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Oes3rneku Ta nepexnacudikaliisi mpyu nogaHHi oHOBIeHOTO [TYP»
V.B.5.8.3. Yactuna II IIYP, posnin momymo CVII «Jleranbha
iH(MOopMaIlis MPo BaXKJIUBI 17IeHTU(IKOBAHI PU3UKH, BAXJIMBI MTOTEHITIAHI
PU3HKH Ta BIACYTHIO 1HQOPMALIIIO»

V.B.5.9. Yactuna Il ITYP, moayns CVIII «Pe3tome npobiiem Oe3nexuy
V.B.6. Hactuna III [TYP «I1nan 3 papmakoHarisay (BKIOUYa0uU
MICTSIPEECTPAIlIHI TOCHIKEHHS 3 0€3MEeKH )»

V.B.6.1. Yactuna III ITYP, po3nin «PytunHi 3ax0au 3 hapMaKoHATIISITY»
V.B.6.1.1. CriemianbH1 aHKETH JUTSA TOAAJIBIIIOTO BIACTEKEHHS MTOOIIHUX
peakiii
V.B.6.1.2. Inu1i ¢popmu pyTUHHUX 3aXO01B 3 (hapMaKOHATIIATY
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V.B.6.2. Yacruna III IIYP, posgin «JlogaTtkoBi 3axoau 3
dbapmMakoHarsIy»
V.B.6.3. Yactuna III ITYP. po3nin «3BeneHa Tabnuis 100aTKOBUX
3ax0/iB 3 (hapMaKOHATIISITY
V.B.7. Yactuna IV [1YP «llnan nicaspeecTpaliiiHuxX JOCTIKEHb
e(DEeKTUBHOCTI»
V.B.8. Yactuna V I1YP «3axoau 3 MiHIMI3allii pU3UKIB (BKIIOYAIOYH OLIIHKY
e(heKTUBHOCTI 3aXO/IiB 3 MiHIMI3aIlii PU3HKIB)»
V.B.8.1. Hactuna V I1YP, pozain «Ilnan 3 MiHiMI3aIli1 pU3HKiB»
V.B.8.2. Yactuna V IIYP, posmin «Pe3tome 3axomiB 3 MiHIMI3aIli
PHU3BHUKIBY»
V.B.9. Hactuna VI ITYP «Pe3tome miiany ynpaBiiHHS PU3HKAMUY
V.B.10. Yactuna VII I[1YP «/logaTku 10 miaHy yrnpaBiaiHHS PU3UKaMI)
V.B.10.1. Jonatok 1 ITYP
V.B.10.2. lonatok 2 [TYP: 3Benena tabnuiis mpo BKIIIOUEHI JI0 IJIAHY 3
dbapmakoHaryIsIy A0CTIIKeHHS, 110 3allJIaHOBaHi, 1110 TPUBAIOTH, 1110
3aBepIICH]
V.B.10.3. lomarok 3 IIYP: [IpoTokonu sl BKIIOYEHHUX 10 IUIAHY 3
dbapmakoHarysy A0CHKEeHb, 0 3aIIPOIIOHOBAHI, 10 TPUBAIOTH Ta, 1110
3aBEpIICHI
V.B.10.3.1. Yactuna A - Jonarok 3 IIYP: 3anutyBaHi npoTOKOIN JJ1s
BKJTFOUCHUX JI0 TIaHy 3 hapMaKOHATIISIY TOCTiKEeHb, IO MOJAI0ThCS
JUTSL PETYJISITOPHOL OLIIHKY 3 I[I€F0 OHOBJIEHOIO Bepciero [TYP
V.B.10.3.2. Yactuna B (b) - Jonarok 3 ITYP: 3anutyBani 3MiHH 110
paHillie CXBAJICHUX MPOTOKOJIIB, BKIFOUEHUX JI0 TUTAHY 3
dbapMakoHarIsay JOCIHIIKEeHb, 1110 TOAAI0THCS JJIsSl pETYJISITOPHOI
OIIIHKH 3 111€10 OHOBJIEHOIO Bepciero [TYP
V.B.10.3.3. Yactuna C (B) - lonatok 3 IIYP: Paniiie noromkeHi
IIPOTOKOJIH JIJIs1 JJOCIIIIKEHb, 110 TPUBAIOTh, Ta 3aKIIOUHI MPOTOKOJIH,
10 HE OI[IHIOBAJIUCS YIIOBHOBAKEHUM OPraHOM
V.B.10.4. ITYP nonatox 4: CnemianbHi pOopMH BiJICTEKEHHS TOOIYHOTO
SIBUIIIA
V.B.10.5. ITYP nonatox 5: IIpoTokoJi1 3aTpONIOHOBAaHUX Ta MOTOYHUX
nociikeHsb B yactuHi [V [TYP
V.B.10.6. ITYP nonatox 6: JleTanbHi AaH1 3aIpPOIIOHOBAHUX JTOAATKOBHX
JIA 3 MiHIMI3aIl11 PU3UKIB
V.B.10.7. ITYP noxatox 7: IHmi miaTBepKyr0Ui AaH1 (BKIIOYAOUH
MaTepiai, Ha KU TOCUIIAI0ThCS)
V.B.10.8. [TYP nonatok 8: «Pe3toMe 3MiH 710 TJIaHy YIpaBIiHHS
PHU3HKAMU MIPOTITOM Yacy»
V.B.11. 38’5130k Mixx [TYP Ta peryiasipHo OHOBJIFOBAaHUM 3BITOM 3 O€3MEKH
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V.B.12. CucteMu SKOCTI Ta yIpaBJIiHHS 3allUCaMu
V.C. ®yHK11OHYyBaHHS CUCTEMH yNpaBiiHHs pusukamu B €C, Yxpaini N
V.C.1. Bumoru 10 3asiBHHKA (BIaCHUKA PEECTPAIIHHOTO MOCBiTueHHs) B €C,
Ykpaiuni N
V.C.1.1. [1anu yripaBiiHHS PU3UKAMH, K1 ITOJAIOTHCS 13 PEECTPAIIIEIO
V.C.1.1.1. Tlpu peectpaliii TeHEPUUHOTO JIIKAPCHKOTO 3aCO0y
V.C.1.1.2. Tlpu peectpamii iKapchbKOoTO 3aco0y 3a «iH(popmMoBaHa
3rojia
V.C.1.1.3. Ilpu peectpamii diKapchbKoro 3aco0y, fK «riOpugHui
JIKapChKHM 3aci0»
V.C.1.1.4. Tlpu peectpamii miKapchbKoro 3aco0y 3 «(hIKCOBAHOIO
KOMO1HAI[I €10
V.C.1.1.5. Tlpu peectpaiii JIiKapchKOro 3aco0y «J100pe BHUBYECHE
MEJIMYHE 3aCTOCYBAHHSI
V.C.1.1.6. Ilpu peectpaiiii «610m0/110HOTO JIKAPCHKOTO 3aCO0y»
V.C.1.1.7. Tlpu peectpalii roMEONaTUYHUX Ta POCIMHHUX MPENaparis,
10 HE MIANaJal0Th MiJ] CIPOILIEHY PEECTPAIlito
V.C.1.2. [Inanu ynpaBiiHHS pU3MKaMHU, SIK1 BIEPIIE MOJAIOTHCSA MiCIs
peectparii
V.C.1.2.1. HoBi mmaHnu ympaBiiHHS pHU3UKAMH Ha  3aIuT
YIOBHOBa)XXEHOTO OpraHy JUisl po3rjsily OJAHOTO a00 Oulbllie MUTaHb 3
Oe3reKku
V.C.1.2.2. [Tonanus JIaHy YIPaBIIHHS PU3UKAMH B
micsipeecTpariiHoMy mepioi
V.C.2. IlonaHHs miany ynpaBiiHHS PU3UKaMHU YIIOBHOBaKEHUM OpraHaM B
€C/e YkpaiuiV
V.C.2.1. OHOBNeHHS TIJIaHy YIPABIIHHS pPUSUKAMHU
V.C.3. OuiHka muiaHy ympaBiiiHHS pU3MKaMHU B paMKaxX PEryJsTOPHOI Mepexi
€C,B Ykpaiui¥
V.C.4. IlpozopicTh
Yacruna VI Moayas VI — YnpasiinHag Ta 3BiTyBaHHS PO MO0iYHI peakuii
JIiKapChbKHUX 32¢00iB
VI.A. Beryn
VI.B. CtpykTypu Ta npoiiecu
VI.B.1. 36ip noBinoMieHb

VI.B.1.1. [ToBigomieHHS, 10 HaAXOAATh Oe3 3amuty (unsolicited reports)
VI.B. 1.1.1. CnoHTaHH1 ITOB1JOMJICHHS

VI.B.1.1.2. TloBimomyieHHss Tpo TMOOIYHI peakilii, OmyOJiKOBaHI B
MEJIMYHIN JIiTepaTypi
VI.B.1.1.3. TloBigoMJIeHHS 3 IHIIUX JKEPEIT
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VI.B.1.1.4. Indopmariis moao migo3proBaHUX MOOIYHUX PeakIlii, 110
Oynma 3HaiijieHa B IHTepHeTI Ta 3a JomoMoror HUGPOBUX 3aco0iB

KOMYHIKaIi 165
VI.B.1.2. TloBimomieHHs, MO MOXOASATH 13 JDKEPENT 3 OpPraHiz0BaHOIO
cuctemoro 30opy manux (solicited reports) 166

VI1.B.2. Bamigais 1mosiioMiIeHb 167
VI.B.3. IloganbIiie BiACTEXKEHHS TOBIIOMIIEHE 169
VI.B.4. Ynpapninus JaHUMA 170
VI.B.5. Ynpapninus SKicTIO 171
VI.B.6. Oco6auBi curyarii 172
VI.B.6.1. 3acrocyBaHHsl JIKapChKMX 3aco0iB TiJ Yac BariTHOCTI abo
TOJyBaHHS FPYJIIO 172
VI.B.6.2. 3acTocyBaHHs JIKapChKHUX 3acOOIB Yy MEIIaTPUYHINA MOMYJIsLii
Y JIITHIMH HaIlleHTaMU 173

VI.B.6.3. IloBimomyieHHs  Npo  TNEpel0o3yBaHHS,  3JIOBKMBAaHHS,
3aCTOCYBaHHS HE 3a I[IOKa3aHHSMH, MEJWYHI TOMWJIKM Ta BILUIUB,

OB’ SI3aHUM 3 XapaKkTepoM NpoeciifHOi AISITBHOCTI 174
VI.B.6.4. BincyTHICTh TEpanieBTUYHOTO €PEKTY 174
VI.B.7. Haganus noBiloMJIeHb IPO 1HAUBIAYaIbHUN BUMAIOK, OB’ I3aHUH 3
0e31eK010 175
VI.B.7.1. Ctpoku HajjaHH$ TOBITIOMJICHb 176
VI.B.8. MexaHi3Mu HalaHHS OB1IOMJIEHBb IIPO MOO1YHI peakiii 177
VI.C. HisubHicTb 31 300py iHpopmarlii 3 0e3nexku 177
VI.C.1. [IlpaBuna HajgaHHs 3BITIB 3 KIIHIYHUX BHUIOPOOYBaHb 1
micasipeecTpaiiHuX JOCTIKEHb 178
VI.C.1.1. [IpaBuna HajaHHs 3BITIB 3 KJIIIHIYHUX BUITPOOYBaHb 180

VI.C.1.2. IlpaBusma 3BiTyBaHHA 3 O€3lE€KM TpH  MPOBEIECHHI
HEIHTEPBEHIIMHUX  MICISAPEECTPAINHUX  JOCHIPKeHb, 3aCTOCYBaHHS
HE3apEeECTPOBAHUX JIIKAPCHKUX 3aC00iB Yy 3B S3KYy 3 BHKJIIOUYHUMH
oOcTtaBMHaMH (compassionate use), 3aCTOCYBaHHSI HE3apPEECTPOBAHOTO
JIKapChKOTo 3ac00y MaIrfieHTaMH Ha MoiMeHH1i ocHOBI (named patient use) 181
VI.C.1.2.1. HeinTepBeHIiitH1 JOCTIKEHHS 182
VI.C.1.2.2. 3acrocyBaHHS HE3apEECTPOBAHHMX JIKAPCHKUX 3acO0IB y
3B’SI3KY 3 BHUKJIIOYHHMMH  OOCTaBMHAMH  Ta  3aCTOCYBaHHS
HE3apeeCTPOBAHOTO JIIKAPCHKOTO 3ac00y MOIMEHOBAHUMH TAIliEHTaMU

185

VI1.C.2. 36ip noBigomyieHb 185

VI.C.2.1. O60B’s3ku kpain €C Ta YxpalHn" 185

VI.C.2.2. 3000B’s3aHHS  3asBHHKIB  (BJaCHUKIB  peecTparliinux 188
IIOCBITUEHB)

VI.C.2.2.1. CrioHTaHH1 HOB1JOMJIEHHSI 189
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VI.C.2.2.2. TloBiioMJIEHHS, 10 TOXOATh 13 JHKEPENl 3 OpraHi30BaHOIO
CUCTEMOI0 300py aHuX

VI.C.2.2.3. TloBigomieHHd TpO BHUMAJKKA TMOOIYHUX pPEaAKIiH,
ormyOIiKOBaH1 B HAyKOBiM Ta MEAMYHIM JiTeparypi

VI.C.2.2.4. Tlino3proBani moOiYH1 peakilii, MOB'sI3aHl 3 3aCTOCYBAHHIM
3abpakoBaHuX a00 (anbcr(iKOBaHUX JIKAPChKUX 3aC001B

VI.C.2.2.5. Ilino3proBana nepenaya 30yaHUKa 1HPEKLII 3 JIKAPCHKUM
3aco000M

VI.C.2.2.6. HoBi pnani mono Oe3meku 3acTOCYBaHHS JIIKapCHKOTO
3aco0y

VI.C.2.2.7. Tlepionx MK TMOJaHHSIM 3asBHM Ha peEeECTpaliio Ta
OTPUMAaHHSAM PEECTPALIITHOTO MOCB1TUYCHHS

VI.C.2.2.8. [Ilepiom micias MNpU3YNIMHEHHS, aHyJoBaHHA a0o
BIJIKIIMKAHHS PEECTPALIIHOTO MTOCBITYECHHS
VI.C.2.2.9. Tlepioa mij 4yac HaA3BUYAMHOI cUTyalii y cdepl OXOpOHU
3710pOB's
VI.C.2.2.10. IloBigoMJIeHHs, 110 € Pe3yJIbTaTOM KOJEKTUBHUX CYJIOBUX
MO30BIB
VI.C.2.2.11. [loBitomyieHHS 3 Tporpam MIATPUMKH NAIIEHTIB 1 Iporpam
JOCIIJIKEHHST PUHKY

VI1.C.3. Ctpoku HailaHHSI IOB1IOMJIEHB TIPO TTOO1YHI peaKiii

VI.C.4. YMoBHU HaJlaHHS MTOBIIOMJICHB PO MOOIYH1 peaKiii
VI.C.4.1. [IpoMiXHi MOJOKEHHS
VI.C.4.2. 3akito4Hi MOJIOKEHHS
VI.C.5. CniBnpanss 3 BcecBiTHBOIO OpraHizaii€ro OXOpOHHU 370pOB’S Ta
€BpONENHChKUM IIEHTPOM MOHITOPUHTY HapKOTHKIB 1 HAPKO3aJIEKHOCTI
VI.C.6. EnextponHnuii 0OMiH iHpOpMaIi€ro 3 Oe3neKu
VI.C.6.1. [liroui HacTaHOBM, BHM3HAUYCHHs, MIXHApOAHI ¢dopmaTu,
CTaHJapTH 1 TEPMIHOJOT1i
VI.C.6.2. HanmanHs moOBiIOMJIEHb TIPO IHAWUBIAYyadbHUN BHITAJOK,
OB’ si3aHM 3 0€3MEKOI0 B €JIEKTPOHHOMY (hopmaTi
VI.C.6.2.1. Moayni €Bporeiicbkoi 0a3u AaHuX 3 ¢dapMaKoHarsLy
(EudraVigilance)) Baza maHmx 3 OQapMakKoHArJAOy B
YxkpalHl — aBTOMaTM30BaHOL 1HOOPMAlLIiMHOL CUCTEMU
3 GapmakoHarsany Y
VI.C.6.2.1.1. 36ip panux 1OA0 MOOIYHUX peakIid y Moy
MiCIspeECTpalliiHnX  JdaHuX  €Bpomeichbkoi 0a3W  JAaHUX 3
dapmakoHarsany/ Baszsa maHmx 3 2 (QapMaKoHATJIALY B
YKpalHi - aBTOMAaTM30BaHOL iHbGOPMaL1MHOL
cucrtemn 3 bapMmakoHaryaany V
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VI.C.6.2.1.2. 30ip Oanux npo nobiuni peakyii y MOOYIi KIIHIYHUX
sunpobysanv €gponeticbkoi  6asu  oanux 3 @apmaxonaznsoyl 204
[lopanoky NPOBEeNeHHSA KJI1H1uHMX BUIPOOyBaHb N.

VI.C.6.2.2. [linroToBKa MOBIAOMJICHH MPO 1HIWBIAYaTbHHUM BHUIAJIOK,

OB’ s13aHUH 3 0€3IMEKOI0 205
VI.C.6.2.2.1. 3aranpHi IPUHITUTTN 205
VI.C.6.2.2.2. Tadopmarrisi moAo0 MiT03PIOBAHMX, B3aEMOJIIOUNAX Ta
CYIIYTHIX JIKapChbKUX 3aC001B 206
VI.C.6.2.2.3. Tlimo3proBaHi moOIYHI peakiIi 209
VI.C.6.2.2.4. Onuc BuUMaaxKy, OI[IHKA MNPUIYUHHO-HACIIIKOBOTO
3B’SI3KYy Ta KOMEHTapi 210
VI.C.6.2.2.5. Pesynpratu  aHami3iB Ta  IHCTPYMEHTaJIbHUX
JOCITIIKEHB 212
VI.C.6.2.2.6. lonaTkoBa iHpopMallis 213
VI.C.6.2.2.7. Indbopmartis 3 TOAAIBIIOTO BiJCTEKESHHS 213
VI.C.6.2.2.8. Illo cmig BpaxoByBaTU IIOJ0 3aKOHOAABCTBA IIPO
3aXHUCT NEPCOHAIBHUX JTAHUX 216
VI.C.6.2.2.9. BukopucTtaHHs pi3HUX MOB 216
VI.C.6.2.2.10. AnynroBaHHs BUIIAJKIB 217

VI.C.6.2.3. Oco0nuBi cutyarii 217
VI.C.6.2.3.1. 3acTrocyBaHHS JKapChbKUX 3acO0IB TiJ] Yac BariTHOCTI
a00 rogyBaHHS IPY/IJIO 217
VI.C.6.2.3.2. Bunaakd BHUHUKHEHHS TI1J03PIOBAHUX MOOIYHUX
peakiiii, mo Oynu onyOJiKOBaH1 B HAYKOBIHM JiTepaTypi 218

VI.C.6.2.3.3. Iligo3proBaHi MOOIYHI peakiii, 10 BUHUKIN BHACIIIOK
nepeno3yBaHHsl, 3J0BKMBAaHHA, 3aCTOCYBaHHS HE 3a MOKa3aHHSIMH,
HENPaBUJIBHOTO  3aCTOCYBAHHS, MEAMYHOI TOMWJIKH, BILIUBY,

MOB'SI3aHOTO 3 TPOQECIMHOO AISTBHICTIO 219
VI1.C.6.2.3.4. BiicyTHICTb TEPANEBTUYHOTO €PEKTY 220
VI.C.6.2.3.5. Tlimo3proBani moOiuH1 peakirii, moB's3ani 3 AeheKToM
aKocTi a00 danbcuiKoOBaHUMU JTIKAPCHKUMHE 3aC00aMU 220
VI.C.6.2.3.6. Ilino3proBana mepenaya 30yaHuka iHQexmii 3
JIKapChKUM 3aC000M 221
VI.C.6.2.3.7. TloBimoMJiIeHHs, IO HAJIXOASATh 3 OpraHi30BaHUX
cUCTeM 300py JaHUX Ta IHIIMX CUCTEM 221
VI.C.6.2.3.8. OtpumanHsi MiHIMyMYy I1H(pOpMalii, [0 J03BOJISE
171eHTH(IKYBaTH BUTIAJ0K 223
VI.C.6.2.4. SIkicTb MOB1IOMJIEHB MPO MOOIUHI peakKilii, [0 HaJalOThCS B
€JIEKTPOHHIH PopMi, 1 BUPIIIEHHS TPOOIeMU qyOIOBaHHS 224
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VL
VI. lomatok 2. JlerambHa 1HCTPYKIiSA 3 MOHITOPHUHTY MEIMYHOI Ta HAYKOBOI

VI.C.6.2.5. [loBTOpHE HaJaHHS B €JIEKTPOHHOMY BUTJIS/II TTOBIIOMJIEHD
po 1HMBIAYyaJbHI BUNIAJKH, TIOB’sA3aH1 3 O€3MEKOI0 MPH iX 0OMiHI Mixk
KUTBKOMa BiJIIPaBHUKAMH Ta OTPUMYBadyaMu
VI.C.6.2.6. Haganus mOBiIOMJICHH B €JCKTPOHHIN (opmi uyepe3
IEHTpaIbHUM 0(ic KOMITaHi1

VI.C.6.3. Hananns indopmariii mpo JiKapcbki 3aCO0M B €JIEKTPOHHOMY

BUTJISIL

Honatok 1. Inentudikariiss 61070T1YHUX JTIKAPCHKUX 3aC001B

JiTeparypu

VL

V1. lonarok 2.1. Konu ciiji moymHaTH 1 3aBEPIITyBaTH IMOIIYK Yy HAYKOBIH 1
MEJMYHIN JiTeparypi
VI. logatok 2.2. [Ie BeCTH MOHITOPUHT
VI. logatok 2.3. Tlomyk B 6a3ax maHux
VI. logaTok 2.3.1. TOUHICTb 1 MOBHOTA MNOLIYKY
VI. Honatok 2.3.2. IloOyaoBa momnryky

VI. Honatok 2.3.3. BuOip K1t040BHX CIIB JJIs1 JTIKApChKUX 3aC001B
VI. lonaTtok 2.3.4. BuOip KIt04OBUX CJIIB JJIs1 IOLIYKY

VI. lonaTok 2.3.5. ®@inbTpaliis pe3yabTaTiB MOUIYKY
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VI. lonatok 2.6. Ilepernsin ta BinOip crarei

VI. lonarok 2.7. HynboBuil A€Hb
VI. lonatok 2.8. Jly6nikatu

VI. logaTtok 2.9. MOHITOpUHT JITepaTypHUX JHXKEpE sIK MOCIyra

VI. Jonatok 2.10. Hamanus xomiil crareii, omyOJiKOBaHMX B HAyKOBIH Ta
MEJMYHIN JIiTepaTypli B €NEKTPOHHOMY (hopmaTi
Honaroxk 3 Ilpoueaypu noganHs 3BITHOCTI
VI. lonatok 3.1. TumuacoBi 3axoau
VI. Homaroxk 3.1.1. TumuacoBi 3axoam, IO 3aCTOCOBYIOTHCS [0
3asBHUKIB (BJaCHUKIB PEECTpPAIliHHUX MTOCBITYEHb)
VI. Jomatox 3.1.2 TumyacoBi 3axoid, IO 3aCTOCOBYIOTHCA JO
YIOBHOBa)XEHUX OpraHiB kpain €C
VI. Jlonatok 3.2. ®iHanbHI 3aX0a1
VI. Honatok 3.2.1 ®iHanbHI 3aX0/AH1, 1110 3aCTOCOBYIOTHCS IO 3asBHUKIB
(BIacHHKIB peecTpaliiHuX MOCBITYCHB)
VI. Jomarox 3.2.2 @iHanbHiI 3ax0JM, IO 3aCTOCOBYIOTHCA JI0
YIIOBHOBaXXEHHUX OopraniB kpain €C
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VI. Jonatox 3.3 Ilepemaua Ta mnepeHampaBieHHS MOBIIOMJIEHb IIPO
1HIWBIAYyaJbHI BUNIAJKH, TIOB’sA3aH1 3 OE3MEKOI0 /10 YIIOBHOBAXEHUX OPraHiB
kpain €C
VI. Jonatok 4 [lepenaya moBioMJIeHb PO 1HAMBIAyalIbHI BUMAIKU, TIOB’ A3aH] 3
6e3mekoro 10 BeecBiTHROT opranizaniii oxoponu 310poB’s (BOO3)

V1. Jlonatok 5 AHy/rOBaHHS BUTIAJIKIB

VI. lonatok 6 MOHITOPUHT SKOCTI JaHWUX IOBIJIOMJIEHb IMPO 1HIWBIAYyalbHI
BUITAJIKH, TTOB’s13aH1 3 OE3MEKOI0, 1110 IEPEIAIOTHCS B €IICKTPOHHOMY BUTJIS

VI. Jomatox 7 BusBiaenns nayOmikaTiB Ta 00poOka MOBIAOMJIEHb PO
1HIMBIAyaJIbHI BUIIAJIKH, TIOB’s13aH1 3 0€3MEKOI0.

Yacruna VII Moayas VII — PerynsipHo oHOB/IIOBaHMii 3BiT 3 Oe3neKku
VII.A. Betyn

VII.B. CtpykTypu Ta npouecu
VIL.B.1. Huti peryisipHO OHOBIIFOBAHOTO 3BITY 3 O€3MeKn

VII.B.2. [IpyuHOMOU OIIHKK CIIBBIIHOIICHHS PU3UK/KOPUCTH Y PETYISIPHO
OHOBJIIOBAaHOMY 3BITiI 3 Oe3meku Ta oOcAr i1H(opMmalli, 0 NOBUHHA OyTH
BKJIFOYEHA JI0 3BITY

VIL.B.3. [IpuHuunu migroToBKH peryasipHO OHOBJIIOBAHOIO 3BITY 3 O€3MEKH

VIIL.B.4. [loBigkoBa iHhopmanis
VIL.B.5. ®opmar Ta 3MICT peryJsipHO OHOBJIIOBAHOTO 3BITY 3 O€3IEKH
VIL.B.5.1. Po3nain peryisipHO OHOBJIIOBAHOTO 3BITY 3 Oe3meku «BceTym»

VII.LB.5.2. Po3nin  peryisipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«Mi>XKHapOTHHM peecTpaIiitHui CTaTyCc»
VIL.B.5.3. Po3nin peryisipHO OHOBIIOBAHOTO 3BITY 3 0Oe3nexku «3axoiu 3
0e3MeKH, BXKUTI MMPOTITOM 3BITHOTO TIEPI10TY»
VIIL.B.5.4. Po3ain peryiasipHO OHOBJIFOBAHOTO 3BITY 3 O€3MeKku «3MiHU Y
JOBIJKOBIN 1HPOpMalii 3 Oe3neKm»
VIL.B.5.5. Po3nin perynspHO OHOBJIIOBAHOTO 3BITY 3 Oe3meku «OIiliHka
EKCITO3HIIIT Ta CXEM 3aCTOCYBaHHS)
VIL.B.5.5.1. Iligpo3naii peryisipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKU
«KymynsaTuBHa eKCIO3ULIIs YHaCHUKIB KJITHIYHUX BUIPOOYBaHbY
VIL.B.5.5.2. Iligpo3naii peryispHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«KymynstuBHa  Ta  IHTEpBaJlbHa  €KCHO3MISl  MAIl€HTIB Yy
MICTSIPEECTPAIITHOMY TIEP10Ti»
VIL.B.5.6. Po3nain perysisipHO OHOBJIIOBAHOTO 3BITY 3 Oe3mneku «JlaHi
3BEICHUX TAOIUIIbY
VII.B.5.6.1. Ilimpo3min peryiasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«/loBimkoBa iH(pOpMAITisH»
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VIL.B.5.6.2. Iligpo3nis peryispHO OHOBJIIOBAHOI'O 3BITY 3 O€3MeKu
«KyMynsaTuBH1 3BejieHI TaONMIIl MpO cepio3HI MOOIYHI SBHINA, IO
BUSBIICHI Tl YaC KIIHIYHUX BUMPOOYBaHb
VII.B.5.6.3. Iligpo3nin peryiaspHO OHOBIIOBAHOTO 3BITYy 3 O€3MeKH
«KyMynsSTHBHI Ta 1HTEpBAJIbHI 3BE/ICH] TAOIMIN 3T1HO 3 JAHUMHM 11010
Oe3MeKu, OTPUMaHUM Y TICIIpeecTpalitHOMY Mep10Ii»
VIIL.B.5.7. Po3nin peryisipHO OHOBIIFOBAHOTO 3BITY 3 Oe3rneku «Pe3tome
3HAYYIIUX pE3yJbTaTiB KIIHIYHUX BUIPOOYBaHb MPOTATOM 3BITHOTO
nepiogy»
VIL.B.5.7.1. Iligpo3nin peryispHO OHOBJIIOBAHOI'O 3BITY 3 O€3MeKu
«3aBeplleH] KIHIYHI BUTIPOOYBaHHS

VIL.B.5.7.2. Ilinpo3ain peryiasipHO OHOBJIIOBAHOIO 3BITY 3 O€3MeKu
«IToTouH1 KJAIHIYHI BUTPOOYBAHHSD»
VIL.B.5.7.3. Ilizmpo3ain peryiasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«TpuBane criocTepeKEHHS»
VIL.B.5.7.4. Ilimpo3ain peryisipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«IHIIIEe TepaneBTUYHE 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Yy»
VIL.B.5.7.5. Ilimpo3ain peryiasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«HoBi pani 3 Oe3meku, MoB’s3aHi 3 (PIKCOBAHUM KOMOIHOBAaHHM
JIKYBaHHSIM
VIL.LB.5.8. Po3nin peryisipHO OHOBJIIOBAaHOTO 3BITYy 3 Oe€3MeKu
«Pe3ynbTaTi HEIHTEPBEHIIITHUX JOCIIIIKEHD
VIL.LB.5.9. Po3nin peryisipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«Indopmartis 3 IHIIUX KITHIYHUX BUIPOOYBaHb Ta JKEPEID)
VII.B.5.9.1. Iligpo3nin peryispHO OHOBJIIOBAHOI'O 3BITY 3 O€3MeKH
«IHII1 KJITHIYHI BUTIPOOYBAHHS»
VII.B.5.9.2. Iligpo3nain peryispHO OHOBJIIOBAHOIO 3BITY 3 O€3MeKU
«JIIKOTIOB I3aH1 TTOMIJIKIY
VIL.B.5.10. Po3min perynasipHo OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«Hexmiuiyal gaHi»
VII.B.5.11. Po3gin perynasipHO OHOBJIIOBAHOI'O 3BITY 3 O€3MEKU PO3ALI
«/JlaHni 3 miTepaTypu»
VIL.B.5.12. Po3nin peryiasipHO OHOBIIIOBAaHOIO 3BITYy 3 Oe3mexku «lHim
PETYISIPHO OHOBJIFOBAHI 3BITH 3 OE3MEKNY
VIL.LB.5.13. Po3uin  peryjaspHO OHOBJIOBAHOTO 3BITYy 3 O€3MeKu
«BiacyTHICTB €(eKTUBHOCTI y KOHTPOJIbOBAaHUX KJIHIYHUX
BUNPOOYBAHHSIX)»
VIL.B.5.14. Po3gin perynasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«Indopmarris, oTpuMaHa B OCTaHHIA MOMEHT
VIL.B.5.15. Po3nin perysisipHO OHOBIIOBAHOTO 3BITY 3 Oe3meku «Orms
CUTHAJIIB (HOBI, TOTOYHI Ta 3aKPHUTI)
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VIIL.B.5.16. Po3ain peryiaspHO OHOBIIOBAaHOTO 3BITY 3 Oe3neku «OIiHKa
CUTHAJIIB Ta PUBHKIBY
VIL.B.5.16.1. Iligpo3ain peryispHO OHOBIIOBAHOTO 3BITYy 3 O€3MeKu
«Pe3toMe npobiem Oe3nexm»
VII.B.5.16.2. Ilizpo3ais peryjaspHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKU
«O11HKa CUTHAJIB)
VII.B.5.16.3. Ilizpo3ain peryjaspHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKU
«O1iHKa pU3UKIB Ta HOBOI 1HQOpMAIIII»
VI1.B.5.16.4. Tligpo3ain peryisipHO OHOBIIOBAHOTO 3BITYy 3 Oe3meKu
«XapaKkTepUCTHKA PUUKIBY
VII.B.5.16.5. Ilizpo3ain peryjaspHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKU
«EQeKkTuBHICTh 3aX0/1B 3 MiHIMI3alli1 pU3UKIB (KO0 HEOOX1THO)»
VIL.B.5.17. Po3aun peryisipHO OHOBJIIOBAHOTO 3BITY 3 Oe3nexku «OniHka
KOPHUCTI»
VIL.B.5.17.1. Iligpo3ain peryjiasipHO OHOBIIOBAHOTO 3BITY 3 O€3MeKu
«BaxnuBa 6a3oBa iHpopmarlis 3 epexTy Ta epeKTUBHOCTI»
VIL.B.5.17.2 Iligpo3ain peryiasipHO OHOBJIFOBAHOTO 3BITY 3 O€3MeKu
«HoBa BusiBiieHa iHopmanis 3 epexTy Ta epeKTUBHOCTD)
VIL.B.5.17.3. Iligpo3ain peryjiasipHO OHOBIIOBAHOTO 3BITY 3 O€3MeKu
«XapaKkTepuCcTUKa KOPUCTI»
VIL.B.5.18. Po3gin perynasipHo OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«KoMIuIeKCHUI/IHTErpOBaHUI  aHaJi3 CIHIBBIJHOIICHHS KOPUCThH/PU3HK
JUTS 3apeECTPOBAHUX TTOKA3aHbY
VII.B.5.18.1. Ilizpo3ain peryjaspHO OHOBJIIOBAHOTO 3BITY 3 O€3IEeKU
«KOHTEKCT CITIBBIIHOIIICHHSI KOPUCTH/PU3UK (MeIUYHA HEOOX1THICTh Ta
BAXKJIMBI aJIbTEPHATUBH )»
VIL.B.5.18.2. Ilizpo3aii peryjspHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKU
«O111HKa aHaJi3y CHiBBIAHOIIEHHS KOPUCTh/PUBHK
VIL.B.5.19. Po3gin perynasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
«BuCHOBKH Ta 3ax011»
VII.B.5.20. JlogaTku 10 peryssipHO OHOBJIFOBAHOTO 3BITY 3 O€3MEeKU

VIL.B.5.21. Cxema BioOpak€HHSI y PETYJISIPHO OHOBJIIOBAHOMY 3BITI 3
Oe3mneku iHpopMaIlii MPO CUTHAIU 1 pU3UKA
VIL.B.6. Cuctemu sIKOCTI JJ1s1 peryJISpHO OHOBJIFOBAHUX 3BITIB 3 0€3IMEKU HA
piBHI 3asBHUKIB (BJIACHUKIB PEECTPAI[IHUX ITOCBITYCHb)
VII.B.7. HaBuaHHs miepcoHaldy, MOB’Si3aHE 3 MPOLECOM PETYISIPHO
OHOBJIIOBAHOTO 3BITY 3 O€3MeKu
VII.C. Tlponiecu, moB’si3aHi 3 peryJIIpHUAM 3BITOM 3 O€3MEKH

VII.C.1. 3aranbuuii iporiec, OB’ I3aHUH 3 PETYJISIPHAM 3BITOM 3 O€3MEeKU
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VII.C.2. CranmaptHuii rpadik mogaHHs PETYJISIPHO OHOBIIFOBAHOTO 3BITY 3
Oe3reku
VII.C.3. Ilepenik pedepentnux aar €C nepiommusHoCcTi mNomaHHMAg
peryiapHux 3BiTiB 3 ©Oesnexmu B YkKpalxHiM Ta dYacrora
MOJIaHHSI PETYJISIPHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKH
VII.C.3.1. Meta mnepeniky pedepentnux nar €C, nepionmusnocTi
MTOOaHHSA PeTryJIapHMX 3BiTiB 3 0Oes3neku B Ykpalinil
VII.C.3.2. Omuc mepeniky pedepentnux gatr €C, nepiommunHocTi
MOIaHHA PeryJISpHMX 3BiTiB 3 0Oesneku B YkpainilV
VII.C.3.3. 3actocyBanHs  mepeniky  pedepentaux  mar  €C,
nepionomMuHoOCTl NOINaHHA PEeryJapHUX 3B1iTiB 3 0Oe3nexku
B YkpaliuiM 1nsig moJaHHs peryJjsipHO OHOBJIFOBAHHUX 3BITIB 3 O€3MEKU
VII.C.3.3.1. TlonanHa peryisipHUX 3BITIB 3 O€3MEKW MJs JIKaApPChbKUX
3ac001B: 3arajibHi BAMOTH
VII.C.3.3.2. IlonaHHs peryyisipHO OHOBJIFOBAHOT'O 3BITY 3 O€3MEKH IS
TeHEepUYHUX JIKAPChKUX 3ac00iB, JIKapChbKUX 3aco0iB 3 J00pe
BUBUYCHUM MEIUYHUM 3aCTOCYBaHHSM, TPAAUIIIAHUX POCIUHHUX Ta
TOMEOINATUYHUX JIIKAPCHKUX 3aC001B
VII.C.3.3.3. TlogaHnHsi peryiasipHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKH Ha
JKapChKi 3ac00M 3 (HIKCOBAaHOIO KOMOIHAIIIEIO
VII.C.3.3.4. TloganHsi peryjasipHO OHOBJIIOBAHOTO 3BITY 3 O€3IMeKH Ha
BUMOTY YIIOBHOBaXXEHOr0 oprany B kpaini €C ra Yxpaini ¥
VII.C.3.4. Kpurepii, 1110 BUKOPUCTOBYIOTHCS [Jisi BU3HAYEHHS YacTOTHU
MOJIAHHSI PETYJISIPHO OHOBJIIOBAHOIO 3BITY 3 O€3IMEKH
VII.C.3.5. IlinTpumka nepeniky pedepentHux nar €C nepioanunocTi
MOIaHHSA PeTryJIapHMX 3BiTiB 3 0Oesneku B Ykpainil
VII.C.3.5.1. 3araibHi TpUHIUH
VI1.C.3.5.2. 3anuTi 3asABHUKIB (BJIACHUKIB PEECTPAIIHHUX MOCBITYCHBD)
Ha BHECEHHA 3MIH 10 nepemiky pedepentHux gar €C,
rnepionMuHOCT1 [IOOaHHHA PETYIIAPHUX 3BiTiB 3
Oeznexu B Ykpalnil
VII.C.3.6. IlyOmnikaris nepeniky
VII.C.3.7. BHeceHHs 3MiH 10 YMOB PEECTpaliiHUX MOCBIAYEHb 3T1THO 3
nepenikom pedepentaux gar €C, nepiomyunocTi momaHHSA
peryasapHUX 3BiTiB 3 0Oesnexu B YKpalHil
VII.C.4. Tlpouiecu OIIHKH PETYISIPHO OHOBJIIOBAHOTO 3BITY 3 O€3MEKH B
cuctemi €C Ta Yxpaiui ¥
VII.C.4.1. PerynsapHo OHOBIIOBaHUN 3BIT 3 O€3MEKHM TUIBKH IS
HaIllOHAJIBHO 3apEeECTPOBAHUX JIIKAPCHKUX 3aC001B

VII.C.4.2. Jlikapceki 3aco0u, 3apeecTpoBaHi OUIbIle HI)K B OJHIM KpaiHi
€C
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VII.C.4.2.1. OuiHka peryiaspHO OHOBJIIOBAHOTO 3BITY 3 O€3MeKH JJis
OJTHOTO JIIKAPCHKOTO 3aC00y 3apeeCTPOBAHOIO IIEHTPAII30BAHO 364
VII.C.4.2.2. Ominka peryiasipHO OHOBIIOBAHOTO 3BITYy 3 O€3MeKH IS
JIKapchKUX 3aco0iB, HA sIKI BHJIAH1 PI3HI PEECTpAIliiiHI MOCBIAYEHHS,
[0 MICSITh OJTHAKOBY Jitouy pedoBuHy (AP IYN) (eamHa ominka €C) 367
VII.C4.23. €nmura oOIiHKa, sKa BKJIOYA€ TMPUHAWNMHI OJUH
IIEHTPaJIi30BaHO 3apEECTPOBAHMM JIKAPCHKUM 3aci0, 1110 MPU3BOIUTH J10
BUHeceHHs 1yMku CHMP 371
VII.C4.2.4. €nuHa oIlHKA, 10 HE BKIIOYAE IEHTPATI30BAHO
3apeeCTPOBAHMM JIIKAPCHKUH 3aci0, o MpU3BOAMTH J0 mo3uiii CMDh 373

VII.C.4.3. B3aem03B’sI30K MDK pEryJIspHO OHOBIIOBAHMM 3BITOM 3

O€3MEeKH Ta MJIAHOM YIIPABJIIHHS PU3UKaAMU 375
VII.C.4.3.1. PerynaspHo OHOBIIOBaHWI 3BIT 3 O€3MeKH Ta IUJIaH
YIPaBIiHHS PU3UKAMU — CIIBHI MO 375

VII.C.5. OcobmuBi Bumorn €C Tma VYkpaium N 10 PEryasipHO
OHOBIIIOBAHOTI'O 3BITY 3 O€3MEKH 376

VII.C.5.1. JlokanpHUM JOJAaTOK PETYyJIsSPHO OHOBIIOBAHOTO 3BITY 3
Oe3mekH, MmiIpo3aAll «3anponoHoBaHa iHpopMallis Mpo JiKapchbkuii 3acio» 376

VII.C.5.2. JlokanbHUN JOJAaTOK PpETYyJIsSIPHO OHOBIIIOBAHOTO 3BITY 3
Oesnexku,  MApPo3Al  «3amporoHOBaHI  JOJATKOBI  3aX0aud 3

(dapMakoHarys1y Ta MiHIMI3al[li pU3UKIBY 377
VII.C.5.3. JlokanbHUN JOJNAaTOK PpETyJIsSpHO OHOBIIOBAHOTO 3BITY 3
oe3mneku, miapo3at «Pe3roMe moTouHUX MpodieM 3 6€3MeKI 377

VII.C.5.4. JlokanpHU JONAaTOK PETyJISIPHO OHOBIIOBAHOTO 3BITY 3
oe3neku, miapo3ain «IloBigomMIeHHs npo pe3yabTaTu MiCaspeecTpaliiHuX

JIOCJIIKEHD 3 O€3MEKN» 378
VII.C.5.5. JlokanpHUM JOJIAaTOK PETyJIsSpHO OHOBIIOBAHOTO 3BITY 3
oe3mnekw, miapo3ait « EGeKTUBHICTh MIHIMI3aIlll PU3HKIBY 378
VII.C.6. Cuctemu sIKOCTI Ta CUCTEMH YIPABJIIHHS 3allUCaMHU JJIsl PETYIISIPHO
OHOBITIOBAHOTO 3BITY 3 Oe3neku B Mepexi €C, B YxkpaiuiV 379
VII.C.6.1. Cuctemn sSIKOCTI Ta CUCTEMH YTMPABIIHHS 3allMcaMy Ha PiBHI
3asBHUKA (BJIACHUKA PEECTPALIIMHOTO MMOCBITYCHHS) 379
VII.C.6.2. Cuctemn SIKOCTI Ta CUCTEMH YTMPABIIHHS 3allMcaMyd Ha PiBHI
EMA 380
VII.C.6.3. Cucremu SIKOCTI Ta CUCTEMH YIpAaBIIHHS 3alMCcaMy Ha PiBHI
YIOBHOBA)XEHUX OpraHiB B KpaiHax €C 382
VII.C.7. IIpo3opicTh 383

VIIL.C.7.1. IlyGmikaltisi JOKYMEHTIB, 110 CTOCYIOTbCSI PETYJISIPHUX 3BITIB 3

Oes3neku, Ha €BpONelchbKOMY Ta HAI[IOHAILHOMY BEO-MOpTal JIIKAPCHKUX
3ac001B 383
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VII.C.8. TlepepeecTpartis JikapchbKuX 3ac001B 383
VIL.C.9. TlepexiaHi Ta THMYACOBI MOJOKEHHS 384

VII.C.9.1. TloganHa Ta OOCTYMHICTh JOKYMEHTIB JO CTBOPEHHS apXiBYy
EMA 384
VII.C.9.2. Cucremun SKOCTI Ta CHCTEMHU YIIPaBIiHHS 3allCcaMH Ha PiBHI
YIIOBHOBaXEHUX OpraniB kpain €C 385
VII.C.9.3. IlyGmikamis mepeniky pedepentHux gar €C /nepesniky
CcTpokiB mnomaHHa PO3BE B VYkpaliniM Ta mO4YaToK €AUHO1
NpOIEAYPH OLIHKA PEryJSIPHO OHOBIIOBAaHMX 3BITIB 3  Oe€3MeKu

€C/Yxpaiuil 386

VII. lomaTtku 386
VIIl. Honmarok 1. Ilpuxmanu Tabmuib sl OLUIHKK BIUIMBY Ta JAaHUX IPO

moO14H1 sSBHIIIA/peaKinii 386
VIl. Jlonatox 2. Ilpuknan 3BeneHOi TaOMWINl TMOTOYHUX Ta 3aKPUTUX Y

3BITHHI MEP10Jl CUTHATIB 3 O€3MeKn 389

VII. Jlomatox 3. TIlimgxomm 1o OLI1HKM CIH1BBlIHOIEHHHA
KOPUCTL/PU3KK JIiKapCcbKOTO 3acoby Ta mpobpe Bimomi
Momesi OL1HKM CIniBB1OHOmWEHHS kopucTh /pu3nk 391
JlikapcbKOoTo 3acoby¥

VII. Jonatox 4. IlosicHroBanmbHa 3amucka g0 Moxayis VIl Hacranosu 3

HAJIC)KHOI TTPAKTUKH (papMaKOHATIIS Ty 422
Yacruna VIII Moayas VIII - ITicasipeecTpaniiine gocuigkenns 3 0e3snekn  43g
VIIL.A. Betyn 438
VIII1.B. CtpykTypu Ta nporecu 440

VIILB.1. ITpunuunu 440

VIII.B.2. Peectpartis nociaimKeHHs 442

VII1.B.3. IIpoTokoin gocmimKeHHs 443

VIII.B.3.1. ®opmat Ta 3MiCT IPOTOKOITY AOCTIKEHHS 444
VII11.B.3.2. 3HauHi 3MiHH JI0 TTPOTOKOJTY JOCIIIIKCHHS 448
VIII.B.4. Hananus nanux 3 ¢apMakoHarsly yoBHOBaKEHUM OpraHaM 449
VIII.B.4.1. Jlani, mo CTOCYIOTbCS CHIBBIIHOIICHHS KOPHUCTH/PU3UK
J1KapChKOTO 3ac00y 449
VII1.B.4.2. TloBimomieHHs rpo moOivHI peakiili/moOiuHi sSBUIA 449
VII11.B.4.3. 3BiTH PO JOCHTIIKEHHS 449
VIII.B.4.3.1. 3BiT mpo XiJ JOCTIIKEHHS Ta MPOMDKHUN 3BIT MPO
PEe3yNbTaTH OCHTIKCHHS 450
VII1.B.4.3.2. 3akmtounuii 3BIT IpO AOCITIKEHHS 450
VII1.B.5. [lyb6nikaist pe3yibTaTiB JOCTIKEHHS 455
VIII.B.5.1. TlonanHs pyKonuciB, MPUUHATUX 10 MyOJiKaIii 455
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VII11.B.6. 3axuct qanunx

VIII.B.7. Cucremun sKOCTI, ayaWTH, IHCIEKIII Ta ayOouTH CUCTEMU
bapMakoHATJALY YIOBHOBAXEHOK yCTaHOBOW\.
VII1.B.8. BruuB Ha cuctemy ynpaBiiiHHs pU3UKaMu

VIII.C. ®yunkuionyBanns cucrtemu €C, Yxkpainm N

VIII.C.1. Tlpomenypa mnpu3HaYeHHS MICISIPEECTPALINHUX JOCTIKEHb 3
Oe3neKku
VIII.C.1.1. Bumora micasipeecTpaliifHuX JTOCTIKEHb 3 O€3MeKH B paMKax
3as1BU peeCTpaliio
VIII.C.1.2. Bumora micasipeecTpauiiHuX AOCTKEHb 3 Oe3Meku mija Jac
MICTSIPEECTPAIIIHHOT PETYISTOPHOI MPOIIEAYPH
VIII.C.1.3. Bumora micasipeecTpaliiHUX JOCIHIJKEHb 3 O€3MEKH B 3B 3Ky
3 BUSIBJICHUM TUTAHHAM 3 O€3MeKH
VIII.C.1.4. CiinpHi nicasipeecTpauiiHuX AOCTIIHKEHb 3 O€3MEKH
VIII.C.1.5. IIuceMoBI 3ayBaK€HHs y BIJIIOBIIb HA BCTAHOBJIEHHS! BUMOTH
VIII.C.2. KoHTposb HEIHTEPBEHUIMHUX MICIAAPEECTPALIMHUX AOCTIIHKEHb 3
0e3IeKH, siKl TPOBOJISATHCS BIAMOBIIHO 10 BUMOTH
VIII.C.2.1. Ponp Ta 0OOB’SI3KM 3asiBHHKA (BJIACHHUKA PEECTPAIIITHOTO
TIOCBITYCHHS)
VIII.C.2.2. Ponb Ta 060B’s13ku1 PRAC Ta HaIlioHaIpHOTO YIIOBHOBAXKEHOTO
oprany
VIII.C.2.3. Ponb Ta 000B’s13ku EMA
VIII.C.3. 3miHM 10 peecTpamiiHOro TOCBIAYEHHS 3a pe3yJbTaTaMu
HEIHTEPBEHLIMHUX MICISPEECTPALIMHUX AOCTIIHKEHb 3 O€3MEKH
VIII. Jonatok 1. Meroau micnsipeecTpalliiHuX JOCTIIKEHb 3 0€3MeKH

VIII. Jonaroxk 1.1. Jluzaiinu 10OCIIIKEHHS
VIII. Tonatok 1.1.1. AkTuBHMI (hapMaKOHATJISIT
VIII. Jonarok 1.1.1.1. CxeMu 1HTEHCUBHOT'O MOHITOPUHTY

VIIl. Honmarox 1.1.1.2. MoOHITOpUHI SIBUIL Ha PEUENTYpPHI JKApChKi
3aco0u
VIII. Jonatok 1.1.1.3. Peectpu

VIII. Tomarok 1.1.2. JlocmKeHHS 32 TaHUMH CITIOCTEPEKEHD

VIII. Jonarok 1.1.2.1. JlocaimKeHHs] METOIOM MOMIEPEYHOTO 3Pi3y

VIII. Jonatok 1.1.2.2. KoropTHe mocmimkeHHs

VIII. Joxmatok 1.1.2.3. JlocmimkeHHS BUTIAOK-KOHTPOJIb
VIIl. Jomatox 1.1.2.4. JluzaiiHu JOCHIDKCHHS 3 BUBYSHHS JIWIIC
BUITA/IKIB

VIII. onarok 1.1.3. KimiHi4H1 BUpoOyBaHHsI
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HAIIOHAJIBHUM BCTYII

3niiiCHEHHST Harsiy 3a O€3MeKOor JIKApChKUX 3aco0iB MpU  iX MEIUuYHOMY
3aCTOCYBaHHI CTaJI0 OJIHUM 3 OCHOBHUX HANpsSMKIB Yy peaiizaiii HaliOHaJIbHOI
MOJIITUKK 00Iry JiKapchbkux 3aco0iB (JI3) B mepeBakHii OIIbIIOCTI KpaiH CBITY.
MiKXHapoIHUN 1 HALIOHATBHUW PEryJIsSTOPHUA MEXaHI3M Harjisay 3a Oe3leKolo
JKapChKUX 3ac00iB OTpUMaB Ha3By — (hapMakoHarysiA. 3MIMCHEHHS OCHOBHOI MicCii
dapmakoHariany — TMOKpallaHHS JIKyBaHHS TMALI€HTIB Ta iX Oe3leku Mnpu
3acTocyBaHHI JI3 — cTae MOXJIMBHUM JIMIIIE 32 HASBHOCTI BHUYEPITHOI, JOCTOBIPHOI,
AKICHOT Ta 00’€KTHUBHOI 1H(popMarlii om0 0e3neku Ta eHEeKTUBHOCTI 3aCTOCYBAHHS
JTKApChKUX 3ac001B, JKEpelaMu SKO1 €, Y Tepury 4epry, BIACHUKU PEECTpaIiitHuX
MOCBIJTYEHb Ha JIIKApChKl 3aco0M, a TaKoXX — TMpalliBHUKU 3 MEIMYHOK Ta/abo
(dapmareBTUYHOIO OCBITOIO, MAIIEHTH Ta/a00 iX MpeACTaBHUKHU, OpraHizailli, 110
NPEICTaBIIAIOTh YU 3aXUINAIOTh OE3MEeKy Ta MpaBa MAllleHTIB. Y JaHOMY JIOKYMEHTI
MPEACTABJICH] TIIXOAU, $KI CIIJ BUKOPHCTOBYBATH YCIM YYacHUKAaM TIPOLECY
(dapmakoHarsaIy 3 METOI0 YCIIIIHOI peani3allii BU3HAaYeHUX 3aKOHOJABCTBOM BHUMOT
Ta MOBHOBAXXEHb Y PO3Pi31 3M1ACHEHHS (papMaKOHATJIATY.
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Ils HacTaHOBa € NMPUWHATUM 31 3MiHamMH (Bepcii €N) HOPMATUBHUM JOKYMEHTOM
€sponeiicekoro Corosy (€C) «Guideline on good pharmacovigilance practices
(GVP)» («HacTtanoBa 3 HaJIeKHHX IPAKTHK (papMakoOHArIsAAy»), ¢ HPEICTaBICHO
TeXHIYHI TMIAXOAW JO TUTAaHYBaHHS Ta 3JIMCHEHHS HAJICKHOI MPAKTUKH
dapmakonarmsany. Lls HacTtaHoBa Oyae peryyisipHO TEPETSAaTHCS BiIIMOBITHO 0O
3MiH 1 JOTMOBHEHb, 1m0 BHOcsAThcs g0 «Guideline on good pharmacovigilance
practices» (GVP).

CTBOpeHHsT Ta BIPOBA/DKEHHS B YKpaiHI HACTAaHOBU 3 HAJICKHHUX HPAKTHK
dapmakoHarisAIy, 3yMOBIIGHa MOTPEOOI0 yCiX 3alllKaBICHUX CTOPIH (TaKUX SK
3asIBHUKM, BJIACHUKU PEECTPALIMHUX IOCBIIYEHb, PO3POOHUKH Ta BUPOOHHUKH
JKApChKUX 3aCc001B, EKCHEPTHI Ta PEryJsSTOPHI OpraHu) y HAsBHOCTI 1HCTPYMEHTY,
AKUW OU JO3BOJIMB HAJIGKHUM YMHOM 3/1HCHIOBATH (apmakoHarisn. [lomosxeHHs
BITUM3HSHOI HACTAHOBH 3 HAJEKHUX MPaKTUK (papMakoHArjasgy MNOBUHHI OyTH
rapMOHI30BaH1 3 MOJIOKCHHSAMHU BIAMOBIIHOI HacTaHOBU €C, 10 BIAMOBIIAaE ad3airy
npyroro nyHkty 1 posmimy Il Ilopsnky 3miiicHeHHs — ¢apMakoHarisny,
3arBep/KeHoro HakazoM MO3 Vkpainu Bim 27 rpyans 2006 poxy Ne 898, (y
penakiii Hakazy MO3 Vkpainu Big 26.09.2016 poky Ne 996), 3apeectpoBaHOro B
Miwnictepctsi toctuilii Ykpainu 19 rpynus 2016 poky 3a Ne 1649/29779 [2].

CTpyKTypHO, HacTaHOBa CKJaJae€Tbcsd 3 OKpemMux MoAyhdiB. Llg HacraHoBa
po3pobiiena Ha miactaBi Moayanis I, 11, 111, 1V, V, VI, VI, VIII, IX, X, XV, XVI,
Yactuau XIII HacranoBu 3 HayiexkHUX npakTuk Gapmakonarsany (GVP), npuitHsTol
B €C:

EMA/541760/2011 «Guideline on good pharmacovigilance practices (GVP). Module
| — Pharmacovigilance systems and their quality systems» («HactanoBa 3 HaJle)KHUX
npakTuk (apmakoHarysiny. Moayns [ - dapmakoHnarisg Ta HOro cucrema SIKOCTI»)

[33];

EMA/816573/2011 «Guideline on good pharmacovigilance practices (GVP) Module
Il — Pharmacovigilance system master file» («HacranoBa 3 HaleXHHX TpPaKTHK
dapmakonarnany (HHII®) Moayins II — Maiictep-daiin cuctemu dhapMakoHATIISIIY»)

[34];

EMA/119871/2012 «Guideline on good pharmacovigilance practices (GVP) Module
Il — Pharmacovigilance inspections» («HactaHoBa 3 HaJEXHHX TMPAKTUK
dapmakonarnany (HHII®) Mopynes III — Ayaut cuctemu QapmakoHarisgy
3asBHUKA  (BJIACHWKA  PEECTPAIIMHOTO  TOCBIMYEHHS), IO  MPOBOJUTHCS
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YIOBHOBaXXEHOIO MIHICTEpPCTBOM OXOpPOHH 370POB’S CIICIIali30BaHOI0 E€KCIIEPTHOIO
YCTaHOBOIO y cepi 3xaiticHeHHs papmakoHarisay V) [35];

EMA/228028/2012 «Guideline on good pharmacovigilance practices (GVP) Module
IV — Pharmacovigilance audits» («HacTanoBa 3 HaJe)KHUX MPAKTUK (papMaKOHATIISAIY
(HHII®) Moayns IV — Ayaut 3 papmakonarisiay») [36];

EMA/838713/2011 «Guideline on good pharmacovigilance practices (GVP) Module
V — Risk management systems («HacTanoBa 3 Hajle)KHUX MPAKTUK (papMaKOHATIISATY
(HHII®) Moaynbe V — Cucremu ynpasiiHHS pu3ukamuy») [37];

EMA/873138/2011 «Guideline on good pharmacovigilance practices (GVP) Module
VI — Management and reporting of adverse reactions to medicinal products»
(«HactanoBa 3 HanexxHux npaktuk Qapmakonarisny (HHIID) Moayns VI —
VYrpaBiiHHS Ta 3BITYBaHHS Npo MOOIYHI peakuli JIKapcbKuX 3aco01iB») [38];

EMA/816292/2011 «Guideline on good pharmacovigilance practices (GVP) Module
VIl — Periodic safety update reporty («HactanoBa 3 HalleXKHUX TPAKTHK

dapmakonarnsany (HHII®) Moayne VII — PerynspHo OHOBIIOBaHMM 3BIT 3
oesnexn») [39];

EMA/813938/2011 Guideline on good pharmacovigilance practices (GVP) Module
VIIl — Post-authorisation safety studies (HactanoBa 3 HaJeXHUX NPAKTUK

dapmakonarnany (HHII®) Moayns VIII — IlicnspeectpauiiiHe MOCHIIKEHHS 3
oe3nekn) [41];

EMA/395730/2012 Guideline on good pharmacovigilance practices (GVP) Module
VIl Addendum | — Requirements and recommendations for the submission of
information on non-interventional post-authorisation safety studies (Hactanoma 3
HajexHuX npakTuk Gapmakonarisany (HHIID) Moayns VIII Hoxatok I - Bumoru ta
peKoMeHaIli Mmoo mojgaHHs iH(opMaIli Tpo HEIHTEPBEHIIIHHI MICISIPEECTPaIliiHi
JOCITIKeHHS 3 0e3mnekn) [42];

EMA/827661/2011 Guideline on good pharmacovigilance practices (GVP) Module
IX — Signal management (HacrtanoBa 3 HanmeXHUX MpakTUK (papMakoHATIISITY
(HHITI®) Moayne IX — Yrpasninas curaaniom)[43];

EMA/169546/2012 Guideline on good pharmacovigilance practices (GVP) Module X
— Additional monitoring (HactanoBa 3 HaleXHUX NPAKTUK (HapMaKOHATIISITY
(HHI1®) Moaynb X — JlogaTkoBHiA MOHITOPHHT) [44];
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EMA/118465/2012 Guideline on good pharmacovigilance practices (GVP) Module
XV — Safety communication (HactanoBa 3 HajaeXHUX MPaKTUK (papMaKOHATIISTY
(HHII®) Moayne XV — IIporec komyHikaiii 3 muTanb 6e3mnexn) [45];

EMA/204715/2012 Guideline on good pharmacovigilance practices (GVP) Module
XVI — Risk minimisation measures: selection of tools and effectiveness indicators
(Hacranoga 3 Hanexxuux npaktuk Gapmakonarisny (HHII®) Moayns XVI — 3axoau
3 MiHiMi3alii pu3KKy: BigOip iIHCTpyMEHTIB Ta IMOKa3HUKIB e(eKTUBHOCTI) [46];

EMA/168402/2014 Corr* Guideline on good pharmacovigilance practices (GVP)
Product- or Population-Specific Considerations Il: Biological medicinal products
(HacranoBa 3 HamexHux mnpakThk (apmakonariasay (HHII®) Yacruma XIT -
CremiayibHI MUTaHHS 1OJA0 mpemnapaTiB ado momyssiii II: OGionoriyHi nikapchbKi

3acoon) [47];

Oprani3zanis, BIANOBIJAIbHA 3a II0 HACTAHOBY, — MIHICTEPCTBO OXOPOHHU 3[0POB'S
Ykpainu.

HactanoBa MiCTUTh TIOJIOKEHHS, 1110 BIIMOBIAAI0OTh YAHHOMY 3aKOHOJIABCTRBY.

Jlo 1i€i HacTaHOBH OyJIO BHECEHO OKPEMI 3MI1HH, 3yMOBJICHI IPABOBUMH BUMOTAMH Ta
OPUUHATAMU B YKpaiHi TapMOHI30BaHUMHU HOPMATHBHHMH JIOKyMeHTaMu. Jlesiki
peAaxuiiiHi 3MIHA 0yJI0 JOTYy4YEHO 0€3MOCePEeIHbO Y MYHKTH, SKUX BOHU CTOCYIOTHCS;

111 3MiHM II03HAYEHO 1HIIMM WpUPTOM Ta JITeporo N,
Jlo HacTaHOBM BHECEHO TaKi peJaKIliiiHi 3MIHM Ta I0AAaTKOBY 1H(pOpMaIIito:

- JI0OAATKOBO BBEJICHI TaKl CTPYKTYpPHI €JIEeMEHTH HacTaHOBH, siKk «IlepenMoBay,
«Harmionaneanii  BcTym», «Cdepa 3actocyBaHHs», «HopmaTuBHI mocuiIaHHS,
«TepMmiam Ta BH3HAYCHHS TOHATH», «llo3HAKM Ta CKOpPOUYEHHS», a TaKOXK
HaIoHAIBHUN J0jaToK «bibmorpadisy». «3micT» 1i€l HACTAaHOBH IIOJaHO B
OpHUTIHAJTBLHOMY BHTJISAI 3 ypaXyBaHHAM J0JIaTKOBHX CTPYKTYPHHUX €JIEMCHTIB,;

- OCHOBHI TIOJIO’KEHHS BUKJIaAeHO Yy yacTuHi [ «Moayns I — ®apmakonarnsn ta
foro cucrema skocTi», ydactuHi Il «Moapyns II — Maiicrep — daiin cucremu
dapmakonarmany», gactuai Il «Moayne Il — Ayaut cucremu (apMakoHArIsay
3asBHMKAa  (BJaCHUKA  PEECTpAIlIMHOrO  TOCBIIUEHHS), 10  MPOBOJUTHCS
YIOBHOBaXEHOI0 MIHICTEpPCTBOM OXOPOHH 3JI0POB’S CHEIiali30BaHOIO0 €KCIEPTHOIO
YCTaHOBOIO y cdepi 3aiiicHeHHs papmakoHarisany “», dactusi IV «Moayns IV —
«Ayaut 3 ¢apmakoHariany», dactuHi V. «Moayns V — Cuctemu ynpaBlliHHS
puzukamuy, dactuHi VI «Moaynes VI — YhpapmiHHsS Ta 3BITYBaHHS PO MOOIYHI
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peaxiii gikapchkux 3aco0iB», yactuni VIl «Moayns VII — PerynspHo oHOBIIOBaHMIA
3BIT 3 Oe3neku», yactuHi VIII «Moaynes VI — IlicnsapeecTpariiiine gociaipkeHHs 3
6e3nekn», yactudi IX «Moayns IX — YnopasninHs curaaiomy», yactui X «Moayinb
X — HonaTtkoBuii MoHITOpHHTY», yacThHI XI «Moayne XV — Ilporec komyHikarii 3
nuTaHb 0e3nekn», gacturi Xl «Moxyns XVI — 3axoau 3 MiHiMi3a1ii pu3uKy: BiaOip
IHCTPYMEHTIB Ta TNOKa3HHKIB edekTuBHOCTI», yacTuHi Xl «CnemianbHi nutaHHs
moao mpenapatiB abo momyssamii II: Gionoriuni mikapchbki 3aco0u» MPU LBOMY
KOXXHUM CTPYKTYPHUH €JIEMEHT Ta HOTO HOMED Y 111 HACTaHOBI BIAMOBIIAIOTH TAKUM
y HactaHoBi «Guideline on good pharmacovigilance practices (GVP)» («Hacrtanosa 3
HaJeXKHUX TpakTuK dhapmakoHarysiny (HHIID)y);

- po3nin «TepmMiHM 1 BHU3HAYEHHSI TOHSATH» CKJIQJCHO HA OCHOBI PO3AUTIB
EMA/541760/2011 «Guideline on good pharmacovigilance practices (GVP). Module
| — Pharmacovigilance systems and their quality systems» («HacTtanoBa 3 HaleXKHUX
npakTuk ¢dapmakoHarisany. Moayns | - dapmakoHarisa Ta HOro cuctema SIKOCTI»)
[33];

EMA/816573/2011 «Guideline on good pharmacovigilance practices (GVP) Module
Il — Pharmacovigilance system master file» («HacTtanHoBa 3 HaneXHUX NPAKTUK
dapmakonarnany (HHII®) Moayns II — Maiictep-daiin cuctemu dhapMakoHATIISITY»)
[34];

EMA/119871/2012 «Guideline on good pharmacovigilance practices (GVP) Module
Il — Pharmacovigilance inspections» («HacranoBa 3 HameXHHX TPaKTHK
dapmakonarnany (HHII®) Mogynes III — Ayaut cucremu QapmakoHarisgy
3asBHMKAa  (BJACHMKA  PEECTPALIMHOIO  MOCBIAYEHHS), IO  MPOBOJUTHCA
YIOBHOB)XEHOIO MIHICTEPCTBOM OXOPOHH 37I0POB’S CIICIaII30BAHOI0 €KCIIEPTHOIO
yCTaHOBOIO Y cdepi 3xaiticHeHHs papmakonarmsaay “») [35]. V posminax III.C.1. —
[1.C.4.2. ta III.C.6. mpencrasiena iHpopMallis Mpo Te, sIKI CTPYKTYpU Ta y SIKAN
cnocid 311MCHIOIOTH MPOLIECH MOHITOPUHTY BIAMOBIIHOCTI 31MCHEHHS 3asBHUKAMU
dapmakoHarisy BUMOTaM 3aKOHOJIAaBCTBA B YKpaiHi. Takox, y 3a3HAYCHUX BHIIEC
po3aunax moay:ns I onucana posib HUX CTPYKTYD;

EMA/228028/2012 «Guideline on good pharmacovigilance practices (GVP) Module
IV — Pharmacovigilance audits» («HacTanoBa 3 HaJeKHUX MPAKTUK (papMaKOHATIISAY
(HHITI®) Moayns IV — Ayaur 3 hapmakonarisay») [36];

EMA/838713/2011 «Guideline on good pharmacovigilance practices (GVP) Module
V — Risk management systems («HacTanoBa 3 HaJIe)KHUX MPAKTUK (PapMaKOHATIISTY
(HHI1®) Moaynb V — Cuctemu ynpasiiHHS pu3ukamuy») [37];

EMA/873138/2011 «Guideline on good pharmacovigilance practices (GVP) Module
VI — Management and reporting of adverse reactions to medicinal products»
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(«<HactanoBa 3 Hanexxnux mnpaktuk (apmakoHarnsgy (HHII®) Moayms VI —
VYrpaBiniHHS Ta 3BITYBaHHS MO MOOIYHI peakiiii JJiKapchbkux 3aco0iBy) [38];
EMA/816292/2011 «Guideline on good pharmacovigilance practices (GVP) Module
VIl — Periodic safety update report» («HacTtaHoBa 3 HaJIEXHHX HPAKTUK
dapmakonarmsany (HHII®) Monmyme VII — PerymsapHo oHOBIOBaHUW 3BIT 3
oesnexn») [39];

EMA/813938/2011 Guideline on good pharmacovigilance practices (GVP) Module
VIl — Post-authorisation safety studies (HactanoBa 3 HaleKHUX MPAKTUK
dapmakonarnany (HHII®) Monyne VIII — IlicnspeectpariiiiiHe AOCHIIKEHHS 3
oesnekn) [41];

EMA/827661/2011 Guideline on good pharmacovigilance practices (GVP) Module
IX — Signal management (HacrtanoBa 3 HajeXHHX NpPaKTUK (apMaKOHATISILY
(HHI1®) Moayns IX — Yrpasiiaas curHaiom) [43];

EMA/169546/2012 Guideline on good pharmacovigilance practices (GVP) Module X
— Additional monitoring (HacranoBa 3 HaleXHUX TMPAKTHK (apMaKOHATIIALy
(HHIT1®) Moaynp X — JlogaTkoBuii MOHITOpPHHT) [44];

EMA/118465/2012 Guideline on good pharmacovigilance practices (GVP) Module
XV — Safety communication (HactanoBa 3 Hale)KHUX TMpPaKTUK (papMaKOHATIISITY
(HHI1®) Moayns XV — Ipornec komyHikaiiii 3 matanb 0e3nekn) [45];
EMA/204715/2012 Guideline on good pharmacovigilance practices (GVP) Module
XVI — Risk minimisation measures: selection of tools and effectiveness indicators
(HacranoBa 3 HanexHux npaktuk papmakonarisiay (HHIID) Moayns XVI — 3axonu
3 MiHiMi3alii pu3nKy: Big0ip iHCTpyMEHTIB Ta MOKa3HUKIB epekTuBHOCTI) [46];
EMA/168402/2014 Corr* Guideline on good pharmacovigilance practices (GVP)
(HactanoBa 3 nHanexHux npaktuk ¢apmakonariany (HHII®D) Yacruna XHI  —
CremiaiibHi MUTaHHA 1IOJI0 mpernapariB abo momyisamii II: Giomoriuni sikapchki
3acobu [47];

Lle#i po3ain He TO3HAYEHO HOMEPOM Ta BUKJIAJCHO CIiJI0M 3a po3auiom « HopmartuHi
noCUJIaHHs». Ycl TepMiHH Yy po3aiai «TepMiHu Ta BU3HAYEHHs MOHATH» HABEJICHO B
an(aBiTHOMY TOPAJIKY, BOHU CYIPOBOKYIOTHCS TOCHUJIAHHSM Ha HOPMATHBHHMA
JTOKyMEHT, Oi0miorpadiyHuii OMUC SKOTO HABEICHO Yy HAIIOHAIBHOMY JOJATKy
«bi6miorpadisy;

- y po3auni «HopMaTtuBHI MOCHIaHHS» JTOAATKOBO HaBeleHO Oi0miorpadiuHuit
ONKUC HOPMATUBHUX JOKYMEHTIB, IO 3raJyI0ThCs y L1 HACTaHOBI;

- y  HamioHaJbHOMY  gojaatky  «biOmiorpadis»  10JaTKOBO  HABEICHO
616miorpadiuHMii ONTUC HOPMATUBHUX JIOKYMEHTIB, IOCUJIAHHS Ha K1 HABEJEHO Y 11N

HACTAHOBI;
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- y posauti «[lo3Haku Ta CKOpPOYEHHS» JJOJATKOBO HABEIEHO MO3HAYCHHS
CKOpPOYEHbB, III0 BUKOPUCTOBYIOTHCS Y I[ill HACTAHOBI;

- 10 BChOMY TEKCTY BHECEHO PEAAKI[iiiHI 3MIHM y MOCWJIAHHS Ha CTPYKTYpHI
CJIEMEHTH I[i€l HACTAaHOBM, HAIPHKIIAJ 3aMICTh «(See Section 3)» BKazaHO «(IMB.
po3iia 3 1€l HAaCTaHOBM)»;

- JOJJaTKOBO JIO0 TOocHJaHb Ha KepiBHUIITBA €C 3poOJEHO TMOCWIAHHS Ha
BIJIMTOBI/THI TAPMOHI30BaH1 JOKYMEHTH, 3aTBEPKCHI B YKpaiHi.

Ils HacTaHOBa € pPEKOMEHAAMISMHU I TJIAaHYBaHHS Ta 3IIACHEHHS HArJsiay 3a
JTKapChbKUMU 3ac00aMu MpH iX MEAMYHOMY 3aCTOCYBAHHI.

[IpaBoBuii cTaTyc Ili€i HACTAaHOBHM BIJINOBIJIa€ MPABOBOMY CTaTyCy BIJMOBIHOTO
kepiBHULTBa B €C, 3 SIKUM rapMOHI30BaHO po3po0JieHy HacTaHOBY. Llto HacTaHOBY
CJIJI pO3TJISAATH SIK TEXHIYHUM JOKYMEHT JJI1 HaJaHHS PEKOMEHJAlii 3aBHUKAM Ta
BJIACHMKAM PEECTpALiiHUX MOCBIIYEHb, KOMIIETEHTHUM YIOBHOBA)KEHUM OpraHam
Ta/abo0 IHIIMM 3allIKaBJIEHUM 0co0aM 00 HANKpaloro Ta HalOUIbII NPUUHITHOTO
Ccroco0y BUKOHAHHS IOJOK€Hb, BU3HAYEHMX (hapMalleBTUUHUM 3aKOHO/aBCTBOM
VYkpainu. lle HaykoBe KEpIBHUIITBO MOB'sI3aHE 31 CHEU(DIYHUMU MUTAHHSIMU I10JI0
3MIACHEHHS HarjsAy 3a JIKapChKUMHU 3ac00aMM IMPH iX MEJUYHOMY 3aCTOCYBaHHI.
[TonoxeHHs 11€1 HACTAHOBH B1I0OPaXKyrOTh TapMoOHi3oBaHu# (y pamkax €C) miaxiz;

BOHU 0a3yIOThCSA Ha OCTaHHIX HAYKOBHX JOCSITHEHHSIX Y I1H Tay3i 3HaHb.

Y pamMkax 4YMHHOTO 3aKOHOJABCTBA LS HACTAaHOBA HE MA€ CUJIM HOPMAaTUBHO-
MPaBOBOTO aKTa, il MOJOXKEHHS € peKkoMeHAalisiMu. {10 HacTaHOBY Ciif] pO3rIsIAaTU
AK TapMOHI30BaHy TIO3UII0  €BPOMEHCHKOTO  (HapMaleBTUUHOTO  CEKTOPA;
NOTpUMaHHA 1i TOJOXXEHb 3allIKaBJICHUMH CTOPOHAMHU TMOJETHIUTh  OIIHKY
PEECTPAILIMHUX JOChE, @ TAKOXK MIJIBUIIUTh SKICTh Ta 0€3MeKy JKapChbKUX 3ac00iB B
VYkpaini. OgHak MOXyTh OyTH 3aCTOCOBaH1 aJIbTEPHATHBHI MIJIXOAM 33 YMOBH iX

BIAMOBITHOTO HAYKOBOT'O OOIDYHTYBAHHS.

Takuii miaxig 10 TPaBOBOrO CTaTyCy OUIBIIOCTI HAYKOBUX KEPIBHULITB BUKIAACHUHN Y
JTOKyMEHT1 €Bpomnenchkoro arenrcrBa 3 Jikapcbkux 3acob6iB (EMA) Doc. Ref.
EMEA/P/24143/2004 «Procedure for European Union guidelines and related
documents within the pharmaceutical legislative framework, 2005» (IIpouemypa
IOJI0 KEpIBHUITB Ta CYMYTHIX JOKyMEHTIB €Bpornelicbkoro Coro3y B pamKax
dapMareBTHUHOTO 3aKk0oHOMaBcTBa, 2005) [48]. Bkazanuii miaxia BiAMOBiAa€ MO3MITT
BTO BiiHOCHO 3aCTOCYBaHHS CTaHAAPTIB.
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[{s HacTaHOBa Oy/e PEryJsIpHO MEPETIsAaTUCS BIAMOBIAHO 0 3MiH 1 JOTIOBHEHbB, 10
BHOCTHCS 10 «Guideline on good pharmacovigilance practices (GVP)» («Hacranosa
3 HaJIeXKHUX MpakTuK dapmakoHarsiny (HHIID)y).
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