3ATBEPI>KEHO

Haka3 MiHicTepcTBa OXOpOHH
370pOB's YKpaiHu

17.12.2019 Ne 2498

MeToau4Hi pekoMeHAANII IVIAHYBAHHSA Ta PO3PAXyHKY MOTPeOH Yy JiKapchKHUX
3aco0ax st AiTe, XBOPUX HA TUTSYMH 1epeOdpasibHUil napajiiv

I. 3aranbHa yacTuHa

1. Jwuotunit nepebpansanii mapania (L) — me rpyma po3namiB pyxiB, sKi
NPOSIBIISIIOTCSL Y paHHbOMY JauTUHCTBL. Yacmina airedt 3 LI matome cnacTiunHy
dbopMy po3namy, TaKUM TallEHTAaM MOXKe OyTd TOoKa3zaHa OOTyJiHOTeparis, sKa
noBena cBorwo  edexmuBHICT,.  CyTh  OOTyNiHOTEparii ToJsrae B 3HIWKEHHI
MaToJIOTIYHO TMIIBHUIIEHOTO TOHYCY M S3IB, IO JAa€ MOXKJIUBICTh TIOKPAIIUTH
(PYyHKIIIOHATBHUN CTAaTyC JUTHHM.

2. 'V mepeniky JiKapCchKUX 3ac00IB Ta METUYHUX BUPOOIB, SIKI 3aKYTOBYIOTHCS
JUIsT BUKOHAHHS MpOTpaM Ta 3JIMCHEHHsS IIEHTPAI30BAaHUX 3aXOJdIB 3 OXOPOHH
370pOB'sl epeadayeHa 3aKyIliBJIs 3a KOLITU Jep>KaBHOro Oromkery HacTynHux MHH
JUISL JIIKYBaHHS XBOPUX Ha JUTIUWN LiepeOpaibHuil mapaiiid: OOTyJIHIYHOTO TOKCHUHY
™Iy A.

3. Hdnsa po3poOku maHux MeToguyHUX pEeKOMEHJAIiii BUKOPUCTOBYBAIHCS
JoKepena KIIHIYHMX HAaCcTaHOB, BHW3HAYCHI JOoAaTKOM 4 10 MeTtoauku po3poOKu Ta
BIPOBA/DKCHHS MEIWYHMX CTAHIAPTIB MEIUYHOI JIONMOMOTHM Ha 3acajax J0Ka30BOi
MEIUIIMHY, 3aTBEpJKEHOI Haka3oM MiHICTepcTBa OXOPOHM 3J0pPOB’S  YKpaiHu
Bin 28 Bepecus 2012 poxy Ne 751 «IIpo cTBOpeHHS Ta BIPOBAIKEHHS MEIUKO-
TEXHOJIOTIYHUX JIOKYMEHTIB 31 CTaHAApTU3allii MEIW4YHOI JONOMOTH B CHUCTEMI
MiHicTepcTBa OXOpPOHM 3J0pOB’sl YKpaiHm» (13 3MIHaMH), 3apeecTpOBAaHUM B
MinictepcTi roctuitii Ykpaian Bim 29 muctomama 2012 poxy 3a Ne 2001/22313,
Hakasy MO3 Vkpainu Big 09 kBitHa 2013 poky Ne 286 "I[lpo 3atmBepmkeHHS Ta
BIPOBA/PKCHHS MEIUKO-TEXHOJIOTIYHMX JIOKYMEHTIB 31 CTaHAapTU3amii MeIUYHOi
JOTIOMOTH TIPU  OPTraHIYHMX YPAKEHHSIX TOJIOBHOTO MO3KY y JiTeH, sKi
CYNPOBOJUKYIOTECS ~ PYXOBUMH  MOPYUIEHHAMHU"  IHCTPYKIIL JUIsi  MEAUYHOIO
3aCTOCYBaHHS JIIKAPChKUX 3aCO0IB.

I1. ®opmyBanHs noTpedn

1. DBOTymiHMHMI TOKCHMH Ty A A cHeuu@piuyHOro JIKyBaHHA [ITed 13
CMACTUYHOIO (OPMOIO AUTIUOTO IIepeOpaIbHOTO Mapajiidy 3acTOCOBYETHCS Yy HiTeit
CTapIie ABOX POKIB.

Hapasi icHye paekuibka JIKapChKHUX 3acO0IB OOTYJIHIMHOTO TOKCHHY THIY A,
0 JOCTynHI y CBim, a cami: abobotulinumtoxinA (Dysport®, Ipsen, ®panis),
onabotulinumtoxinA (Botox®, Allergan, CIIIA), incobotulinumtoxinA (Xeomin®,
Merz Pharmaceuticals GmbH, Himeyunna). Kpim Toro icHyrOTh iHIII Mpenapatd, aje
BOHHM JIOCTYNHI JIMIIIE B OKpeMHUX KpaiHax. Y pBHUX MOpenapatiB OOTyNIIHIYHOTO
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TOKCUHY THIly A MOXYyThb OyTd pi3HI TOKa3zaHHS 10 3actocyBaHHd. [lonpu
BIAMIHHOCTI MDK IMMHM TpbOMa IpenapaTamy, TEpaneBTUYHUI BIUIMB Yy BCIX
BHIIA/IKAX BUKJIMKAETHCS MOJIEKYJIOI OOTYJIHIMHOTO TOKCUHY THIy A 3 Macoro 150
k/la, sSIKWil CKIIagaeThes 3 JIETKOTO JIAHIIOra Ta BaKKOTO JiaHItora. Yepes BIIMIHHOCTI
npenapariB OOTYJIIHIYHOTO TOKCUHY TUIy A KOXEH 3 HUX Ma€ CBOi peKOMeEHallil
IIOJI0 JI03YBaHHS Ha OCHOBI OJMHUIIH MOTCHIN BU3HAYEHUX 3a JIOTIOMOTOI0 TECTIB Ha
JCTANIBHICTh Y MHUIIIEH.

JInst 3aCTOCYyBaHHS Y JITeM 13 CMACTUYHOIO (JOPMOIO JUTIUOTO IIepeOpaibHOTO
napaiidy 3a HEOOXIIHOCTI MPOMNOHYETHCS BHKOPUCTOBYBATWM HACTYMHI KOe(IEHTA
KoHBepcil, a came: 3 abobotulinumtoxinA : 1 onabotulinumtoxinA : 1
incobotulinumtoxinA.

CepenHiii pHMIA Kypc JIKyBaHHA | JUTMHM OOTYyJIHIYHUM TOKCHHOM THITy A
Ha pik ckiamae 1,5 ¢dnakonu mo 300 O] (abobotulinumtoxinA) 3 BiAMOBITHUMU
nepepaxyHkaMu Ha Koe(ilieHT KOHBEpCii AJisl HIIUX Mpernaparis.

2. YV pa3l BHECEHHS 3MiH J0 MEPeNiKy JIKapChKHUX 3ac00IB Ta MEIWYHHX
BUPOOIB, SIKI 3aKyMOBYIOTHCS 32 HANpsMaMHM BUKOPUCTAHHS OFOMKETHUX KOIITIB 3a
nporpaMmoro «3a0e3NeyueHHsT MEIWYHMX 3aXOJIB OKPEMHUX Jep)KaBHUX Mporpam Ta
KOMIDICKCHHX 3aXOJiB TPOTPAMHOTO XapakTepy», PO3pPaxyHOK TMOTPeOHM y HOBHUX
JTKapChKHUX 3ac00ax Ta MEIUYHMX BUPOOax Mae BiAOyBATHCH 3TIMHO 3 THCTPYKINSMU
JUISL  MEIUYHOT'O0 3acCTOCYBaHHSA JIKAPCHKMX 3ac00iB Ta IHCTPYKISIMH II0JI0
3aCTOCYBaHHA (BUKOPHUCTAHHS) MEIUYHMX BHUpPOOIB, a TAKOXK Yy BIAMOBIAHOCTI [0
Hakazy MiHICTepcTBa OXOpOHHU 3/10poB’ s Ykpainu Bim 28 BepecHs 2012 poxy Ne 751
«Ilpo cTBOpeHHS Ta BIPOBAKEHHA MEIUKO-TEXHOJIOTTYHUX JOKYMEHTIB 31
CTaHIapTu3allli MEAWYHOI JOMOMOTU B cUCTeMl MiHICTEpCTBA OXOPOHU 3JI0POB’s
Ykpainm» (3 3MiHaMu), 3apeecTpoBaHoro B MiHicTepcTBl rocTvlli Ykpainu 29
muctonaga 2012 poky 3a Ne 2001/22313.

3. Po3paxyHok motpedu B mpemnapatax il MoTpedu y JIKApChKUX 3aco0ax i
JiTed, XBOpUX Ha JUTIYMN LepeOpanbHUIl mapaiid, 31IMCHIOETHCS Ha OCHOBI JTAHUX
CTPYKTypPHUX TIIPO3JUIIB 3 IHMTaHb OXOPOHH 3J0pOB’S objacHuMx, KuiBChKOi Ta
CeBacTOMoONBCHKOT MICBKHX JIEp)KaBHUX aAMIHICTpAIliii 100 KUIBKOCTI JiTeH,
XBOPUX Ha JAWDIYMA  LepeOpaldbHUi  mapaiid, [kl [NOTpeOyroTh  Tepartii
OOTYyJIOTOKCHHOM B pO3p3l  aJAMIHICTPATUBHO-TEPUTOPIAIGHUX ~ OJWHUIL 13
3a3HAUCHHAM MICAI Ta POKY HApOJDKEHHs TallieHTa, AiarHo3y Ta iHme. HeoOximHO
TAKOXK 3a3HAUYUTU HA3BM JIKAPCHKUX 3acO0IB  BIANOBITHO /O 3aTBEPJKEHOI
HOMEHKJIATYPH, a TAKOXK KUTBKOCTI OJIMHMIIL Tpernapary Ha pik, KOMEHTapi ToIlo.

I1I. IpuHuMn po3noaijly BUAATKIB
1. Po3noain BuIATKIB JEpKABHOI'O OMOKETYy 3IMCHIOETHCS BIAMOBIAHO [0
iH(bopMaIlil po AITel, XBOPUX AUTIYUN lepeOpaIbHUi mapaliid, y aJIMIHICTPaTUBHO-
TepUTOpIaIbHUX OJUHHUIIX ab0 3aKiIagaX OXOpPOHM 370pOB’s, IO OTpUMaHa 3
OCTAaHHIX JOCTYIHHUX 3asBOK, PEECTPIB a0O0 3BITIB.

IV. Pe3yabTaTUBHI NOKA3HUKH, 110 XapPAKTEe PU3YIOTh BUKOHAHHA OI01KEe THOI
nporpamMmu



IIporno3oBani
Ne . . JlxepeJio MOKA3HUKHU
IokazHukH O Ui BUMipy . p . .
n/n iHp opmamii (kiabKiCTD,
BiZICOTOK)
1 | mpopykTy
1.1 | Kinpkicts mitei, Ocib 3asBKU pETIOHIB,
XBOPHX Ha JTUTS YU peecTpu, 3BITH
1iep e0p aJib HUi
nap anid, ki
3a0e3nedeHi
JIKY BaHHSIM
2 | axocti
2.1 | PiBenr 3a0e3meueHHs Bincorok 3asiBKH P €TiOHIB,
MeMKaMEHTaM1 peecTpu, 3BIiTH
JiTel, XBOpUX HA
IUTSIUA
1ep e0p anb HUH
nap aniq
3 | epexTuBHOCTI
3.1 | Cepenni BuTparu Ha Tuc. rpH BHy TpimmHborocnona
3aKy MiBJIIO pChKUi
MEJMKaMEHTIB IS (ynpaBJiiHChKHA)
OIHIET TUTHHH, 00JIIK

XBOP O HA TUTS YU
1iep e0p aJb HUi
nap aniya

I'eHepaabHU JUPEKTOP

J{upeKTOpaTy Me AU4HHMX MOCTYT

O. CyxopykoBa







