTy

IHOPANOK

NpoBe/JeHHS NMepeBiPpKN THILY

1. TlepeBipka THIy MEIMYHUX BHPOOIB I IIarHOCTHKH IN Vitro (mami - BupoOH) €
MPOLEAYPOI0 OLIHKKA BIAMOBIAHOCTi, 3a JOMOMOrOK SKOi OpraH 3 OLIHKMA BiAMOBIJHOCTI
BCTaHOBJIIOE Ta 3acBiMYye, IO THUIOBUH 3pa30K BUPOOY, Ha SKUH MOIIMPIOETHCS Jis I[OTO
[lopsinky, BigmoBimae BuMoOram TeXHIYHOTO perjiaMeHTy UI0JI0 MEAUYHUX BHUPOOIB Ui
JiarHOCTHKH IN VItro, o 10 HbOTO 3aCTOCOBYIOTHCSI.

2. 3asBKa Ha TMPOBEACHHS IEPEBIPKM TUINY IMOBHUHHA I0JaBaTUCA BUPOOHHUKOM abo i#oro
YIIOBHOBAXEHUM MPEIACTABHUKOM OPTaHy 3 OI[IHKHU BIiAMOBiNHOCTI. Taka 3asBka MOBUHHA MICTUTH:

HallMEHYBaHHA 1 MICIIE3HaXO/)KEHHsI BUPOOHHMKA, a TaKoX Yy pa3i MOJaHHS 3asBKU
YIIOBHOBAXEHUM MPEJCTABHUKOM - HAfMEHYBaHHS 1 MiCII€3HAXOPKEHHS OCTAaHHBOTO;

JOKYMEHTAIlll0, 3a3HaYeHy B MyHKTI 3 1poro [lopsaky, HeoOXiqHY JUIs OLIHKU BIAMOBIIHOCTI
THIIOBOTO 3pa3ka BUMoraM TeXHIYHOTO periaMeHTy MIOA0 MEAWYHUX BHUPOOIB IS JiarHOCTHKH in
Vitro. 3assBHMK MOBHMHEH HAJaTH TUIIOBHI 3pa30K OpraHy 3 OIIHKU BimnoBimHOCTi. OpraH 3 OIHKH
BIJIMOBITHOCTI MOKE B pa3i moTpeOu BUMAaraT HaJaHHsI IHITUX 3pa3KiB;

MMCHEMOBE MIITBEP/KEHHS, 0 TaKa cama 3asBKa He Oyia mojiaHa Oy/ib-IKOMY HIIOMY OpraHy
3 OIIIHKHU BIAIIOBIIHOCTI.
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3. JlokyMeHTallis, 1[0 HAJA€ThCs OPraHy 3 OI[IHKHM BINMOBIIHOCTI pa3oM i3 3asiBKOIO, IOBUHHA
3a0e3reuyBaTi pPO3YMIiHHS TPOEKTY, IMPOIECIB BUPOOHHIITBA Ta CKCILUTyaTAIIMHUX XapaKTCPUCTHK
BIJIOBIAHUX BUPOOIB 1 MICTHTH:

3araJlbHUH OIKMC THUIIOBOTO 3pa3Ka, BKIIOYAI0YH Oy/Ib-Ki 3aIJIaHOBaH1 oro Moaudikarii;

JOKYMEHTAI[iI0, 3a3HaueHy B a03allax TPEThbOMY - TPUHAALATOMY TYHKTY 3 joxatka 3 a0
TexHIYHOTO peryiaMeHTy 1010 MEIUYHUX BUPOOIB [UIs AIarHOCTUKH IN Vitro;

JUIE BUPOOIB JUISI CAMOKOHTPOJIIO - IHOpMAIlifo, 3a3HAaueHy Yy IYHKTI 6 jonatka 3 a0
TexHIYHOTO perjaMeHTy 1010 MEIHYHUX BUPOOIB [T AIarHOCTHKH IN Vitro.

4. OpraH 3 OIIIHKH BiIIOBITHOCTI:

BHBYA€E Ta OIIHIOE TOKYMEHTAIIIIO 1 mepeBipsie, yu OyB 3pa30K BUTOTOBJICHUI BIAMOBIAHO /0
Ii€T TOKYMEHTAIIIl; 3a3HaYa€e eJIEMEHTH, pO3pO0JICHI BIAMOBIIHO 10 HAIOHAILHUX CTAHAAPTIB, SKi
BIJIMIOBIJAIOTH €BPOIEHCHKUM TapMOHI30BAaHMM CTaHAapTaM Ta JOOPOBUIbHE 3aCTOCYBAHHS SIKHX
MOXE CIIPUHAMATHUCS K JIOKa3 BIAMOBIMHOCTI MEMYHUX BUPOOIB JUIs JIarHOCTHKH IN VItro BUMoram
TexHIYHOTO perjaMeHTy MO0 MEIHYHUX BUPOOIB JJIS JIarHOCTHKH IN VItr0, a TakoX eJIeMEHTH,
110 He OyJu po3po0JIeHi Ha OCHOBI MOJIOKEHb 3HAYCHUX CTAHIAPTIB;

MPOBOJUTH a00 OPraHi3oBye€ TMPOBEICHHS BIAMOBIAHUX JOCTIDKEHb 1 BUIPOOYBaHb,
HEOOXIZIHUX Uil TEpeBIPKU BIANOBITHOCTI NPUWHATUX BUPOOHMKOM pIlIEHb BCTAHOBJIECHUM
BUMOraM TEexXHIYHOTO pPErJIaMeHTy IOJ0 MEJAWYHUX BUPOOIB JUIS JIarHOCTHKH IN VItro, sKIo
HalllOHAJTBHI CTAHAAPTH, SIKI BIAMOBIJAIOTH €BPONEHCHKUM TapMOHI30BaHUM CTaHAapTaM Ta
JTOOpPOBUIHHE 3aCTOCYBAHHS SKUX MOXKE CIIPUUMATHCS SIK JJOKA3 BIAMOBIAHOCTI MEIUYHUX BUPOOIB
JUI iarHOCTUKK N Vitro BuMoram TexXHIYHOrO perjaMeHTy IIOJ0 MEAWYHHX BHPOOIB IS
JIarHOCTHUKU IN VItr0, He 3acTOCOBYBAJIHUCH; SIKIIO BHUPIO Ui BUKOPUCTAHHS 3a MPH3HAYCHHSIM
MTOBUHEH MPUEIHYBATUCS JI0 1HIIOTO BUpoOy (BUpOOIB), MOBUHHI Ha/1aBaTUCA MIATBEPIKEHHS TOTO,
110 BiH BIAMOBI/Ia€ BCTAHOBJICHUM BUMOTaM TE€XHIYHOTO PETJIAMEHTY 11010 METUYHUX BUPOOIB JIJIst
JiarHOCTHUKHU IN VItr0 3a yMOBH TpPHEIHAHHS J0 TAaKOro BUPOOY (BUpOOIB) 3 XapaKTEpUCTUKAMH,
BH3HAYCHUMH BUPOOHUKOM;

MPOBOJUTH a00 OPraHi3oBye€ TMPOBEICHHS BIANOBIAHUX JOCTIDKEHh 1 BUIPOOYBaHb,
HEOOXITHUX JIJIs1 TIEPEBIPKU 3aCTOCYBAHHS BINMOBIIHUX CTaHAAPTIB, SKIIO BUPOOHUK 0OpaB iX Jist
3aCTOCYBaHHS;

y3ro/DKYyE 13 3aABHHKOM MiCIIe TIPOBEJACHHS HEOOXITHUX TIEPEBIPOK, JMOCTIKCHb Ta
BHUIPOOYBaHb.

5. Slkmo TumoBuWi 3pa3ok BUPOOY BIAMOBIAAE MOJOKEHHSIM TEXHIYHOTO PErIaMeHTy 00
MEIMYHMX BHPOOIB [UIs iarHOCTHUKH IN VItro, oprad 3 OLIHKKA BIAMOBIAHOCTI BUIA€ 3asBHHUKY
ceprudikar nepeBipku tumy. CepTudikat MOBUHEH MICTUTH HaliMEHYBaHHS Ta MICIIE3HAXOKECHHS
BUPOOHMKA, BUCHOBKH 3a Pe3yJbTaTaMU JIOCTIKeHb, YMOBHA MOTO YMHHOCTI Ta JaH1, HEOOXITHI JIst
ineHTudIkaIlli 3aTBEpPKCHOTO THITY BHpOOy. BiAmoBimHI 4acTHMHM JOKYMEHTAIlli J0JAIOThCS [0
ceptudikara, a Korris 30epiraeTbCcsi B Oprasi 3 OI[iHKH BiIMTOBITHOCTI.

6. BupoOHuk HeraitHo 1H(GOpPMYe opraH 3 OILIHKH BIAMOBIAHOCTI, KM BHAaB cepTU(IKAT
MEePEBIPKU THUITY, IPO Oy/b-sAKi 3MIHM 30yqHMKA Ta MapKepiB iH(EKIIii, SKi TOBUHHI BU3HAYATHUCH,
30KpeMa, SIKIIO 11€ € HACTIAKOM Ol0JOTTYHOT CKIIQHOCTI Ta MIHIMBOCTIL. Y 3B’S3KY 3 IIUM BHPOOHUK
MOoBUHEH 1HGOPMYBaTH OpraH 3 OLIHKKA BIANOBIAHOCTI MPO MOKJIMBICTh BIUIMBY 3MIH Ha
XapaKTEePUCTUKH BIAMOBITHOTO BUPOOY.

Yci 3MIHM TPOEKTY 3aTBEPIKEHOTO 3pa3ka BUPOOY MOBUHHI B MOJAAJBIIOMY OTPUMATU
3aTBEpP/PKEHHS OpraHy 3 OLIHKM BiANOBIAHOCTI, SIKUH BUJAB cepTU(]IKAT MEpeBIpKU THUMY, SKIIO
Taki 3MIHM MOXYTh BIUIMHYTH Ha BiJMOBIIHICTh BCTAHOBJIEHUM BUMOTaM TeXHIYHOTO perjamMeHTy
MIOJI0 MEAWYHUX BUPOOIB Uil TIarHOCTHUKH IN Vitr0 a0 Ha yMOBM BHUKOPHCTAHHS, BH3HAUCHI
BUPOOHMKOM. 3asiBHUK MNOBHHEH HETraifHO IH(POPMYBATH OpraH 3 OLIHKU BiAMOBIIHOCTI, IKUH BUJAB
cepTUdikaT MEpeBIpKU TUIy, NPO Oyab-sKi 3MIHM 3aTBEPIKEHOTO MPOEKTy BUPOOY. 3MiHM 10
3aTBEPUKEHOTO NMPOEKTY BUPOOY BUKIAJal0Thes Y GOopMi JoJaTka 0 cepTUudikaTa NepeBipKu TUITY.

Opranu 3 OLIHKM BiJMOBIAHOCTI MOXYTb OTPHUMAaTH KOMii cepTU(IKATIB MEPEeBIPKU THUIY
Ta/abo nojatkiB A0 HuX. JlomaTku 10 cepTr(iKaTiB NEpeBIPKU TUITY HAJAIOTHCS OpraHaM 3 OI[HKU
BIJIMOBIHOCTI 32 iX 3asIBOYO MICIIsl TOTO, SIK BUPOOHUK OyJie PO 1€ TIOBIIOMIICHUH.
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Jlomatok 6
10 TexHIYHOTO periaMeHTy

MHOPAIOK
NPOBeIeHHS NepPeBIPKH MPOAYKIIl

1. [epeBipka MPOAYKIIii € MPOIEAYPOIO OLIHKU BiAMOBITHOCTI, 32 JOIIOMOTOO SIKOi BHPOOHHUK
a00 1oro YIOBHOBA)XEHUH MPEICTABHUK 3a0e3Meuye Ta IeKIapye BiAMOBIAHICTE MEINIHUX BHPOOIB
JUTSL TIarHOCTHKH N VItro (mami - BUpoOu), 10 SAKUX 3aCTOCOBYETHCS MPOIIEAypa, BU3HAUCHA B MTyHKTI
4 uporo Ilopsnaxky, THIOBOMY 3pa3Ky, ONHCAHOMY B cepTU(IKaTi MepeBipKH TUIY, 1 BEMOTaM
TexHiuHOTO peryiaMeHTy IMOJ0 MEIMYHUX BHPOOIB Ui JIarHOCTHKH IN VItro, mo g0 HUX
3aCTOCOBYIOThCSI.

2. BupoOHHMK TIOBMHEH BXXHTH HEOOXIMHUX 3aXOJIB Ui TOro, MO0 BHPOOHWYHIA IMpoIec
3a0e3reyyBaB BIAMOBIIHICTE BUPOOIB TUIIOBOMY 3pa3Ky, ONMUCAaHOMY B cepTu(ikaTi mepeBipKu
TUIy, 1 BUMoraM TeXHIYHOTO perjaMeHTy 1010 MEIMYHUX BUPOOIB /Ui JiarHOCTUKH IN VItro, 1o
0 HHUX 3acTOCOBYIOThCS. Ilepen modaTkoM BHpPOOHMIITBA BHPOOHHMK TOBHMHEH MIATrOTYBAaTU
JOKYMEHTAI[IF0, 1[0 BHU3HAYa€ TMpoIleC BUPOOHHUIITBA, 30KpeMa B paszl MOTPeOH - CTOCOBHO
cTepuiizalii Ta BIAMOBIJHOCTI BUXIAHMX MaTepiajiB, a TaKOXK BU3HAYUTH HEOOXIAH1 MpoOLEerypu
BUNPOOYBaHb BIAMOBITHO JI0 Cy4aCHOTO PIBHSI pO3BUTKY TEXHOJIOTIH.

Sxmo ocratouHe BUMPOOYBaHHS BIAMOBLIHO 0 a03aily TPeThoro myHKTY 6 nporo Iopsiaky
HE 3aCTOCOBYETHCS 3a JACSIKUMHU IapamMeTpaMu, BUPOOHUK TOBHHEH 3alpOBAaIUTH BIANOBIIHI
METO/IM TECTYBaHHS, MOHITOPUHTY Ta KOHTPOJIIO B MPOLIECI BUPOOHUIITBA, MOTOKEH] 3 OPTaHOM 3
OIIIHKK BimmoBimHOCTI. Jl0 3a3Ha4eHUX 3aTBEPKEHHX MPOIEAYP 3aCTOCOBYIOTHCS BIIMOBITHO
MoJIOKEeHHANYHKTY 10 momatka 4 mo TexXHIYHOrO perjaMeHTy MI0J0 MEIWYHUX BHUPOOIB s
IarHOCTHKH iN Vitro.

3. BupoOHHK 3000B’s13aHU PO3POOUTH Ta MIATPUMYBATH CUCTEMATHYHY MPOICAYPY AHAIIZY
JOCBIZy, OTPUMAHOTO IIICJs BBEJEHHS BUPOOIB B OOIr, a TaKOXX 3alPOBAJAUTH BiAMOBITHI 3aCO00H
JUTSI 3aCTOCYBaHHS OyIb-SIKUX HEOOXITHUX 3aX0J1iB 3 KOPUTYBaHHS Ta 1H(POPMYBaHHS, 3a3HAUYCHUX
y nyHKTI 5 jogatka 3 1o TeXHIYHOro perjaMeHTy M0J0 MEAWYHHMX BHPOOIB IS AIarHOCTHKH N
vitro.

4. OpraH 3 OLIHKH BiAMOBITHOCTI TOBUHEH MPOBECTH HAICKHI TOCTIKEHHS Ta BUITPOOYyBaHHS
3 ypaxyBaHHsAM a03amy Apyroro myHKTY 2 10r0 IlopsiiKy 3 MeTOI0 TMepeBIpKH BiMMOBITHOCTI
MPOAYKI(ii BUMoraM TeXHIYHOro perjaMeHTy MO0 MEIUYHHUX BHPOOIB I JIarHOCTHKH iN Vitro
a00 IIIIXOM MPOBEACHHS JOCIIHKEHb Ta BUITPOOYyBaHb KOXKHOTO BUPOOY, SIK 3a3HAYECHO Yy IMYHKTI 5
nporo Ilopsnky, abo MIIAXOM IPOBEIEHHS JTOCTIIKEHb Ta BUITPOOYBaHb BUPOOIB 13 3aCTOCYBAHHSIM
CTATUCTUYHHUX METO/IIB, SIK BU3HAYCHO y IMyHKT1 6 poro Ilopsaky, 3a Bubopom BupoOHuka. [1ix gac
MIPOBEJICHHS! CTaTUCTUYHOI MEPEeBIPKU BIAMOBITHO 10 NMyHKTY 6 mporo Ilopsaky, opraH 3 OLIHKH
BIIMOBIAHOCTI TMOBHHEH MPUIHATH PIIIEHHS MO0 3aCTOCYBaHHS CTATUCTUYHHUX MPOLEAYP
BHOIPKOBOTO KOHTPOJIO TapTii ab0 KOHTPOJIIO KOXHOI okpeMoi maptii. Take pimeHHS
MPUIMAEThCSA MICHIA KOHCYABTAIlIN 3 BUPOOHUKOM.

SIKo mpoBeNeHHS MOCHKEHb 1 BUIPOOYBaHb MPOIYKIi 13 3aCTOCYBAHHSM CTATUCTHUHUX
METO/IIB € HEIOIUIbHUM, IOCTIKEHHS 1 BUMPOOYBaHHS MOXYTh MPOBOJUTHCS Ha BHOIPKOBHUX
3acajgax, SKIIO Taka MpoLeaypa y TMO€JHAHHI 13 3aX0JaMH, BXKUTUMHU BIIMOBIAHO A0 a03aiy
apyroro myHKTy 2 uporo [opsiaky, 3a0e3neuye qoctaTHi piBeHb BIAMOBIAHOCTI IPOIYKIIii.

5. Koxen Bupib pocmimkyerhest okpemo. [IpoBoasTees HeoOXinH1 BUPOOYyBaHHS, BUSHAYCH] Y
BIIMOBIIHUX HAIlIOHANBHUX CTAaHJAApTax, $Ki BIiANOBITAIOTh €BPOMEHCHKUM TapMOHI30BaHUM
CTaHIapTaM Ta JOOpOBUTbHE 3aCTOCYBAHHS SIKHX MOXE CHOPHUMMATHCS K JI0Ka3 BIiAMOBITHOCTI
MEJMYHUX BUPOOIB BUMOraM TeXHIYHOTO peraaMeHTy MI0J0 MEIUYHUX BHUPOOIB IS IarHOCTUKH
in vitro, abo piBHOILIHHI BUNPOOYBaHHS Ul MIEPEBIPKH BiAMOBIJHOCTI BUPOOY THUIIOBOMY 3pasKy,
3a3Ha4€HOMY B cepTHdiKaTi MepeBipKU TUMIOBOTO 3pa3Ka, a TAKOXK 3aCTOCOBHUM JI0 HbOTO BUMOTaM
TexHIYHOTO periamMeHTy 100 MEANYHUX BUPOOIB [UIs TIarHOCTUKH IN Vitro.

Opran 3 OLIHKA BiJMOBIAHOCTI MOBUHEH HaHecTH abo 3abe3MeunTH HAHECEHHS CBOTO
i1eHTU}IKAIIIIHOTO HOMEpa Ha KOXKEH MepeBipeHni BUpiO Ta BUIATH cepTU(diKaT BiAMOBIIHOCTI HA
OCHOBI NIPOBEJICHUX BUIPOOYBaHb.

6. BupoOHUK MOBHHEH BUITYCKaTH BUPOOH Y BUIJISII OJJTHOPITHUX MapTii.
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3 KOXHOi mapTii BUMAAKOBO BinOMparoThcs oauMH abo KimbKa 3paskiB BHpoOiB. BimiOpani
BUpOOHM, M0 CKJIQNAI0Th 3pa30K MPOIYKIil, JOCIDKYIOThCS Ta BCi HEOOXiJHI BUIPOOYBaHHS,
BH3HAYCHI BIAMOBIIHUMHU HAI[IOHALHUMHU CTaHIAPTaMH, SIKi BiAMOBITAIOTh €BPOICHCHKUM
rapMOHI30BaHUM CTaHJIApTaM Ta JOOPOBUIbHE 3aCTOCYBAaHHS SKMX MOXE CIpUAMATHCA 5K JI0Ka3
BIJIMOBITHOCTI MEAMYHUX BHUPOOIB UIsS JIArHOCTHKH IN VIitro Bumoram TeXHIYHOrO periiaMeHTy
II0/I0 MEIMYHUX BUPOOIB JUIsl IarHOCTHKH IN VItro, abo piBHOIIHHI BUIIPOOYBaHHS MMOBHHHI OyTH
MpOBEACHI 3 METOI TMEPeBIPKM BIAMOBIAHOCTI MPOMAYKII THUIIOBOMY 3pa3Ky, OINKCAaHOMY B
ceptu(ikari MepeBipKyd THUITY, a TAKOXK 3aCTOCOBHHMM JIO HUX BHUMOTraM TEXHIYHOTO perjiaMeHTY
I0JI0 MEIUYHUX BUPOOIB JISL MIQrHOCTHKH IN VItro, miciast 4oro NpuidMaeThCs PIICHHS 010
npuiiMaHHs a00 BinOpaKyBaHHS BiAMOBIIHOT MapTii BUPOOiB.

CraTHCTUYHUN KOHTPOJb TOBHHEH IPYHTYBaTHCS Ha BIJIACTHBOCTAX Ta/ab0 Ha 3MIHHUX
napameTpax, oo pazoM oOyMOBIIIOIOTH JOCSATHEHHS TaKHX €KCIUTyaTalliiHUX XapaKTePUCTHK, CXEM
BiOOpy 3pas3kiB, sKi 3a0e3MeuyloTh BUCOKHH piBeHb Oe3mneku i edekTuBHOCTI BUpoOy. Cxemu
B1I0OPY 3pa3KiB NMOBUHHI BCTAHOBJIIOBATUCS HAI[lOHAJIbHUMH CTaHIapTaMH, sIKI BIANOBIAIOTH
€BPOINENHCHKUM TapMOHI30BaHMM CTaHAapTaM Ta JOOpOBUIbHE 3aCTOCYBaHHS SIKHX MOJXKeE
CpuiiMaThcs SIK JI0Ka3 BIAMOBIAHOCTI MEIMUYHUX BUPOOIB IS MIarHOCTUKH IN VItr0 BHUMoOram
TexHIYHOTO peryiaMeHTy II0J0 MEAWYHUX BUPOOIB Ui JIarHOCTUKHU IN VILro, 3 ypaxyBaHHSIM
cnendiku BIMOBITHUX KaTeropi BUPOOIB.

VY pa3i npuiiHATTS naptii BUpoOIB OopraH 3 OIIHKU BIANOBIIHOCTI NMOBUHEH HaHECTH alo
3a0e3MeYnTH HAaHECEHHS CBOTO iIeHTU(]IKAIIITHOr0 HOMepa Ha KOXKHUM BUPIO 3 1i€i mapTii 1 BUAATH
cepTu(ikat BIIMOBIAHOCTI BUPOOY CTOCOBHO MPOBEAECHUX BUMPOOYyBaHb. Yci BUpoOU 3 wi€l mapTii
MOXXYTh OYTH BBe/eHI B 00ir, 3a BUHSITKOM Oy/b-KOr0o BUPOOY B CKJIaJl 3pa3ka, SIKUHA BUSBUBCS
TakuM, 110 HE BIAMOBIIa€ BUMOTaM TEXHIYHOTO pErIaMEHTy MI0J0 MEIUYHUX BHUPOOIB st
IarHOCTHKH iN Vitro.

Sxmo naptis BUpoOIB HE MpuiMaeThesl B OOIT, BIAMOBIIHUN OpraH 3 OLIHKU BIATOBIIHOCTI
MOBUHEH BIAMOBIAHO OO 3aKOHOJABCTBA BXKUTH HEOOXIMHUX 3aXOJdIB IS 3amoOiraHHs BBEICHHIO
miei maprtii B 0O0ir. Km0 BUMAAKW HEMPUHHATTSA TapTii BUPOOIB TPAIUISIOTHCA MEPIOAUYHO,
3a3HAYEHUH OpraH MOXe€ THMYAacoBO MPHUINMHUTH 3aCTOCYBAaHHS MpPOLENYypH CTaTUCTHUYHOI
MePEBIPKH.

BupoOHuk Moke mia BiAMOBIJATBHICTE Ta 3a 3rOJIOK0 OpraHy 3 OIIHKH BiAMOBIIHOCTI
HaHOCHUTH IACHTU(IKAIHHUN HOMEp IIbOTO OpraHy Ha BUPOOH B XOJIi BAPOOHUUOTO MPOIIECY.

Homarok 7
10 TexHIYHOTO perjJaMeHTy

IHOPANOK

3a0e3ne4yeHHs] AIKOCTI BUPOOHMIITBA

1. BupoOHMK TIOBUHEH 3a0€3MEYUTH 3aCTOCYBaHHS CHUCTEMH YIPAaBIiHHSA SKICTIO,
3aTBEPKEHOT /11 BUPOOHHIITBA BIAMOBIIHUX MEIUYHUX BHPOOIB I AiarHOCTUKH IN Vitro (mami -
BUpOOM), 1 MPOBOJAUTU OCTATOYHY MEPEBIPKY TaKUX BUPOOIB, SIK 3a3HAYEHO y MYHKTI 3 LBOTO
[Mopsiaky, 110 € IpeAMETOM HarJsiIy 3TiIHO 3 HOPMaMH, BU3HAUYCHUMH y TyHKTI 4 1iporo [lopsaxy.

2. 3alesmeueHHS SKOCTI BHPOOHMIITBA € CKJIAJOBOIO MPOIEIYypPH, 32 JOMOMOIOK SKOi
BUpPOOHUK 3abe3neuye 1 JeKiIapye BIAMOBITHICT, BHUPOOIB THUIOBOMY 3pa3Ky, OINKHCAHOMY B
cepTu(ikari mepeBipky TUITY, a TAKOK BUMOTaM TeXHIYHOTO pPerJaMeHTy 11070 MEIUYHUX BUPOOIB
JUISL TIArHOCTHKH IN VItro, 1mo 10 HUX 3aCTOCOBYIOTHCA.

Bupo6HuK Mapkye HaI[lOHaTLHUM 3HAKOM BIAMOBIIHOCTI MEIWYHI BUPOOU 3TiHO 3 NYHKTaMU
29-31 TexHIYHOTO pPErJIaMeHTY IOJ0 MEIUYHUX BHPOOIB Ui JIarHOCTHUKH IN VItro i ckiamgae
JeKJIapallito mpo BiAMOBIAHICTE CTOCOBHO ITMX BUPOOIB.

3. BupoOHuK nojiae oprany 3 OI[IHKM BiJIIOBITHOCTI 3asIBKY Ha MPOBEJEHHS OLHKH CUCTEMHU
YIIPaBIIIHHS SIKICTIO.

3asgBKa MOBMHHA MICTHTH TEXHIYHY JOKYMEHTAIlll0 IIOJO0 3aTBEP/HKEHOTO THUIY (3pa3KiB)
BHUPOOIB 1 Komii cepTr(iIKaTIB MEPEBIPKU TUITY LIUX BUPOOIB.
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3acTocyBaHHS CUCTEMH YIPABIIHHS SIKICTIO MOBUHHO TapaHTYBAaTH BIAMOBIIHICTH BUPOOIB, 110
BUPOOJISIOTHCS, TUTIOBOMY 3Pa3Ky, OIMCAHOMY B CepTH(IKaTi MepeBipKU THITLY.

Bci mapamerpu, BUMOTM Ta TOJIOKEHHS, NPUHAHATI BUPOOHMKOM B paMKax CHUCTEMHU
YIIPaBIIiHHS SIKICTIO, TOBUHHI 3a3HAYAaTUCS Y BIAMOBITHUX METOAMKAX. Taka JOKyMEHTAIlis CUCTEMHU
YIPaBIiHHS SKICTIO TMOBHHHA 3a0e3ledyBaTH OJHO3HAYHE TIYMAa4YCHHS METOJUK MO0 SKOCTI,
30KpeMa Iporpam, IJiaHiB, HACTAHOB 1 3BITIB.

4. JlokyMeHTAIIisl II[0JI0 CUCTEMH YIPAaBIIiHHS SKICTIO TOBHHHA MICTUTH OIIHC:

JIel BUPOOHMKA 100 SKOCTI,

oprasi3alii manpueMcTBa, a came:

- OpraHi3alifHOl CTPYKTYpH, BIIIOBIAAIBLHOCTI Ta TOBHOBaXEHH KEPIBHOTO MEPCOHATY
CTOCOBHO BHPOOHUIITBA BUPOOIB;

- METOJIB MOHITOPUHTY €(pEeKTHBHOCTI POOOTH CHUCTEMH YHPABIIHHA SKICTIO Ta, 30KpemMa, ii
3IATHOCTI 3a0€31evyBaTh JOCATHEHHS HEOOXIHOI IKOCTI BUPOOIB, [0 BUPOOIISAIOTHCS, BKITFOUAIOYH
KOHTPOJIb BUPOOIB, K1 HE BIAMOBIIAIOTH BUMOTaM;

METO/IIB TIEPEBIPKU Ta 3a0€3MEUYCHHS IKOCT1 Ha e€Tarll BAPOOHUIITBA Ta, 30KpeMa:

- TIPOILIECIB Ta MPOIIEAYD, 10 OYIyTh 3aCTOCOBYBATHCS, 30KpEMa 3 METOIO CTEpHUIII3allii,

- TIPOLIETYP, 11O CTOCYIOTHCS 3aKYITIBEIb;

- npouenyp ineHtudikamii BUpoOIB, 10 CKIAAAIOTHCS Ta MIATPUMYIOTHCS B aKTyalbHOMY
CTaH1 Ha OCHOBI KpeciieHb, crenu@ikaiiii abo HIIUX BIAMOBIIHUX JOKYMEHTIB Ha KOXHOMY €Tall
BUPOOHUIITBA;

BIIMOBITHUX BUMPOOYBaHb Ta JOCHTIKEHB, 10 TTOBHHHI MPOBOJUTHUCS JI0, MiJ Yac Ta MICIs
BUTOTOBJICHHSI BUPOOIB, MEPIOAMYHOCTI iX MPOBENEHHS, a TaK0X BUIPOOYBAJIbLHOTO OO0JIaHAHHS,
0 BUKOPHCTOBYBATHMETHCA MJIsi iX NpOBeleHHs; (NMOBMHHa OyTH 3ale3lneueHa MOXJIUBICTh
MIPOCTEXYBAHOCTI KalliOpyBaHHs BUNPOOYBAIbHOTO OOIaTHAHHS).

5. OpraH 3 OLIHKH BiAMOBIIHOCTI TOBUHEH MPOBECTH ayIUT CUCTEMHU YHPABIIHHS SIKICTIO JUIS
BH3HAYCHHS 1i BIMOBIAHOCTI BHMOTaM, BCTAaHOBJICHMM y TyHKTI 3 1poro Ilopsaky. Cucremwu
YOpaBIIHHSA SKICTIO, $KI peali3yloTh BIAMOBIIHI HaIIOHAIBHI CTaHIAPTH, SKiI BIAMOBIIAIOTH
€BPOIMENCHKUM TapMOHI30BaHUM CTaHIAapTaM, BBaXAlOThCS TaKWMH, IO BIANOBIAAIOTH TaKUM
BUMOTaM.

Kowmicis, yrBopeHa /yist OLIHKH CUCTEMH YIPABIIIHHS SKICTIO OPTaHOM 3 OI[IHKH BiAMOBIIHOCTI,
MMOBUHHA MICTUTH B CBOEMY CKJaJl NMPUHAWMHI OJHOTO CIEIlalicTa, 0 Ma€ JOCBII OI[IHIOBAHHS
BIIMOBIIHUX TEXHOJIOTIM, M0 TepeBipsaoThesa. [Iporeaypa OIiHIOBaHHS TIOBHHHA BKJIIOYATH
IHCIIEKTYBaHHS NPHUMIIIEHh BUPOOHMKA Ta B pa3i MOTpeOH - MPUMIIICHb MOCTAa4YaJbHUKIB Ta/a0o0
CyOmiIpsiAHUKIB BUPOOHHKA 3 METOIO MEPEBIPKH BUPOOHUUMX TIPOIIECIB.

BiamoBinHe pimeHHs JOBOAUTHCS 10 BioMa BUpoOHMKaA. Take pillleHHs MICTUTh BUCHOBKH 3a
pe3ynbTaTaMu MEePEBIPKU Ta OOTPYHTOBAHY OIIIHKY.

6. BupoOnuk 3000B’s13aHuii iHPOPMYBAaTH OpraH 3 OIIHKHA BIAMOBITHOCTI, SKUH CXBaJIUB HOTO
CHUCTEMY YHIpPaBJIIHHS SKICTIO, PO OyIb-sAKi 3arIaHOBaHI ICTOTHI 3MIHM y CHCTEMI YINpaBIIiHHS
SKICTIO.

Opras 3 OIIHKHA BIAMOBIIHOCTI IMTOBHHEH OIIHUTH 3alpOINOHOBaHI 3MIiHHM Ta MEPEBIPUTH, YU
BIJINOBIAaTUME CHCTEMa YIPABIIHHS SIKICTIO MICJIsI BHECEHHS 3MiH BUMOTAM, 3a3HAUYEHUM Y IYHKTI
3uporo Ilopsaky. Opran 3 OIHKM BIAMOBIIHOCTI MOBHUHEH JOBECTH CBO€ PIIICHHS 0 Bimoma
BUpoOHUKa. Take pilleHHs MICTUTh BHUCHOBKH 3a pe3ylbTaTaMu TMEpPEeBIPKU Ta OOIPYHTOBaHY
OIIHKY.

7. Ilin yac mpoBeAECHHA HArJIALy 3aCTOCOBYIOTHCS MOJIOKEHHs NyHKTY 10 momatka 4 1o
TexHIYHOTO PerIaMEeHTY 11010 MEIUYHUX BHPOOIB IS TIarHOCTHKH iN Vitro.

8. BupoOHuk 3000B’s13aHUIl HeraitHO MICIIs MPOBEJICHHSI KOHTPOJIBHUX BUIIPOOYBaHb BUPOOIB,
3a3HaYEHUX Y mepeniky A noaatka 2 10 TeXHIYHOro periaMeHTy I0JA0 MEAMYHUX BHPOOIB Ui
JiarHOCTHKHU IN VItr0, HagaTH opraHy 3 OI[HKM BiAMOBIAHOCTI BiAMOBIIHI 3BIiTH 3a pe3yabTaTaMu
MIPOBEACHUX BUMPOOYBaHb KOXKHOTO 3 TOTOBUX BHPOOIB a00 KOXKHOI mapTii roTroBuX BUpoOiB. Kpim
TOro, BUPOOHMK 3000B’S3aHUIl HajaTH OpraHy 3 OLIHKM BiAMOBIIHOCTI JOCTYN J0 3pa3KiB
BUTOTOBJICHMX BHMpOOIB (maptiii BHpoOiB) Ta B pa3i moTpeOM - 3pa3Kd BIAMOBIAHO 0 YMOB
JI0TOBODY.
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BupoOGHHK MOKe BBOJUTH B 00 BUPOOH 32 YMOBH, IO HE OTPUMAE Oy/b-sKe 1HIIE PillICHHS
Oprafy 3 OILIHKH BIAMOBITHOCTI y CTPOK, BUSHAUEHHUH JOrOBOPOM, aie He mizHime 30 KajaeHIapHuX
JHIB MICJI OTPUMaHHSA 3pa3KiB OPraHOM 3 OIIIHKU BiJIOBITHOCTI.

Jomarok 8
10 TexHIYHOTO periIaMeHTy

INPOLEAYPH,
110 CTOCYIOTHCSH MeIUYHHMX BUPOOIB /sl JiarHOCTUKH in vitro,

NMPU3HAYEHMX VISl OL[IHKU XaPAKTEePUCTHK

1. Jlnst BBenleHHST B 00ir BHpPOOIB, MPU3HAYCHUX ISl OLIHKA XapaKTEPUCTUK, BUPOOHUK abo
HOro ynoBHOBa)KEHUH MPEJICTABHUK MOBUHEH CKJIACTH 3asBKY, 10 MICTUTH 1H(POpPMAIIitO, 3a3HAUYEHY
B myHKTi 2 mmx [Ipomemyp, i 3a0e3nedynTH BUKOHAHHS BUIMOBITHUX ITOJOXEHL TEXHIYHOTO
perjaMeHTy 100 MEIUYHUX BUPOOIB [T AIarHOCTHKH IN VItro.

2. 3asBKa MOBUHHA MICTUTH:

JaH1, HeoOX1aH1 A1 imeHTUdiKaii BIAMOBIAHOTO BUPOOY;

IUTaH MPOBEJICHHS OIIHKH XapaKTEPUCTHK, B SKOMY 3a3HAYAETHCS METa, HAYKOBE, TEXHIUHE
a00 MenuyHe OOTrpYHTYBaHHS, OI[IHIOBAHHS, 1110 TOBUHHO OyTH 3/1MCHEHE, 1 KUIBKICTh 3a3HAYECHUX
MEIMYHUX BUPOOIB;

nepenik JiabopaTopid Ta IHIIMX YCTaHOB, HIO0 OepyTh ydacTb y NPOBEJIEHHI OIIHKU
XapaKTEePHUCTHK;

JaTy TOoYaTKy Ta 3alUlaHOBaHy TPUBAIICTh  OIIHKH  XapaKTePHCTHK, a TaKOX
MICII€3HAXO[KEHHS Ta KUTBKICTh 3aJTy4€HHUX 0CI0 Y pasi OIIHKA BUPOOIB JIJIsi CAMOKOHTPOJIIO;

TapaHTIi0 MO0 BIAMOBITHOCTI BUPOOYy BMMoOram TeXHIYHOTO periiaMeHTy MO0 MEIUYHHX
BHUPOOIB JUTsA AiarHOCTHKH IN VItro, KpiM acmekTiB, siKi MOTPeOYIOTh OIIHKM XapaKTEPUCTHK, 1 KPiM
THX aCHeKTiB, 10 Oe3mocepeHhO 3a3HAuCH1 B 3asBIll, a TAKOX IOJO BXXHTTS BCIX 3aMOODKHUX
3aXOMIB JUIsl 3aXUCTY 3/IOPOB’sl Ta OE3MEKH CIIOKMBAYiB, KOPHUCTYBAYiB 3a3HAYECHOTO MEIUYHOTO
BHpOOY Ta IHIIUX 0CiO.

3. BupoOHuk 3000B’s3aHuii HagaBaTu JlepKIKCIyk01 TOCTyNm A0 JOKYMEHTaIlli, sKa
3a0e3mevyye HasgBHICTh 1HQOpMaIii Tpo po3poOJIeHHS, BUPOOHUIITBO 1 EKCIUTyaTaliiHi
XapaKTEPUCTHKHU IMX BUPOOIB, 715 3a0€3MEYCHHST MOKIIMBOCTI TPOBEACHHS OIIHKA XapaKTEPUCTUK
BIAMOBIAHOCTI BUMOraM TEXHIYHOTO pEerijiaMeHTy MI0J0 MEAMYHHX BUPOOIB Ul TIarHOCTHKH N
Vitro. 3a3HaueHa JOKYMEHTAIlis TIOBMHHA 30epiraTvcs HE MEHII K I1'SITh POKIB IICIIsA HMPOBEICHHS
OIIIHKH XapaKTePUCTHK.

BupoOHUK MOBHMHEH BXHUTH HEOOXITHUX 3aXOMIB /I 3a0e3leueHHs BUPOOHHIITBA BUPOOIB
BIJIMTOBIIHO JI0 TIOKYMEHTAIlIi, 3a3Ha4eHo1 B ab3a1li nepmomy nyHkTy 3 1ux [Ipouemyp.

Jomatok 9
10 TeXHIYHOTO periiaMeHTy

BUMOI'M

710 HAIIIOHAJILHOT'0 3HAKA BiAMOBiAHOCTI MeIUYHUX BHPOOIB
HamionansHui 3HaK BiAMOBIIHOCTI 3aCTOCOBYETHCS BIAMOBITHO 10 ONKMCY HAaIlIOHAIBHOTO
3HaKa BIAMOBITHOCTI, 3aTBEP/HKEHOr0 moctaHoBoro Kabinety MinicTpiB Ykpainu Bin 29 nucronana
2001 p. Ne 1599 (Odiuiiinmii Bichuk Ykpainu, 2001 p., Ne 49, ct. 2188).
SIK1110 3HAK 3MEHIIYEThCs 00 30UTBIIYEThCS, HOBUHHI OyTH AOTpUMAaH1 BiAMOBIIHI MPOMOPLLi.
Po3Mmip HalioHaJbHOTO 3HaKa BIAMOBIIHOCTI HE MoOXe OyTH MEHII SK S MUTIMETpIB.
3a3HaueHU MIHIMAJIBLHUH PO3MIp MOXKe OyTH 3MEHIICHO /sl MajorabapuTHUX BUPOOIB.

3ATBEP/’)KEHO
nocranoBow Kaodinery MiHicTpiB Ykpainn



http://zakon2.rada.gov.ua/laws/show/1599-2001-%D0%BF
http://zakon2.rada.gov.ua/laws/show/1599-2001-%D0%BF

| Bin 2 sroBTHS 2013 p. Ne 754

IJIAH 3AXO/IIB
i3 3acrocyBanHs TexHIYHOI0 perjaMeHTy HoJA0 MeInYHUX

BHPOOIB U1 JTIArHOCTHUKMH in Vitro

HaiimenyBanns 3axony

BignoBiganbHi 32 BUKOHAHHS

CTpoK BUKOHaHHS

1. [IpuBenenHs B pa3i noTpeOn BIACHUX

MO3

HOPMaTHBHO-TIPABOBUX aKTIB y BIAMOBIHICTE MIiHEKOHOMPO3BUTKY

3 TeXHIYHUM PETIAMEHTOM II0JI0 MEIUIHIX
BHUPOOIB JUIS TIArHOCTHUKY in vitro (mai -
TexHi4HMI periaMeHT)

2. Po3po0seHHs Ta nepersis HallloHATbHUX

Hepxiikcmyx0a

CTaHJapTiB, SIK1 BIANOBIIAIOTh €BPONEUCHKUM MIHEKOHOMPO3BUTKY

rapMOHI30BaHUM CTaHJapTaM

3. ®opMyBaHHS Ta OMYOJIKYBaHHS MEPEIKY
HaIllOHAJTFHUX CTaH/IAPTIB, K1 BIAMOBIAAIOTH
€BPOTICHCHKUM TapMOHI30BAaHUM CTaHapTaM
Ta J0OPOBUIbHE 3aCTOCYBAHHS SIKUX MOXKE
CIpuiiMaTUCS K T0Ka3 BIAMOBIAHOCT1
MEIUYHUX BUPOOIB /ISl TIarHOCTUKH 1n Vitro
BUMOTraM TeXHIYHOTO perIaMeHTy

4. Ilpu3HadyeHHs OpraHiB 3 OIIHKH
BIJIMTOBITHOCTI MEAMYHUX BUPOOIB IS
IIarHOCTHKM in vitro BuMoram TexXHIYHOTro
pErIaMeHTy Ta OIMyOJIIKyBaHHS MEPEITIKY
TaKUX OPTaHiB

MiHEKOHOMPO3BUTKY
Hepxiikcmyx6a

5. [TigroTroBka B pa3i moTpedu Ta moganas Ha MO3

posrsia KaGinery MinictpiB Ykpainu
MIPOTIO3UIIIH 11010 BHECEHHS 3MiH JI0
TeXHIYHOTO perjiaMeHTy

6. O00B’s13K0BE 3aCTOCYBaHHS TeXHIYHOTO
periaMeHTy

Hepxiikcmyxoa
MiHEKOHOMPO3BUTKY

Hepxikcnyx0a

[OCTIAHO
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{TInan 3ax00i8 i3 sminamu, enecenumu 32iono 3 Ilocmanosoro KM Ne 215 6io 01.07.2014}
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