IIPO IMMPOI'PAMY IMIATPUMKHU NAIIEHTIB «bE3OIIJIATHE TECTYBAHHSA
T'EHIB BRCA1/2 JIJISI TAIIEHTIB 3 I'PYJTHOI 3AJI03W»

I[MPABUJIA TA YMOBU [NPOEKTY «BE3OIIVIATHE TECTYBAHHS I'EHIB BRCA1/2
JIJI TALIIEHTIB 3 PAKOM I'PYJHOI 3AJ103U1»

[Iporpama migrpumku mnamieHTiB «be3zoruratHe TtectyBanHs TeHiB BRCAL/2 mis
MAIEHTIB 3 paKOM rpyaHoi 3amo3m» (naini — «IIporpamay) — mporpama miATPUMKH MAIiEHTIB 3
OHKOJIOTTYHHM 3aXBOPIOBAHHSIM.

s IIporpama cmpsiMoBaHa Ha 3HMXKEHHS BapTOCTI JIaOOpaTOPHOI JIarHOCTUKU
MaIli€HTIB 3 PAaKOM TPYJIHOI 3aJI03M Ta PAKOM S€YHHKIB 3aJyIsl MIIBHUIICHHS €()EeKTHBHOCTI
JIIKYBaHHS! OHKOJIOT1I.

3asnaueHa [Iporpama npoBoauTbes 3a miaTpuMku IlaptHepa (nmami — OpranizaTop
[Tporpamu) ToBapuctBa 3 oomexxkeHoro BinnosinanpHicTIO «CI EC 11 JIAB».

1. 3ATAJIBHI ITIOJIOKEHHSA

1.1. Ilporpama i€ TUIbKHM Ha TepUTOpii YKpainu, kpim ABToHOMHOI PeciyOmiku Kpum
Ta (a00) OKYmOBaHMX, MPU(PPOHTOBUX PETIOHIB 1 THUX, JI€ BEAYThCS aKTHUBHI OOMOBI ii.
[Iporpama He jie 3a MexxamMu TEPUTOPIT YKpaiHU.

1.2. Yyacaukom [Iporpamu Moske cratu KoxkHa (izuyHa ocola - MaIlieHT, SsKoMy 0yIJio
BCTAHOBJICHO HACTYITHHM JI1arHO3:

1.2.1. Jlnsg mamientiB 3 panaiMm HER2-HeratuBHIM pakoM rpyaHOi/MOIOYHOT 3a51031:

. lNicromoriuno  minTBep/pkeHuit  iHBa3uBHMM HER-2  HeratuBHHMiT  pak
TPYAHOT/MOJIOYHOT 3aJI03H Ta

. I-11l cramis 3axBoproBaHHs (BIACYTHI BimJajeHi MeTacTta3d abdo pEIHIvB
3aXBOPIOBAHHS) Ta

. He 6inp111e poky 3 JaTh BCTAHOBJICHHS IarHO3y pak I'PyIHOT/MOJIOUHOT 3aJ1031

JlomaTkoBi KpUTEPii:

. Tpudi-HeraTUBHUM pak rpyAHOT/MOJIOYHOT 3251031 Oyab-SKOTO BiKy a00

. IN'opmon-penentop nmo3utuBHuid HER2 HeratuBuuit PM3 1 Bik mamieHTku <50
POKiB 200

. MynbruneHTpudHul (OUTbIIe 1 MyXJIMHK) paK TPYAHOI/MOJIOYHOT 3371031 200

. Pak sieunukiB B anHaMHe31 a00

. Pak rpyanoi 3a7103u y 40JIOBIKIB

1.3. Menu4Hi mocinyru 3 J1a0opaTopHOi JIarHOCTHKH, IO BKIrOYeHI 10 [Iporpamu

«BE30IIJIATHE TECTYBAHHS T'EHIB BRCA1/2 JUId TIALIIEHTIB 3 PAKOM
I'PYJTHOI 3AJI031»

Ne Ha3za wmemuunoi mociyru 3 saboparopHoi | JliarHo3 marjieHTa
IarHOCTUKH
12 MO067 - MyGene BRCA1/2 (NGS, ckpunir | Panniit

CMA/IKOBHX MyTalliif, kpos, [llumina) \ N .
HERZ2-neratuBHuit

I'PyJIHOT/MOJIOYHOT 31031

pak




2. YMOBHU TA ITPABUJIA YYACTI B IPOI'PAMI

2.1. Peectpyrounce y Ilporpami, ¢izuduna ocoba MOTOMKYETHCS AOTPUMYBATUCS BCIX
noJioxkeHsb 1ux pasuin Ta YmoB [Iporpamu, pa3om 3 yciMa MOKIMBUMH HACTYITHUMH 3MIHAMHU,
aki Oynyts BHocuTHCh Opranizaropom I[Iporpamu. fkmo ocoba He MOTOMKYETHCS 3 LUMHU
[TpaBwramu Ta YMoBaMu, Taka ocoda He Moxke OpaTtu ydacts y [Iporpami.

2.2. Yuacts y IIporpami € no6posineHoto Ta BE3KOILITOBHOILO.

[Iporpama He mependayae crutatu OyIb-sIKMX TUIATEXKIB 3a peecTparito Gi3myHuX ocil y
[Iporpami abo ygacts y [Iporpami.

2.3. TlamieHT TepexoauTh 3a TOCWIAHHSIM Ha €JIEKTPOHHY (OpMY 3asBKH Ha Y4acTb
y IIporpami Ta 3000B's13aHuii:

- 03HaMOMUTHCH 3 yMOBaMH ydacTi y [Iporpami;

- HaJIaTH 3roJly Ha 00poOKy MepcoHaIbHUX JaHUX Ta yyacTh y [Iporpami;

- 3aMOBHUTH €JEKTPOHHY (hopMy 3asBKM Ha ydacTh y Ilporpami, mo posminieHa Ha
BeOcaiiti ToBapuctsa https://www.csdlab.ua/bezoplatne-testuvannya-brcal2

- 3aBaHTAXUTH (OTO/CKAHM MEAMYHOI JOKyMEHTallll, sKa MIATBEPIXKYE J1arHo3
y4acHUKa Ta HOTO BIAMOBITHICTh J1arHO3y, BU3HaueHOMY y 1. 1.2. 1iei [Iporpamu.

2.4. Tlicns 3anIOBHEHHSI TAIIIEHTOM BCIX JIAHUX Ta 3aBAHTAKEHHS MEIUYHUX JOKYMCHTIB
npaniBauk TOB «CI EC 11 JIAB» nepesipsie:

- IPaBUJIBHICTD 3alIOBHEHHS €JIEKTPOHHOI (POPMHU 3asIBKU;

- BIAMOBIAHICT KpPUTEPISIM BKJIIOUEHHS mauieHTIB 10 I[IporpamMm 3rigHO 3asiBKU
Ta HaJIlaHOT MEMYHOI JOKYMEHTAII1;

2.5. Tadopwmartis, mo HamaeTbest 0co000 TIpH peectparlii y [Iporpami, a Takox y 3B’ 3Ky
3 [Iporpamoro, MOBUHHI OyTH TOCTOBIPHUMH Ta CIPABKHIMH.

Henananus iHdopmarii Ta/abo HamaHHS HEIOCTOBIPHHUX/ HECIPABXKHIX JaHUX HE Ja€
nmpaBa ydacti y IIporpami. PimieHHS 1040 HEIOCTOBIPHOCTI/HECTIPABKHOCTI JIaHHUX
npuiiMaeTbes ToBapucTBoM 3 ooMexkeHoro BinmoimansHicTIO «CI EC JII JIAB» 3a Hachinkamu
MePEBIPKU €IEKTPOHHOT POPMH 3a8BKH Ta MEIMYHOT IOKYMEHTAIlii, 3alI0BHEHOT IMAI[iEHTOM.

2.6. Axmo nHamana iHopMaria BignoBigae ymoBam y4dacti y Ilporpami, ToBapuctso 3
obmexxenor BinnmosimansHicTIO «CI EC JII JIAB» iHdopMye maiieHTa 100 MOKIHUBOCTI
0€30IJIaTHOrO OTPUMaHHSI MEAMYHUX MOCIYT 3 JIA0OPATOPHOI JIarHOCTHKH, 110 BKIIFOYEHI JI0
[Iporpamu Ta 3a3Haveni B m. 1.4. miei Ilporpamu, a TakoX TOTrOJKye IaTy, 4Yac Ta
aapecy Bi3uTy 1o JliarHocTuuHOTO IeHTpY abo BimaiieHHs ToBapucTtBa st 3a00py
Oiostoriunoro marepiany (mepudepuaHoi Kposi).

2.7. OkpiM HaAsBHOCTI Ta BIAMOBIAHOCTI AiarHo3y 1. 1.2. miei [Iporpamu 060B’s13K0BOIO
ymoBor0 Juig ydacTi B Ilporpami € mignucanHs ywacHukoMm IIporpamu IHdopmoBanoi
JIO0OPOBUIBHOT 3T0/IM MAIli€EHTa HAa HAJIaHHSA MEUYHUX TOCIYT Ta 00POOKY NEPCOHATBHUX JaHUX
(mami - 3roza), TEKCT AKOi B aKTyalbHIM pelakiii JOCTYIHUIA AJisi 03HAllOMJICHHS Ha BeOcaiTi
https://www.csdlab.ua/sites/default/files/2023-08/zagalna-zgoda.pdf. 3roma  mignucyerbes
KOXXHUM yyacHUKOM [Iporpamu y JliarHocTHYHOMY IeHTpi Ta/abo BimainieHHi ToBapucTBa 3
oomexenoro BignosinanbHicTIO «CI EC JII JIAB».

2.8. Ilicns oTpuMaHHS 3aKIIOYEHHS MPO TMOTOMKEHHS BKIOUYeHHS 10 I[Iporpamu
0€30IIaTHO OTPUMATH MEIWYHI MOCIYTH 3 JabOpaTOpHOi MIAarHOCTHKH, MO BKIIOYEHI /10
ITporpamu Ta 3a3HaueHi B 11. 1.4. MoxHa B JIaboparopHux odicax Menuunoi madopatopii CSD
LAB posramoBaHuX B OOJIACHMX IIEHTpax, OKPIM TUMYAacOBO OKYIOBAHUX TEPUTOPIH, 3a
nonepenHiM 3anucoM yepe3 Konrakr-nientp (0800330075).

3.JIPUIIMHEHHSA YYACTI B ITPOI'PAMI


https://www.csdlab.ua/bezoplatne-testuvannya-brca12
https://www.csdlab.ua/sites/default/files/2023-08/zagalna-zgoda.pdf

3.1. 3apeectpoBanuii yuacHuk [Iporpamu Moxe 3a BIaCHUM Oa’kaHHSIM MPUITUHUTH CBOIO
yuacth y [Iporpami nuisixom Haganas ToBapucTBy 3 0OMexeHoto BinmoBigansHicTiO «CI EC JI1
JIAB» BiAIIOBIIHOT TMCHEMOBOT 3asIBH.

3.2. ToapuctBo 3 oOMmexeHow BiamoBinaneHicTIo «CI EC JII JIAb» moxe B
OJTHOCTOPOHHBOMY TIOPSIIKY TPHIIMHUTH Yy4acTh Oyab-sfkoro y4yacHuka y IIporpami 3
MOTIepEeIHIM TOBIIOMJICHHSIM y BHIIQAKY, SKIIO Ha BJIACHUH pO3CYA Ta MEpEeKOHAHHS
ToBapucTBoM BHU3Hau€HO, 10 yyacHUK lIporpamu mopymus Oy/b-sKe MOJIOKEHHS YMOB Ta
[IpaBui IIporpamu.

3.3. V BumaaKy NpUIMHEHHS Ta/ab0 TUMYACOBOTO NMPHU3YIMUHEHHS Ta/ab0 3yNMUHEHHIM
[Iporpamu Opranizaropom Ilporpamu.

4. OBMEXEHHS BIAITOBIJAJIBHOCTI

4.1. Opranzatop Ilporpamu Ta Horo aduiiiioBani ocoou, ToBapucTBO 3 0OMEXKEHOIO
BianosinansHicTIO «CI EC [l JIAB» 3a >koqHMX yMOB HE HECYTh BIAMOBIAAIBHICT TEpE.
yuacHukamu [Iporpamu 3a Oyab-siki 30MTKH, BTpaTH, YIYIIEH1 MOKIMBOCTI 200 BUTOU, OYyb-
SIK1 THIII HETaTUBH1 HACTI/IKH, SIK MPSMI, TaK 1 HEMIPSMI, 1110 BUHUKIIN Y 3B SI3KY 3:

- 3yMUHEHHSAM, TAMYaCOBUM NPHU3YITMHECHHSI, TPUIMHEHHAM [Iporpamu, a Tak camo Oy/1b-
akuMU 3MiHaMu y [Iporpami, ii mpaBuiax Ta ymMoBax;

- 3aTPUMKOIO JIOCTYIy abo 300siMu/mepepuBamu y aoctyii Ao [Iporpamu st 6yas-sKkoro
abo ycix ydacHukiB [Iporpamu;

- 300€eM, nedeKTOM, TOMIJIKOIO MPOTPaMHOTO 3a0e3nedeHHs] ab0 TeXHIYHOT armapaTypH,
10 BIUIMBA€ Ha MOKJIMBICTh BUKOpHCTaHHS [Iporpamu 1uist Oyab-sikoro abo yciX y4acHHUKIB
[Iporpamu;

- HEMOXXJIMBICTIO BIIHOBUTH iHQopMaiio, mo Oyma BTpaueHa ab0 TOTEHIIIMHO
BHKPHUBJICHA UM TIOIIKO/PKEHA B PE3y/bTaTi Oy/b-IKUX TEXHIYHUX HECIPABHOCTEH, 0OCTAaBUH
11032 PO3yMHHUM KOHTPOJIEM, HETTPABOMIPHHX il OY/Ib-SIKHX TPETIX 0Ci0;

- HEMPaBOMIPHUMHU OiIMH OyIb-skux TpeTix CTopiH, 30KkpeMa, ajie He 0OMEKYIOUYHCH:
maxpanceki aii, gpanbcudikarisi, TOIIO;

- Jier0 00CTaBHH, IO 3HAXOJWIHCH [103a PO3YMHUM KOHTPOJIEM, BKJIIOYHO, aje He
00MEXYIOUHCh: CTUXINHI JIMXa, TPOMAISTHChKI O€3MOPSIKHA, BOEHHI i1, TOIIO.

5. IEPCOHAJIBHI JAHI TA KOH®IAEHIIMHICTD

5.1. VYyacts y [Iporpami nependadae oOpoOKy nepcoHaTbHUX JaHUX (I3HIHHUX 0C10
— ydacHUKiB [Iporpamu.
5.2. OOpoOka TmepcoHANbHUX JaHUX, IO HAMATHCSI (IBUYHUMH O0CO0aMH —

yuacHukamu [Iporpamu y 3B’s3Ky 3 yuactio y [Iporpami 3a1iiCHIOETBCS Y BIAMOBIAHOCTI A0
[Tonituku mpo 0OpoOKy Ta 3axucT nepcoHanbHuX qanux ta [lomituku Kondinenuinocti, siki
AocCTynHi Ha BeOcaiiTi https://www.csdlab.ua/.

6. IHLII MOJIOKEHHS

6.1. L1i ITpaBuiia HaOyBarOTh YMHHOCTI «16» >x0BTHA 2023 poKy.

6.2. Opranizarop IIporpamu 3anumiae 3a co6010 MPaBo B 0JTHOCTOPOHHBOMY MOPSAKY
6e3 Oy/b-KOTr0 MONEPEeTHHOrO MOBIIOMIIEHHS y4acHUKIB [Iporpamu 3MiHIOBaTH IpaBuia Ta
ymoBu [Iporpamu ta/abo mpasuina y4acti y IIporpami, 3miHioBatu oOcsr IIporpamu, a Takox
3YNUHATH/TPU3YIUHATH/IPUNIUHATH Ait0 [IporpaMu B nutomy abo B YacTHHI, BUKJIIOYHO Ha
BJIACHUH pO3CyA Ta y Oy/b-IKUH MOMEHT.

6.3. Peectpyrounce y [Iporpami, yuacauku [Iporpamu HafaroTh 3roy Ha OTPUMaHHS
KOMYHIKaIiif mo/o IIporpaMu 3a KOHTaKTHUMH JETAJIIMU TaKoro ydyacHHKa. KojkeH yyacHHMK
[Iporpamu mae mpaBo B OyIb-sIKMI 4Yac BIIMOBHUTHCS BiJl OTPUMaHHS TaKMX KOMYHIKaIlii,
MUCHMOBO TMOBIIOMMBIIYU Tpo I1e ToBapuCTBO 3 oOMexkeHoro BinmoinanbHicTio «CI EC JII


https://www.csdlab.ua/

JIAB».
6.4. AxtyanpHa penakmis 1ie€i Ilporpamm po3mimena Ha Bebcaiiti ToBapucrtBa

https://www.csdlab.ua/.
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