MiHicTepcTBO €eKOHOMIYHOTO PO3BUTKY 1 TOPTiBIi YKpaiHu
PILIEHHSA

Mpo NMpPHU3HAYEHHS OPraHy 3 OWiHKH BiIMOBIAHOCTI Ha 3AiliCHEHHS OLIHKH
BiAIOBIAHOCTI BUMOraM BiJIlIOBiTHOI0 TEXHIYHOI0 perjamMenTy
MiHiCTepCTBO €KOHOMIYHOTO PO3BUTKY i TOpPriBiai YKpaiHM 3acBimguye, IO
TOBapUCTBO 3 oOMexeHow BignosimanbHicTio “YKPMEJICEPT” (Byn. Muxaiina

JIparomanoBsa, la, od. 2, M. Kuis, 02068) makasom Bim 79 .cets1r¢4 2019 p.

Ne 713 ?npmHaquo OpraHOM 3 OIIIHKH BIJMOBITHOCTI Ha 3MiHACHEHHS OIIHKH
BIJIMIOBITHOCTI BHMOraM TeXHIYHOTO perjlaMeHTy IIOAO0 MEIUYHUX BUPOOIB s
IiarHOCTHKHU in Vitro, 3aTBepikeHoro mocraHoBoio Kabinety MiHicTpiB Ykpainu
Big 02.10.2013 Ne 754, i iiomy npucBoeHo inentudikamiiianii Homep UA.TR.099.
Cdepa npusHavueHHs Ha 3 apK. HaBeleHa B JOJATKy JO IBOTO PIllIEHHS Ta €

MOro HEBiI'€EMHOKO YaCTUHOIO.

BuxonyBau o60B’si3kiB MiHicTpa
€KOHOMIYHOI0 PO3BHUTKY i TOPriBJi YKkpaiHu / IO. I1. BpoBueHnko

“79” ettt f 2019 p.




JomaTok

JI0 pillIEHHs PO MpU3HAYEHHS OpraHy 3

OLIIHKH BIAMOBIIHOCTI

COEPA ITPU3HAYEHHSA
OopraHy 3 ONiHKH BiANOBiAHOCTI Ha 3iiCHEeHHS OMiHKH BiANMOBiAHOCTI
BUMOTaM TexHiYHOro perjiaMeHTy MO0 MeAWYHUX BUPOOIB I JIarHOCTUKH
in vitro, 3aTBep/keHoro noctanoBoio Kabinety MinictpiB Ykpainu
Bix 02.10.2013 Ne 754
(mauti — TexHiYHMIA perilaMeHT)

TOBapuCTBa 3 00MexeHoro BiamosigadsHicTIO “YKPMEJICEPT”

IlopsaxoBuii | Buau npoxykii i3 3a3Ha9eHHAM IIpouenypu ominku HonatkoBi
HOMEp KaTeropiit Ta/abo rpymn mpomyKIrii BIJIMTOBIAHOCTI 3 B1JIOMOCTI TIpO
(SIKI10 BOHM BHU3HAYCHI B TIOCHJIaHHSM Ha chepy
TEXHI{YHOMY perjiaMeHTi) 4u MOJIOXKEHHS TEXHIYHOT'O | IpU3HAYCHHS,
iHIIKX JeTani30BaHUX BU3HAYCHD | PErNIAMEHTY UM JOJATKH IO SIKIIIO 11e
IPOAYKIIii HBOT'O, B IKUX BU3HAYEHI 11l | BHUMAara€TbCs
IpOLENypH TEXHIYHUM
perJiaMeHTOM
1 2 3 4
1 Menuuni BupoOu 1ist BayTpimHiii KOHTPOIJB
IiarHOCTHKHY in Vitro, mpu3HaveHi | BAPOOHUIITBA METUYHUX
JUIsL CAaMOKOHTPOJIO (KpiM BUPOOIB JIsl 1iarHOCTUKH
BUpPOOIB JUIsI BUMIPIOBAHHS PiBHS | in Vitro, myHKTH 7 Ta 8
IyKpy B KpOBi, HaBeIEHUX y noxarka 3 mo TexHiuHoro
noaarky 2 no TexHidHOrO periiaMenTy;
peryiaMenTy, a TakoX BUPOOiB,
IPU3HAYCHUX JUJIS OL[iHKH 3a0e3MneyeHHs
XapaKTEPUCTUK) (GYHKIiOHYBaHHS
KOMIUJIEKCHO1 CUCTEMU
3a0e3MmeueHHs AKOCTi,
nonarok 4 no Texniuaoro
pErIaMeHTY;
nepeBipka TUITy, JOJATOK 5
1o TexHigyHOrO
periaMeHTy;
nepeBipka MpoIyKIIii,
nonarok 6 go TexHiuHoro
perIaMeHTy;
3a0e3neveHHs SKOCTi
BUPOOHUIITBA, JOJATOK 7
JMpeKTOop AenapTaMeHTy TEXHIYHOTO
peryaioBanns MiHicTepcTBa eKOHOMIYHOTO
PO3BHTKY i TOpriBji Ykpainu JI. M. Birkin




10 TexHidHOrO periameHTy

Menwyani BUpoOH a7t
JiarHOCTHUKH in vitro, HaBeIeHi y
nepeniky A nogarka 2 1o
TexniuHOrO pernameHTy (kpim
BUPOOIB, IPU3HAYECHUX IS
OILIIHKU XapaKTePUCTHK):

- peareHTy Ta iX MPOIyKTH,
BKJIIOYAIOYH BiAMMOBiIHI
KaJ1ibpaTopu i KOHTPOJIBHI
MaTrepiaan I BUSHAUESHHS
rpymnu KpoBi 3a cuctemamu ABO,
daxropamu pesyc (C, ¢, D, E, e)
Ta aHTU-Kenm;

- peareHTH Ta iX MPOAYKTH,
BKJIFOYAXOYH BiIIOBiIHI
KajtibpaTopy i KOHTPOIBHI
MaTepiany Ajs BUSBJICHHS,
MiTBEPIKEHHS Ta KUTbKiCHOTO
BHU3HAYEHHS Y 3pa3Kax JIIOJAUHH
mapkepiB BUJI-indexuii (HIV 11
2), T-nimdoTtpomnHoro Bipycy
moaunu I i II Ta remarutie B, C i
D;

- TECTH ISl CKPUHIHTY KPOBI,
JIiarHOCTUKY Ta MiATBEPXKEHHS
BapiaHTa XBOpoOHU
Kpeittudenbara-Axoda (BXKA)

3abe3neveHHs
(yHKIIOHYBaHHS
KOMIIJIEKCHOI CUCTEMH
3a0e31edyeHHs IKOCTi,
nonarok 4 no TexuiuHoro
periamenry;

nepeBipKa TUIy, A0AATOK 5
1o TexuiuHOrO
periamMenTy;

3a0e3neueHHs IKOCTi
BUPOOHUIITBA, JOJATOK 7
10 TexHIYHOTO permaMeHTy

MenwaHi BUpoOH Iist
JIIarHOCTHUKY in vitro, HaBeieHi y
nepeniky B nomarka 2 no
Texuiunoro periaaMeHTy (Kpim
BUPOOIB, MPU3HAYECHUX IS
OLIIHKH XapaKTePUCTUK):

peareHTH Ta iX IPOLYKTH,
BKJIIOYAIOYH BiMMOBIAHI
KasibpaTropy i KOHTPOIBHI
MaTepiaim:

- s BU3HAYEHHS IPYIH KPOBi 3a
daxropamu antu-/laddi Ta anTH-

3abe3nedeHHs
(byHKITIOHYBaHHS
KOMILIEKCHOI CUCTEMH
3a0e31e4eHHs IKOCTi,
noparok 4 no TexHidHOTO
periaaMeHTy;

nepeBipka TUIy, AOAATOK 5
o TexHiyHoro
periamenTy;

mepeBipKa MpoIyKIIii,
nomarok 6 go TexHIdHOTO
periaMeHTy;

JupeKkTop AemapTaMeHTy TeXHIYHOI 0
pery/iioBanns MiHicTepcTBa eKOHOMIYHOIO
PO3BHTKY i TOPriBji YKkpainu

JI. M. BiTkin




Kinn;
3a0e3eueH s IKOCTi

- JUISl BU3HAYEHHS ippery/sIpHUX | BUpOOHHUIITBA, JOAATOK 7
AHTHEPHUTPOIUTAPHUX AHTUTLI 10 TexHiuHOTO periaMeHTy

- IUIs1 BUSIBJIEHHS Ta KUTBKICHOTO
BU3HAUEHHS Y 3pa3kax JIIOJAUHU
TaKUX BHYTPIIIHEOYTPOOHUX
indexiii, K KpacHyxa Ta
TOKCOILIa3MO3;

- JUISL IiarHOCTYBaHHSI TaKoi
CIaJKOBOI XBOPOOH, K
(heHITKEeTOHYpis;

- JIISl BUSIBIICHHS TaKUX iH(EKii
JIOIUHH, SIK TUTOMETaIOBIPYC,
XJIaMifis;

- JUIsl BU3BHAYEHHSI TAKUX IPYIl
TKaHWH 32 TOJIOBHUM
KOMIILIEKCOM T'iCTOCYMiCHOCTI
tkauuH moguan (HLA), sk DR,
A, B;

- 17 BU3HAYEHHSI OHKOMapKepa
PSA;

peareHTd Ta iX IPOAYKTH,
BKJIFOYAIOYH BiAIOBiAHI
Kaaibparopu i KOHTPOJIbHI
MaTepiany Ta IporpaMHe
3a0e3neueHHs, po3pobieHe
CIIEI[IaJIBHO JIJIS OLIIHKUA PUBHUKY
CHHIpOMY TpucoMmii 21;

BUPOOU JUIs CAMOKOHTPOIIO,
[IpU3HAYEH] I BUMipIOBAHHS
piBHS ITyKpY B KpOBi

JupexTop AenapTaMeHTy TeXHIIHOro 4o
perynioBanHs MinicTepcTBa eKOHOMIMHOI0 i
PO3BHUTKY i TOPriBJIi YKpaiHu s JI. M. BiTkin




