3ATBEPI>KEHO

Haka3 MiHicTepcTBa OXOpOHH
370pOB's YKpaiHu

17.12.2019 Ne 2498

MeToau4yHi pekoMeHAANLIl IVIAHYBAHHS Ta PO3PAXyHKY NOTPeON y peaKTHBAaX
JJIS IPOBE/ICHHA MAaCOBOI'0 CKPUHIHIY HOBOHAPOMKEHHUX HA (peHIIIKe TOHYPIlO,
BPO/sKe HUH TinoTHpe 03, MYKOBiCIM/I03 Ta a[pe HOTe HiTAJIbHUI CHHAPOM

I. 3aranbHa yacTuHa

1. TlpoBenaeHHs MacoOBOTO CKPUHIHIY HOBOHAPOJ/KEHUMX HA (PEHUIKETOHYPIIO,
rimoTMPe03, MYKOBICIMAO3, aapCHOTCHITAIBHUNA CHHAPOM Ha JOKJIHIYHOMY eTammi i
3MIACHEHHS HEOOXITHMX 3aXOJIB IIOJO0 3armoOiraHHs PO3BHUIKY 3aXBOPIOBAHb €
OCHOBHUM METOJIOM TIONEPEPKEHHS PO3BUTKY Y IMX JITed TDKKUX HaCIIIKIB
IUISIXOM PaHHBOT'O TIPU3HAYEHHS aJIEKBATHOTO JIIKYBaHHSI.

2. Y mepeniky JIKapChKUX 3ac00IB Ta MEIUYHUX BHUPOOIB, SIK1 3aKYIOBYIOTHCS
JUIsE BUKOHAaHHS MporpaM Ta 3IMCHEHHA UEHTPAII30BAaHUX 3aXO/IB 3 OXOpPOHHU
370pOB'sl TiependaueHa 3akyIiBisl 3a KOIITA JACPKABHOTO OO/DKETY HACTYITHHX
O3 UIIiH:

TECT-Ha0Ip JUIsl CKPUHIHTY HOBOHAPO/KEHMX Ha (DEHUIKETOHYpII0 B 3pa3zKax
KpOBI, BUCYIIICHUX Ha (PUIBTpYBaAJILHOMY Tarepi;

TeCT-HalIp AJi1 CKPUHIHTY HOBOHAPOJ/KEHUX HA BPOJIKEHUH TiNOTUPEO3 B
3pa3kax KpoBi, BUCYIIEHUX Ha (UILTPYBAJILHOMY THarepi;

TeCT-Ha0ip i1 CKPUHIHTY HOBOHAPO/DKECHMX HAa MYKOBICIMIO3 B 3pa3zkax
KpOB1, BUCYIIIEHUX Ha (UIBTPYBAIILHOMY Tarepi;

TeCT-HaOIp Il CKPHUHIHTY HOBOHAPOKEHHX Ha aIpEHOTrCHITAILHUNA CHUHIPOM
B 3pa3Kax KpOBI, BUCYIIEHUX HAa (PUIBTPYBaJIbHOMY Harepi;

HaOlp Ui BU3HAYEHHS HAWOUTBIN po3moBcropkeHnx MyTariid B reHi CFTR
MeTosioM LIPA;

nanepoB1 TecT-0JIaHKU /7151 3a00pa KpOB1 HOBOHAPO K EHHX

IUIAHIIEeTH IMyHOJIOTT4HI 3 U-00pa3HuM JTHOM.

3. Juga po3poOku naHmx MeToIMYHMX PpPEeKOMEHJAlli BUKOPHUCTOBYBAIUCS
JoKepelia KIIHIYHUX HAaCTaHOB, BU3HAYEHI JoAatkoM 4 10 MeTtonuku po3poOKu Ta
BMPOBA/PKCHHS MEIUYHUX CTAHAAPTIB MEIUYHOI JOMOMOTH Ha 3acajaxX J0Ka30BOi
MEIUIIMHY, 3aTBEpKEHOI Haka3zoM MiHICTepcTBa OXOpPOHM 3J0pPOB’S  YKpaiHu
Bin 28 BepecHsa 2012 poky Ne 751 «IIpo cTBOpeHHS Ta BIPOBAIKEHHS MEIUKO-
TEXHOJIOTIYHUX JIOKYMEHTIB 31 CIaHz[apmsaun MEAMYHOI JIOMOMOTH B CHCTEMI
MiHicTepcTBa OXOpPOHM 310pOB’st YKpaiHm» (13 3MIHaMH), 3apeecTpOBaHUM B
MinictepcTsi tocvuii Ykpainu Bifg 29 muctomaga 2012 poky 3a Ne 2001/22313, a
TaKO’)XK Haka3uw MIHICTepcTBa OXOpPOHM 3J0poB’s VYkpainm Bix 13 nwuctomanga
2001 poky Ne 457 «IIpo 3axoau 1m00 yIOCKOHAICHHS MEIUYHOI JOITOMOTH XBOPHUM
Ha (QeHulKeToHypito B YkpaiH» Ta Big 29 Oepe3ns 2012 poky Ne 221 «IIpo



3aTBEPKEHHST THMUYacoBOTO MOPSIKY MPOBENEHHS CKPUHIHTY HOBOHAPODKEHHUX Ha
aJIPCHOTCHITAVILHU I CUHJPOM Ta MYKOBICIIMJIO3 1 OIIIHKA HOTO PE3yJIbTATIBY.

I1. ®opmyBaHHs noTpeOH

1. Omun HaOlp peakmBIB [ KUIBKICHOIO BHW3HAY€HHsS (DeHUIaIaHIHY,
TUPEOTPOITHOTO ~ TOPMOHY,  17-TiAPOKCHUNPOTECTEPOHY Ta  IMYHOPEAKTHMBHOTO
TPUIICHHY Yy 3pa3Kax CyXWUX IUIAM KpOBI HOBOHAPOHKEHHX Ha (DUIBTPYBaIBLHOMY
narepi 103BoJsie oocTexum 800 ocid.

2. PmnHa mnotpeba y TecT-HaOOpax MJisi HEOHATAIBHOI'O CKPHUHIHTY Ha
(eHUIKETOHYpit0, TIMOTUPEO03, MYKOBICIUIAO03, aJpPSHOTSHITATLHUA CHHAPOM Ha
JTOKJIIHIYHOMY €Tarl BUPAXOBYETbCSA 3 YpPaxXyBaHHSAM KUIBKOCTI HAPOJKEHUX KUBUMU
B PEriOHI 3a MONEPEAHIN pIK.

3. ®opMyu po3paxyHKy MoTpedu B TeCT Habopax:

> (pmuHa motpeba B TecT-Habopax [Uisi BU3HAYeHHS (eHUIAaHIHYy) =
n (piuHa KUTBKICTh HAPOKEHUX KUBUMU Y perioni 3a MuHyiui pik)/800;

Y. (piuHa motpeda B TecT-HAOOpax Jis BU3HAUEHHS TUPEOTPOITHOI'O TOPMOHY)
=n (pluHa KUIBKICTh HAPOKEHHUX KUBUMH Yy PerioHi 3a MuHyui pik) / 800;

> (pqua nmpe6a B TeCT-Ha0Opax JiyIsi BU3HAYCHHS 1 7-T1IPOKCUNPOTECTEPOHY)
=1 (piYHa KUIBKICTh HAPOKEHUX >KMBUMH Y perioHi 3a Munyuii pik) / 800;

> (puHa mnotpeba B TecT-HabOpax Il BU3HAUCHHS IMYHOPEAKTUBHOI'O
TPUIICHHY) = n (plYyHa KUIBKICTh HApOPKEHUX JKMBUMH y PETiOHI 3a MUHYJIHHU PIK) /
800;

4. Pmua motpeba TecT-HaOopiB i ckpuHiHry Mytamii rena CFTR
PO3PaxOBYETHCS 13 ypaXyBaHHSIM HACTYMHHUX TOKa3HHKIB:

> (piuna motpeba TecT-HaOOpiB misi ckpuHiHry MmyTaiii rera CFTR) =
(KUIBKOCTI KMBOHAPO/KEHUX Yy perioHi 3a momnepennid pik) x 0,1% (oqleBaHa
KUIBKICTh TMO3UTUBHUX pE3YyJbTAaTIB CKPUHIHTY Ha MyKoBicumao3) / 16 (KUIbKICTH
TeCTyBaHb JJIsl OJTHOTO TeCT-Habopy);

5. Piuna motpeba manepoBuX TeCcT-OJIaHKIB JUIsl CKPUHIHTY HOBOHAPOKECHHUX.

Y. (piuHa motpeda manepoBUX TeCT-OJAHKIB JJii CKPUHIHTY HOBOHApPOKEHHUX)
=1 (KUIbKICTh HOBOHApOJDKEHHUX >KUBUMHU 3a nonepez[HH/I)

6. Piuna motpeba TIAHIIETOK IS IMYHOJOTTYHOTO  JIOCJILIKEHHS
PO3PaxOBYETHCS 13 ypaXyBaHHIM HACTYTHHUX TOKa3HUKIB:

Y. (piHa notpeda IJIAHILIETOK JUISl IMyHOJIOTTMHOTO JOCHKEHHS) = a (pluHa
notpeda TecT-HaOOpIB JJisi TPOBEJCHHS CKPHUHIHTY Ha ¢eHUkeToHypito) x 10
(TUTaHITIETOK JJI IMYHOJIOTTYHOTO JIOCTIIPKEHHS);

7. llepepaxyHOK KUIBKOCTI MEIMYHUX BHUPOOIB TMpPH OKPYIJEHHI YHUCEN
BHUKOHY€ETHCS 710 OUTBILIOTO YHUCIIA.

8. YV pa3i BHeCEHHS 3MIH JI0 TEpeNiKy JIKAPChKUX 3ac00IB Ta MEIUYHUX
BUPOOIB, SIKI 3aKYMOBYIOTHCS 32 HanpsMaMHM BHUKOPUCTAHHS OMOMKETHUX KOULITIB 3a
nporpaMor0  «3abe3neueHHs MEIUYHUX 3aXOJIB OKpEeMHUX JACpKAaBHUX MPOrpaM Ta
KOMIUIEKCHHUX 3aXOJIB MPOTPAMHOTO XapakTepy», PO3paxyHOK MOTpeOUM y HOBHUX
JIKapChKHUX 3ac00ax Ta MEIMYHMX BUPOOax Mae BiAOYBATUCH 3TIIHO 3 IHCTPYKILISAMU
IUIE  MEAMYHOTO 3aCTOCYBaHHA JIKAPCHKUX 3aco0B  Ta IHCTPYKUIAMU MO0
3aCTOCYBaHHsA (BUKOPHUCTaHHS) MEIUYHMX BHUPOOIB, a TAKOXK Yy BIAMOBIAHOCTI JI0
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Haka3y MiHicTepcTBa 0XOpoHH 3/10poB’st YKpainu Bin 28 BepecHs 2012 poky Ne 751
«IIpo cTBOpeHHS Ta BIPOBAKEHHS MEIUKO-TEXHOJIOTTYHUX JOKYMEHTIB 31
CTaHAApTU3aIlil MEIUYHOI JOTOMOTH B cuUCTeMi MiHiCTepcTBa OXOPOHH 3JI0pOB’S
VYkpainw» (i3 3MiHamMu), 3apeecTpoBaHOro B MiHICTepcTBl tocTvIli Ykpainum 29
muctorniana 2012 poky 3a Ne 2001/22313.

12. PospaxyHok motpebu B 3acobax [yisi TPOBEACHHS CKPUHIHTY Ha
(eHUTKETOHYpit0, TINOTHPE03,  MYKOBICIMIIO3 Ta aJPEHOTCHITAIbHUM CHUHIPOM
3IIMCHIOETECS HA OCHOBI JIaHMX CTPYKTYpHHMX MIPO3JUIIB 3 THMTaHb OXOPOHHU
310poB’st  obmacHux, KwuiBcbkoi Ta (CeBacTOMONIBCHKOI MICBKHX JIep’KaBHUX
aJMIHICTpAIlid MO0 KUIBKOCTI JITeH, HAapOJPKEHHMX JKMBUMHU 3a TOTEpPEAHId pIK, B
PO3p131 AIMIHICTPATUBHO- TEP UTOP IAJIbHUX OJIUHUIIL TOIIIO.

I11. IpuHuun po3noaijy BUAATKIB
1. Posmoaur BUIATKIB JIepKaBHOT'O OIOJKETYy 3JIMCHIOETHCS BIIMOBIAHO 10
iHbopMalii Mpo KUIBKICTh HAPOKEHHX 3a TMOMEpeAHid piK, y aJIMIHICTPATUBHO-
TePUTOPIATBHUX OJMHMIIX ab00 3akKiiajaXx OXOPOHH 3JI0pOB’s, IO OTpHMaHa 3
OCTaHHIX JOCTYIIHMX 3asBOK, peecTpiB, 3BIMB abo 3rimHo nanux [J(3 «llentp
MeandHo1 ctammcTukun MO3 Ykpainmw.

IV. Pe3yjbTaTuBHI NOKA3HUKH, 110 XaPAKTEPHU3YIOTh BUKOHAHHS 010/1Ke THOL

nporpamMu
IIporuo3oBaHi
Ne . . JTxepeno NMOKa3HUKHU
IMoka3Huku Oaunuuni BuUMipy . peato | . .
n/n iH¢ opmanii (KinbKicTD,
Bi/ICOTOK)
1 | mpoaykry
1.1 | KuibkicTb Oci0 3asgBKU pETIOHIB,
HOBOHAp OJKEHHX, SKI peecTpH, 3BITH,
OXOIUICHI CKpHWHIHTOM Ha nai 13 «Ilentp
(b eHlTKeTOHY pifo, MEINYHOT
BP OJIXKCHUI TIMOTHP €03, cratuctuku M O3
My KOBICLIMJI03 Ta Ykpainm»
aJIp CHOTSHITAJTh HUI
CHH/Ip OM
2 | akocti
2.1 | PiBeHp oxoruieHHS Bincorok 3asiBKH P €T10HIB,
HOBOHAp OJKEHHX JIiTeH peecTpH, 3BITH,
0OCTEeKCHHSAM Ha nai 13 «Ilentp
(b eHlTKeToHy pifo, MEJIUIHOT
BP OJIXKCHUI TIMOTHP €03, cratuctuku M O3
My KOBICLIJI03 Ta VYkpaiam» abo
aJIp EHOT'CHITATb HU 3asIBKH P €T10HIB
CHHJIp OM
3 | edpexTuBHOCTI




3.1

CepenHi BUTpaTH Ha
P OBE/ICHHS MacOBOTO
HEOHATAITbHOTO
CKPHUHIHTY JJISl OTHOTO
HOBOHAp O/1KEHOT0

Tuc. rpa

BHy TpimHbOTOCHon
ap CbKUit
(yTip aBJTiHCHKHIA)
00K

I'eHepajabHU TUPEKTOP

J{upeKTOpaTy Me AH4HHUX MOCTAYT

O. CyxopykoBa




