ITPO ITPOI'PAMY HIATPUMKU INTAINIEHTIB «BE3OIIVIATHE TECTYBAHHSA
I'EHIB AKT1/PIK3CA/PTEN JJISI HAIIE€EHTIB I3 METACTATUYHUM
HR+/HER2-HETATUBHUM PAKOM I'PYJJHOI 3AJ1031 METO/J0OM NGS»

I[TPABUJIA TA YMOBU ITPOEKTY «bE3OIIVIATHE TECTYBAHHA I'EHIB
AKTI1/PIK3CA/PTEN AJIS ITALIEHTIB 13 METACTATUYHUM HR+/HER2-
HET'ATUBHUM PAKOM I'PYIHOI 3AJI031 METOJIOM NGS»

[Iporpama  mintpumku  namieHtiB ~ «BE3OIIVIATHE  TECTYBAHHA  T'EHIB
AKT1/PIK3CA/PTEN JId TALIEHTIB 13 METACTATUYHUM HR+/HER2-
HETATUBHUM PAKOM I'PYIHOI 3AJ103U METOJIOM NGS»

(mami — «IIporpamay) — mporpama HiATPUMKH HAI[I€HTIB 3 OHKOJIOTTYHUM 3aXBOPIOBAHHSIM.

s IIporpama crnpsiMoBaHa Ha 3HMKEHHSI BapTOCTI JaOOPATOPHOI MIarHOCTUKH TAIIEHTIB 3
meractatndHuM  HR+/HER2-HeraTuBHUM pakoM TpyqHOi 3al03u  3aJjis  ITiIBHINCHHS
e(EeKTUBHOCTI JIIKyBaHHS OHKOJIOT1].

3a3nauena Ilporpama Oyna inimiiioBana Ta ¢inancyerbess TOB «Acrtpa3eneka Ykpaina»
(mami — Opranizatop IIporpammn) Ta peamizyeThcsi cwiamMu ToBapucTBa 3 OOMEKCHOIO
BinnoBiganeHicTiIO «CI EC I JIAB» (mami — Jlaboparopis, Menuuna naboparopis CSD
LAB, TOB «CI EC Al JIAb», ToBapuctso).

1. 3AT'AJIBHI TIOJIO’KEHHA

1.1. IIporpama niie TUIbKM Ha TepUTOPIi YKpaiHH, KPIM THMYACOBO OKyHoBaHUX Pociiickkoro
@enepatiero Teputopii YkpaiHu, NpuUpPOHTOBUX PErioHIB 1 TUX, JI€ BEAYTbCS AKTHBHI
6o1ioBi aii. [Iporpama He ni€ 3a MexamMu TepUTOPil YKpaiHH.

1.2. YuacuukoM [Iporpamu moske ctaTé koxHa (hi3MdHa ocola - MAalli€HT, SKa BiAMOBIIal0Th
HACTYITHUM KPUTEPIsM:

* TicronmoriuHo miATBEP/DKCHUN  1HBAa3WBHUIM  MeTacTaTWUyHUM/penuauBytounii  HR-
no3utuBHui HER2-HeratuBHMM pak TpynHOI 3al103M, IO MIATBEPIPKEHO MEIUYHOIO
JOKyMEHTAIIE0?,

* MoXMBICTh HaJITaTH MaTepiall JAJisl TECTYBaHHS — TICTOJIOTIYHUN MaTepial MyXJIHHHU;

[Tix MEAUIHOO JTOKYMEHTAITIEI0 MAETHCS Ha YBa3i KOHCYJIbTATHBHE 3aKJIFOUCHHS JIiKapsi, abo
BUIUCHUHN eMiKpHU3 3 1cTOpii XBOpOOU; MOJATKOBO MOXe OyTH HaJaHO MaTOMOPQOJIOTiyHe
3aKJIIOUEHHS JIKaps-Maroricroyiiora (AaHuid Nepesik JOKYMEHTIB € OCHOBHHUM, ajieé He
BUYEPITHUM — 32 NMOTpeOu MeauuHuil KOHCUJIiyM J1abopaTopii MOXe 3alpOCUTH J10AATKOBI
JOKYMEHTH JJIsl HIATBEP/DKEHHS KPUTEPIIB yUacTi Mali€HTa y IPOEKTI).

1.3. MenuuHi mociayru 3 J1IabOpaTOpHOi JIarHOCTMKH, IO BKIO4YeHi 10 IIporpamu
«BE3OIVIATHE TECTYBAHHA T'EHIB AKTI1/PIK3CA/PTEN JUIA TTAHIEHTIB 13
METACTATUYHUM HR+/HER2-HETATMUBHUM PAKOM TPYJHOI 3AJIO3U
METO/JIOM NGS»



Ne
Ha3zBa Menu4HO1 ociryru 3 1ab0paTopHOi AiarHOCTHKH

JliarHo3 marieHTa

M418 — MyAction extended PTEN, PIK3CA, AKTI (NGS-nanens cnaakoBuUX Ta
coMaTMYHMX MyTalid B 3 reHax, a Takok PTEN Loss mnsa paky rpyaHoi 3amo3u,
rictosoriuauii Mmarepiai, [llumina)

[aBasuBHMIT MeracTarnyHuil/pennauBytounii HR-mosutuBHMit HER2-neratuBHUM pak
IPYAHOI 3471031

2. YMOBHU TA ITPABUJIA YYACTI B IPOI'PAMI

2.1. Peectpyrouucy y IlIporpami, ¢izuuna ocoba MNOTOMKYETbCS MOTPUMYBATHCS BCIiX
nosioxkeHb 1mx [lpaBun Ta YmoB Ilporpamm, pa3oM 3 yciMa MOMJIMBUMH HACTYITHUMHU
3MiHaMH, iK1 OynyTh BHOcUTUCH Opranizatopom [Iporpamu. SIkmio ocoba He MOTrOIKY€ETHCS 3
uumu [IpaBunamu Ta YMoBamu, Taka oco0a He Moxke Opatu yuacTs y [Iporpami.

2.2. Yyacts y Ilporpami € nodposuibHoro Ta BE3KOIITOBHOIO.

IIporpama He mepenbauae crulaTd OyAb-AKHX IJIaTEXIB 3a peecTpamiio (i3MyHUX oci0 y
ITporpami abo yuacts y [Iporpami.

2.3. TlamieHT nepexoAWTh 3a IOCHJIAHHIM Ha €NEeKTPOHHY (GopMy 3asiBKM Ha Y4acTh
y IIporpami ta 3000B's13aHMiA:

- 03HaHOMHTHCH 3 yMOBaMH y4dacti y [Iporpami;
- Ha/IaTH 3rofy Ha 00poOKy MepCOHANBbHUX JaHUX Ta ydyacTs y IIporpami;

- 3aII0BHUTH €JIEKTPOHHY (popMy 3asBKM Ha ydacTh y IIporpami, 1o po3mimieHa Ha BeOCaiTi
Tosapuctsa https://www.csdlab.ua/bezoplatne-testuvannya-heniv-akt1pik3capten-dlya-
patsiyentiv-iz-metastatychnym-hrher2-nehatyvnym

- 3aBaHTaXXUTHU (POTO/CKaHU MEAMYHOI JOKYMEHTAaIlli, siIKa MIATBEP/KYE A1arH03 YYacHUKA Ta
HOTO BIMOBIIHICTH J11arHO3Y, BU3HaUueHOMY y 1. 1.2. miei [Tporpamu.

2.4. Tlicns 3amoOBHEHHS MAlliEHTOM BCIX JaHUX Ta 3aBAaHTAKCHHS MEIMYHUX JTOKYMEHTIB
npaniBauk TOB «CI EC I JIAb» nepesipsie:

- IPaBUJIBHICTb 3aIIOBHEHHS €IEKTPOHHOIT (POPMHU 3as1BKH;

- BIJMOBIAHICTh KPUTEPISIM BKJIIOYEHHs MauieHTIB 10 [Iporpamu 3rigHo 3asBKM Ta HaJaHOL
MEIUYHOT TOKYMEHTAIII1;

2.5. Indopmaris, 110 HamAaeThCst 0co000 MpH peectpauii y Ilporpami, a Takox y 3B’SI3Ky 3
[Tporpamoro, moBuHHA OYTH JOCTOBIPHOIO Ta CIIPABKHBOIO.



Henananus indopmariii Ta/abo HagaHHS HEIOCTOBIPHUX/ HECTIPABXKHIX JaHUX HE Ja€ IpaBa
yuacti y IIporpami. PimeHHs m0/10 HEAOCTOBIPHOCTI/HECIIPABKHOCTI JAHUX MPUHAMAETHCS
ToBapuctBoM 3 oomexxeHoro BianosiganbHicTIO «CI EC JII JIABby» 3a Hacninkamu mepeBipKu
SJIIEKTPOHHOI (DOPMH 3aIBKH Ta MEIUYHOI JOKYMEHTAIIi1, 3aIIOBHEHOT MAIliEHTOM.

2.6. dxmo Hamana iHdopmaris BiamoBimae ymoBam ydacti y Ilporpami, ToBapuctBo 3
obomesxenoro BimnosinanbHicTio «CI EC JII JIAB» indopmMye marmienTa moao MOKIHMBOCTI
0€30ITIaTHOTO OTPUMAaHHS MEIMYHUX MOCIYT 3 JIAOOPATOPHOI AIarHOCTUKH, M0 BKIFOUYEHI 70
[Mporpamu Ta 3a3Haveni B m. 1.3. miei I[Iporpamu, a TakoX MOTOMKYE Hary, 4dac Ta
ajpecy Bi3uTy A0 JliarHOCTUYHOTO MEHTpPY abo BimmineHHs ToBapucTBa Ui HaJaHHS
OiostorigHOr0 Matepiany (TiCTOJOTIYHUMA MaTepiaj MyXJIMHH).

2.7. OxpiM HagBHOCTI Ta BiAmoBigHOCTI miarHo3y m. 1.2. miei IIporpamu 000B’SI3KOBOIO
yMoBorO st yuacti B Ilporpami € migmucanHs ydacHukom [Iporpamu IHdopmoBanoi
JNOOPOBUIBHOT 3roJIM MAaIli€eHTa Ha HaJaHHA MEIUYHHUX IOCIYyr Ta OOpOOKYy MepCOHaIbHUX
TaHuX (Jaji - 3roja), TeKCT SKO1 B aKTyallbHIN peAaKiii TOCTYIHUHN Al O3HAHOMIICHHS Ha
BeOcaiiTi  https://www.csdlab.ua/sites/default/files/docs/info_access.docx Ilpu HamanHi
Oionoriunoro marepianry y JliarHocthaHOMy I1IeHTpi Ta/abo  BimmuieHHi MemnuaHOi
nabopatopii CSD LAB — ywacuukom IIpoekTy OKpeMo MiANMUCYETHCS TamepoBa
iH(popMaIliliHa 3roja.

2.8. be3oruiatHo OTpUMAaTH MEIWYHI MTOCIYTH 3 JIA0OPATOPHOT IIarHOCTUKH, 1110 BKJIFOYEHI JI0
[Iporpamu Ta 3a3HaveHi B 1. 1.3. wmiei [Iporpamu moxHa BukitouHo y Jlaboparopaux odicax
Menuunoi naboparopii CSD LAB. [liznatucs nepenik nadoparopaux ogiciB CSD LAB, siki
MPUIMAOTh y4acTh B TMPOEKTI MOKHA 3BEPHYBIINCH Ha TapsAdy JiHII0O KOHTAKT IEHTPY
Menununoi nabopatopii CSD LAB 3a Homepom 0 800 33 00 75.

2.9. KinpKicTh MEAMYHUX MOCIYT 3 JIA0OPATOPHOI 11arHOCTUKH, 1110 MOKYTh OyTH BUKOHaH1 B
pamkax Ilporpamm, € oOmexxkeHoro. Y pa3i 3aBepIlIeHHS BHU3HAYEHOI KUIBKOCTI MOCHYT,
nepeadauenux [Iporpamoro, ToBapucTBo 3 oOMexeHoro BianosiganbHicTIO «CI EC JII JIAB»
3000B’SI3Y€ThCSL HETAWHO MPOiH(OPMYBATH TAlliEHTAa Ta BIAMOBUTH Yy HaJIaHHI TOCIYT, 3a
ymoBamu [Iporpamu. IloBimomnenHs Moxxe OyTH HaznaHe B OyAb-sKH MOMEHT J0 MOYaTKy
HaJaHHs MaLl€HTY NOCIYT J1abopaTOPHOI 1arHOCTUKY, sIK1 ependaudeHi [Iporpamoro.

3.MIPUITMHEHHSA YYACTI B ITPOI'PAMI

3.1. 3apeectpoBanmii yuacHuK [Iporpamu Moke 3a BIaCHUM Oa’kKaHHSM IMPHITMHUTH CBOIO
yuacth y [Iporpami nuisixom HananHs ToBapuctBy 3 oOMexeHoro BignosiganbHicTIO «CI EC
JI JIAB» BiamoBiHOT MICHMOBOI 3asBH.

3.2. TosapuctBo 3 oOmexeHnoro BignosimampHicTIO «CI EC I JIAB» wMoxe B
OJTHOCTOPOHHBOMY TIOPSAKY TNPUIUHUTH Y4acTh OyAb-sSKOro ydacHuka y Ilporpami 3
MOTIepeHIM TOBIJOMIICHHSIM Y BHIIQJKy, SKIIO Ha BJIACHHUNM pO3CYd Ta TMEpPEeKOHAHHS
ToBapucTBOM BH3HAYEHO, 10 ydacHUK [Iporpamu mopymuB Oyb-sKe MOJOKEHHS YMOB Ta
[IpaBun ITporpamu.

3.3. V Bumagky nOpuNUHEHHS Ta/ab0 THUMYacOBOro MPU3YNMHHEHHS Ta/abo 3yMUHEHHSIM
[Iporpamu Opranizaropom Ilporpamu.



4. OBMEXEHHA BIAITOBIZAJBHOCTI

4.1. Opranizarop IIporpamu Ta adimiiioBani ocobu ToBapucTtBa 3 0OMEXKEHOIO
BinnoBiganeHicTI0O «CI EC /I JIAB» 3a XOIHHX YMOB HE HECYTh BiJMOBIHAIBHICTH MEPE]
yuacHukamu Ilporpamu 3a Oyab-siki 30MTKH, BTpaTH, YIYIIEHI MOXJIMBOCTI ab0 BUTOMM,
Oy/b-sIKi 1HIII HEraTUBHI HACHIJKH, SIK MIPSAMI, TaK 1 HETIPSIMI, 10 BAHUKIIN Y 3B’ SI3KY 3!

- 3yNUHEHHSM, TUMYAaCOBUM MPHU3yNUHEHHA, npunuHeHHsM [Iporpamu, a Tak camo Oynb-
skuMu 3MiHamMu y [Iporpawmi, i mpaBuiax Ta ymMoBax;

- 3aTPUMKOIO JIOCTYIy abo 300smu/nepepuBamu y goctyii 1o [Iporpamu mist Oyab-skoro abo
ycix ygacuukiB [Iporpamu;

- 300€M, AeeKTOM, OMUIIKOIO MpOorpaMHOro 3abe3nedeHHss abo TeXHIYHOI anaparypu, Lo
BIIUBAE HA MOXKIIUBICTH BUKOpucTaHHs [Iporpamu nns Oyab-skoro abo yciX y4acHHUKIB
IIporpamu;

- HEMOJKJIMBICTIO BiTHOBUTH iH(OpMaIito, mo Oyna BTpadyeHa abo MOTEHIIHHO BUKPHBIICHA
9YM TIONIKO/DKEHA B pE3yNbTaTi OyAb-KMX TEXHIYHMX HECHpPaBHOCTEH, OOCTaBHH 1032
PO3YMHHM KOHTPOJIEM, HEMPABOMIPHHX /il Oy/Ib-SIKHX TPETiX 0cCi0;

- HEMpaBOMIPHUMHU HisiMH Oynp-skux TpeTix CTopiH, 30Kpema, ajge He OOMEeXYIOUHUCH:
maxpanchKi Aii, ¢paabcudikalris, TOIIO;

- Jie0 00OCTaBUMH, IO 3HAXOAMIMCH 11032 PO3YMHUM KOHTPOJIEM, BKJIIOYHO, aie He
00OMEXYIOUNCh: CTUX1MHI JIMXa, TPOMaJTHCHKI 0€3MOps 1K1, BOEHHI [1i, TOLIO.

5. MEPCOHAJIBHI JJAHI TA KOH®IIEHIIAHICTD

* Yuacts y [Iporpami nependauae 00poOKy NepcoOHANbHUX JaHUX PI3UYHUX 0C10 —
yuacHuKiB IIporpamu.

* O6po0ka nepcoHaNbHUX JJTAHUX, 1110 HA/AIOTHCS (PI3UYHUMHU 0COOaMU — yYaCHUKaMH
ITporpamu y 3B’s3Ky 3 yuacTio y [Iporpami 311 iCHIO€TBCS Y BIAIIOBIIHOCTI 10
[ToniTuku npo oOpoOKy Ta 3aXUCT NepCOHANbHUX JaHUX Ta [lomiTuku
KondineHtiitnocti, siki qoctymHi Ha Bebcaitri https://www.csdlab.ua/.

6. IHIIII ITOJIOKEHHSA

* I1i ITpaBuna HaOyBaroTh ynHHOCTI 12 kBiTHS 2026 poKy Ta 1it0Th 10 31 rpyaHs
2027 poky.

* Opranizarop [Iporpamu 3anumiae 3a co6010 MpaBo B 0OTHOCTOPOHHBOMY MOPSAIKY
6e3 Oyab-IKOTro MOoNepeHHOr0 MOBIIOMIIEHHS Y4acHUKIB [Iporpamu 3mMiHIOBaTH
npaswia Ta ymoBH [Iporpamu ta/a6o npasuina yudacti y [Iporpami, 3MiHIOBaTH 00CST
[Iporpamu, a TakoX 3yNMUHITH/MIPU3YTUHATH/IPUNUHATH 110 [Iporpamu B oMy
a0o0 B 4acTHHI, BUKJIIOYHO Ha BIACHUHN pO3Cya Ta y Oyab-sikuil MoMeHT. [Hpopmariito
1010 3MiH 00CsATY, TpaBui Ta yMOB [IpoekTy, a TakoX, 00 3yMMHEHHS Ta/abo



npunuHenHs 1ii [Ipoexty Opranizatop [Iporpamu po3minnye Ha BeOcaiTi 3a
nocuina"HsaM https://www.csdlab.ua/bezoplatne-testuvannya-heniv-akt1pik3capten-
dlya-patsiyentiv-iz-metastatychnym-hrher2-nehatyvnym.

* Peectpyrouncs y Ilporpami, yaacauku [Iporpamu HaiarTh 3roy Ha 31iHCHEHHS
KoMyHiKaIii moso [Iporpamu 3a KOHTAKTHUMU JJaHUMH TaKOTO YYaCHHKA, BKa3aHUX
B €JIEKTPOHHIH (popMi 3asBKH 3 JOTPUMAHHIM BUMOT 3aKOHOAABCTBA PO 3aXUCT
MEPCOHANBHUX NaHMX 3rigHO 1. 2.3 mux [IpaBmi. Koxen yuacuuk [Iporpamu mae
paBo B OyIb-sIKMI Yac BiIMOBHUTHUCS BiJl OTPUMAaHHS TAKMX KOMYHIKaIliid, TMCbMOBO
MOB1AOMUBIIY TIpO 11e ToBapucTBO 3 0OMexkeHoto BinnoBigansHicTio «CI EC 11
JIAB».

» AktyanbHa peaakiis [Ipasun Ha YMoB I[Iporpamu po3miiieHa Ha BeOcailTi
Toapuctsa https://www.csdlab.ua/bezoplatne-testuvannya-heniv-akt1pik3capten-
dlya-patsiyentiv-iz-metastatychnym-hrher2-nehatyvnym.



