3ATBEP/IXKEHO
noctanoBoro KaGinery MinicTpiB Ykpainu
Bia 22 xoBTHS 2025 p. Ne 1351

3MIHU,
10 BHOCATHCS 110 moctaHoBu Kabinety MiHicTpiB Ykpainu
BiJ1 26 TpaBHs 2005 p. Ne 376

1. Y nmocranosi:

1) B a63ani TperboMy myHKTY 11 croBa “mimsraroTs 3aKymiBii” 3aMiHHTH
clioBaMu “OyJnH 3aKyruieHi”, a cioBa “‘/lep:kaBHUI peecTp JKapChKUX 3aCO01B
Ykpainu” B yciX BIAMIHKax 3aMIHUTH CJIOBaMU “‘JlepaBHUMN PEeCTp JMKAPCHKUX
3ac001B” y BIANOBIAHOMY BIJIMIHKY;

2) y mignyskTi 1 mynkry 12 cnosa i mudpu “mynxra 6—8, mynxru 20—23,
ab3amy TpeTiil 1 yeTBepTUil MyHKTY 26, a03ai TpeTiid myHKTy 27, ab3ar m’ saTuit
nyHkty 29, nynktu 40—43” 3aminutu cioBamu 1 nudpamu “myHKTH [—8,
21—23, ab63am yeTBepTUi NMyHKTY 26, ab3a1r TpeTiil myHKTy 27, ab3ar I ST
nyHkTy 29, mynktu 41—43”.

2. Y Topsinky nepskaBHOI peecTparlii (mepepeecTpaiiii) JiKapcbkux 3aco0iB,
3aTBEP/KEHOMY 3a3HAYEHOIO TTOCTAHOBOIO:

1) myHKT 3 TOMOBHUTH ab3aliaMy TAKOTO 3MICTY:

“3asBa MOA€THCS IIISIXOM OCOOMCTOTO 3BEPHEHHS, HaJICUJIAHHS IOIITOBUM
BIJIIPABJIEHHSAM a00 B €JEKTPOHHIN (QOpMI 3 HaKIAIEHHAM KBali(hiKOBAaHOTO
€JIEKTPOHHOTO MIANKCY UM MEYATKH a00 yIOCKOHAJIEHOTO €JIEKTPOHHOIO MIAMUCY
YU TEYaTKH, M0 0a3yloThCsd Ha KBaji(pikoBaHOMY cepTHdIKaTi €IeKTPOHHOTO
MIJMACY YU TIEYaTKH (32 HAIBHOCTI).

3asiBa Mpo JIepKaBHY PEECTPAILito JIKapChbKOro 3aco0y peectpyeThess MO3 y
JEeHb 11 HaAXO0XKEHHS.

Posrisi 3asBu MpOBOAUTHCS Y CTPOK, 110 He nepeBuirye 10 pobouux JHIB.

VY pasi nomaHHs 3asBU 3 MOPYIIEHHSM BUMOT MYHKTY 12 mporo Ilopsnky
nocagoBa ocoba MO3 mnpuiiMae pilieHHS TPO 3aJUIICHHS 3asBU 0€3 pyxy
NUIIXOM HAJACWJIAHHS 3asBHUKY NPOTATOM TPhOX pPOOOYMX MHIB 3 JHS 1l
HAJIXO/DKCHHS MHCHhbMOBOTO TMOBIIOMJICHHS PO 3aJUIICHHS 3asBU 0€3 pyXy, a B
pa3i 0COOMCTOro 3BEpHEHHsS 13 3asgBOI0 HeErailHo (3a MOJKJIMBOCTI) TaKe
MOB1JIOMJICHHSI BPYUYa€ThCS MiJl PO3MHUCKY 0C001, sIKa Mojjaa 3asBy.

VY NoBIAOMIIEHHS TIPO 3aJMIIEHHS 3as8BH 0€3 PyXy 3a3HAYaIOThCs BUSBJICHI
HEJI0JIIKH 3 MOCUJIaHHSAM Ha OpYIleH1 BUMOTH TyHKTY 12 nporo [opsaky, crocio
Ta CTPOK YCYHEHHSI HEIOJIIKIB, & TAKOK CIIOCOOU, MOPSAOK Ta CTPOKU OCKAPKEHHS
PILIEHHS PO 3AJIUILIEHHS 3asBU 0€3 PyXYy.
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MO3 BCTaHOBIIIOE CTPOK, TOCTATHIN AJISl YCYHEHHS 3aiBHUKOM BHUSIBIICHUX
HenouikiB. 3a kjonoTaHHsAM 3asBHMKa MO3 mpoaoBKye CTPOK YCYHEHHS
BUSBJIEHUX HEIOIIKIB.

HeoOrpyHToBaHe 3aiuliieHHs 3asBU 0€3 pyXy HE J0MYCKAEThCA.

V pas3i ycyHeHHs BUSBIEHHUX HENOJIKIB Y CTPOK, BcTaHOBIeHU MO3, 3asBa
BBAXXAE€THCS IOJAHOI0 B JCHb ii NMEPBMHHOTO moaaHHsA. lIpum 1boMy CTpoOK
PO3TJISILY CIpaBU MPOJOBKYETHCS HA CTPOK 3aJUIIEHHS 3asBU 0e3 pyxy, aje He
Moske nepeBuiryBaT 30 KalleHIapHUX JTHIB 3 THA 11 HaaxoKeHHs 10 MO3.

He nomyckaeThcsi MOBTOpPHE 3aJUIICHHA 3asBU 0€3 pyXy, B SKid YCYHYTO
BUSIBJICH] HEIOJIKHY, 3a3HA4YEHI B IOB1IOMJICHHI PO 3aJIMILICHHS 3asiBU 0€3 pyxy.”;

2) MyHKT 6 BUKJITIOYHTH;
3) MyHKT 7 BUKJIACTH B TaKii pelaKIlii:

“7. JepxaBHY peecTpaliio JIKapChKOTro 3aco0y, SKUU 3aKyNOBYETHCA
0c00010, YITOBHOBKEHOIO Ha 3/IIMICHEHHS 3aKyIiBEIb Y cpepi OXOpOHU 370POB’,
Ta MPHU [IbOMY € 3aPEECTPOBAHUM KOMIIETEHTHUM opranoM Cronyuenux lllTaTiB
Awmepuku, Beaukoi bputanii, [lIBeiapcrkoi Kondeneparii, Anonii, ABctpanii,
Kanamgu, nepxaBu — uneHa €Bponelicbkoro Coro3y Ta 3aCTOCOBYETHCS Ha
TepuTopli 1MX KpaiH ab0 3apeecTpOBaHMM KOMIETEHTHUM OpPraHoM
€poneiickkoro Coro3y 3a EeHTPaTI30BaHOI0 POLIETYPOIO Ta 3aCTOCOBYETHCS HA
TepuTopli nepxkaB — uieHiB €Bponeiickkoro Coro3y abo BKIIOYEHUH 710 6a3u
JaHUX JIKapChKUX 3ac00iB, 10 MOXYTh 3aKyNOBYBAaTHCS B paMKax
Hanzsuuaiinoro miany Ilpesunenta CILIA mis HagaHHs nomnoMoru B 00poTh0i
npotu BIJI/CHI/y (The United States President’s Emergency Plan for AIDS
Relief), po3mimenoi Ha odimiiHOMy BeO-CaiiTi KOMIETEHTHOTO OpraHy
Cnonydenux IlltaTiB AMEpuKH, Ui Ma€ MOMEPETHE CXBAJICHHS KOMIETEHTHUM
opranom Cnionydyenux Illtarie Amepuxu (Tentative Approval), abo BkitoueHui
no mepeniky npekBamigikoBanux BOO3 mikapchkuxX 3aco0iB YW BaKIMH 1
BUPOOJISIETHCA HAa 3a3HAYCHIN B TAKOMY TEPENTIKy BUPOOHHUUIN JUIBHUIN Ha JIATy
nojgaHHs 3asBM (dami — JIIKApChKUE 3aci0, SIKUi 3aKyMmOBYEThCS 0OCO0OIO,
yIIOBHOBKEHOIO Ha 3/IMCHEHHS 3aKymiBeldb y cdepi OXOpPOHH 310pOB’s),
sniiciroe MO3 Ha mifcTaBl 3asBU Ta BHUCHOBKY LleHTpy, ckiameHoro 3a
pe3ynbTaTaMu TPOBENCHHS Yy BuzHaueHoMy MO3 TopsAlKy MepeBipKU
peECTpaliifHUX MaTepiaiiB Ha IX aBTCHTHUYHICTb.”;

4) y nmyHKTI 8:
JIOTIOBHUTH ITYHKT IicJig a03ally NepIioro HOBUM a03a1oM TaKoro 3MICTY:

“Jlep>kaBHa peeCTpallisi TAKOTO JIIKAPCHKOTO 3acol0y 3A1HCHIOEThCA 13
MapKyBaHHSM Ta IHCTPYKIIEIO MPO 3aCTOCYBaHHS JIKAPCHKOro 3acoly, IO
BIJIMOBIJIAI0OTh BUMOTAaM YacCTUH Mepioi Ta m’stoi crarti 12 3akony Ykpainu
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Bix 4 kBiTHS 1996 p. Ne 123/96-BP “TIpo mikapcbki 3aco0u’™.”.

VY 3B’s13Ky 3 UM a03a1] Apyruii BBaKaTH a03a1i0M TPETIM;
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a03a1] TpeTii BUKJIACTH B TaKii PeAaKIIii:

“Ha maTy momaHHs 3asBH PO JEpPKaBHY PEECTPAIIiiO JIIKapChKOTO 3aco0y,
SAKUW TUIsIrae 3aKymiBill, IO 3IHCHIOETBCS OCO00I0, YIIOBHOBAXXEHOIO Ha
3MIMCHEHHS 3aKymiBellb y cdepi OXOpOHHU 370pOB’s, TaKUM JIKAPChKUM 3aciOd
MOBUHEH OYTH BKJIFOUCHHH J0 MEPeNIiKy JIKapChKUX 3ac001B, MEIMYHUX BUPOOIB
Ta JOMOMDKHHX 3ac00iB O HHX, IO 3aKyMOBYIOTHCS 32 KOIITH JIEPKaBHOTO
OrO/DKETy ISl BUKOHAHHS MPOTpaM Ta 31MCHEHHS IIEHTPaIi30BaHUX 3aXOJliB 3
OXOPOHH 3JI0pOB’s1, Ta/abo JI0 MepemiKy JIKapChKUX 3ac00iB, M0 3aKYITOBYIOTHCS
3a JIOTOBOpaMHU KEPOBAHOTO JOCTYITy, 3aTBEP/KEHUX MOCTaHOBOI KaliHnery
MinictpiB Ykpainu Bin 7 Oepesns 2022 p. Ne 216 “Jlesiki muTaHHA 3aKyIiBIi
JIKapChKUX 3aco0iB, MEIWYHUX BHUPOOIB Ta JOMOMDKHHX 3ac00iB 10 HUX’
(Odiniiiamii Bicauk Ykpainu, 2022 p., Ne 25, ct. 1303, Ne 99, c1. 6199; 2024 p.,
Ne 36, cT. 2267).”;

5) nyHKT 18 BUKIIOYHTH;
6) myHKT 19 10MOBHUTH a03a10M TaKOT'O 3MICTY:

“ITig yac po3MsiAy peecTpaliiHuX MaTepialiB Ha JIIKapChbKUM 3aci0, aKui
3apeecTpoBaHuil KoMmreTeHTHUM opraHoMm Cnonyudenux IllTaTiB Amepukw,
Bemukoi bputanii, IlIsetinapcekoi Kondenepartii, fAmnonii, Apctpami, Kanamu,
JIKApChKUi 3aci0, 10 3a IEHTPaTi30BAaHOIO IMPOILEIYPOI0 3apeecTpOBAHUMN
KOMITETEHTHUM OpraHoM €Bporneiicbkoro Coro3y Ta 3aCTOCOBYETHCS HA TEPUTOPIL
UX KpaiH 4u AepkaB — wieHiB €Bponeiickkoro Coro3y, eKcrnepTu3a MaTepialiB
PEECTPAIIIMHOTO JIOChE, TMOJAHOTO PETYIATOPHOMY OpraHy KpaiHu, Je TaKui
JIKApChKU 3ac10 3apeecTpOBAHU, HE TPOBOIUTHCA.”;

7) nyHKT 20 BUKJIIOYUTH;
8) myHKT 21 BUKIACTH B Takii peaaKilii:

“21. o 3asBU TpO JEpkKaBHY PEECTPAIllI0 JIIKAPCHKOTO 3aco0y, SIKUM
3aKyMOBYETHCS 0CO00I0, YIOBHOBA)XEHOIO Ha 31MCHEHHS 3aKymiBenb y cdepi
OXOpOHHU 370poB’s (KpiM JiKapCchbKOro 3aco0y, BKIIIOYCHOTO [0 TMEPETiKy
npekBaniikoBanux BOO3 mikapcekux 3aco0iB 4M BaKIUH (Jaidi — TEpertik
BOO3), 3aMicTh JOKYMEHTIB, 3a3Ha4eHUX Y MignyHkTax 1—6 nyHkry 13 1poro
[Topsnky, 1OArOTHCH:

1) IOKyMEHT, IO MiATBEP/UKYE PEECTPALiI0 JIKApChKOro 3acoly Y
BIJIMOBIIHIA  KpaiHi abo ¥Moro peecTpaiil0 KOMIIETEHTHHUM  OpPTraHOM
€porneiickkoro Coro3y 3a IEHTPaIi30BaHOIO MPOIEAYPOIO Ta 3aCTOCYBaHHS Ha
TEepUTOPIi BIAMOBIIHUX KpaiH 4u AepkaB — ujieH1B €Bpomneiicbkoro Coro3y, ado
JUCT KoMmrieTeHTHoro oprany Cmomydenux llltatiB AMepuky mpo TOMEpeaHe
CXBaJICHHs JIikapcbkoro 3aco0y (Tentative Approval) Ha naty nmonasHs 3asBU PO
JIepKaBHY PEECTpaIlito, 3aCBIIUCHUN MIAMUCOM 3asiBHUKA a00 YIOBHOBa)XXEHOTO
HUM TIPE/ICTaBHUKA,;

2) Marepiald PEECTPAIifHOIO J0Ch€, HA IMIACTaBl SAKHUX 3OIHCHEHO
peecTpaiiiro a00 BHIAHO JHUCT KommeTeHTHoro oprany Cnomydenmx IllTatiB
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AMepHKH TIpo MONepeTHE CXBaJICHHS JIiKkapchkoro 3aco0y (Tentative Approval),
3 ypaxyBaHHSM YCiX BHECEHHUX 3MiH;

3) maTepiajaM MO0 METOMIB KOHTPOJIO SKOCTI TOTOBOIO JIIKAPCHKOIO
3aco0y (KIHIIEBOTO MIPOAYKTY);

4) 3BiT a00 IHIIMK JOKYMEHT, Ieper0dadeHnii KpaiHO peecTparii, o0
OIIIHKH JIKAPChKOTO 3aco0y, CKIAJACHHWA PETYIATOPHUM OpPraHOM KpaiHH, e
TaKWH JTIKapChKHK 3aci0 3apeecTpoBaHuii (KpiM JTIKapChbKUX 3ac00iB, SIKI MAlOTh
MOTIEPETHE CXBaJIEHHS KOMIIeTeHTHUM opranoM Cronydenux llltarie Amepuku
(Tentative Approval);

5) iHcTpykilis abo iHdopMaliis MPO 3aCTOCYBAaHHS JIKapChbKOro 3aco0y,
BUKJIQJICHA MOBOIO OpHTiHAIy (MOBOIO, BIJIMIHHOIO BiJ JEpKaBHOI), KOPOTKa
XapaKTEPUCTHKA JIIKAPCHKOTO 3aco0y, BHKIAJCHA MOBOK OpHriHaimy (MOBOIO,
BIIMIHHOIO BiJ ICP’KaBHOI);

6) rpadiuHe 300pakeHHs MakeTa yIMaKOBKU JIKapPChKOTO 3ac00y Ta TEKCT
MapKyBaHHsS TIEPBHHHOI Ta BTOPHHHOI (32 HAsBHOCTI) YIaKOBKH JIIKAPCHKOTO
3aco0y;

7) mepekaaan TeKCTY MapKyBaHHS MEPBHMHHOI Ta BTOPUHHOI (32 HAasBHOCTI)
YIaKOBKH JIIKAPCHKOr0 3ac00y Ta IHCTPYKIIii a0o iHhopMaIlii mpo 3aCTOCYBaHHS
JIKApChKOT0 3ac00y, KOPOTKOI XapaKTEPUCTUKH JIIKAPCHKOr0 3aCO0y JeP:KaBHOIO
MOBOIO, 3acCBITYE€HI IMIJAMUACOM 3asiBHUKAa ab00 yIMOBHOBAKEHOTO HUM
MPEICTaBHUKA,;

8) 3acBimucHa KOIisS JOKYMEHTA, IO MiATBEPPKYE BIAMOBIIHICTE YMOB
BUPOOHUIITBA J'IlKapCBKOFO 3aco0y, MOJAHOTO HA PEECTpallilo, BUMOTaM J0
BUPOOHMIITBA JIIKAPCHKUX 3ac00iB B YKpaiHi, 0 BUAAHUNA JIep KIIIKCITy)0010
BiAmoBigHO 10 Ilopsnky mpoBeneHHS MiATBEPKEHHS BiAMOBIIHOCTI YMOB
BUPOOHMIITBA JIIKAPCHKUX 3aCO0IB BUMOraM HajeXKHOi BUPOOHWYOI MPAKTHKH,
3atBepmkeHoro MO3, abo nucbMoBe 3000B’s3aHHS BUPOOHUKA BUPOOJISITH
BIIMOBIAHUN JTIKApCBKUM 3aci0 g IMOocTayaHHS B YKpaiHy Ha THX CaMUX
BUPOOHMYUX TMOTYKHOCTSX, IO 3aCTOCOBYIOTHCA Yy BUPOOHHUITBI JIIKAPCHKUX
3ac001B, MpPU3HAYEHUX IS BUKOPUCTAHHA Yy BIAMNOBIAHIN KpaiHi peecTparii
(Cionyuenux  Illtatrax Amepuku, Benukii bpuranii, IlIBeitnapcokii
Kondenepamii, Anonii, Apcrtpamii, Kanami ab6o pgepxaBax — ujeHax
€sporneiickkoro Corozy), ab0 Ha BUPOOHWYMX MUTBHUIIX, 3a3HAYCHHUX Y
Marepiajiax JOCh€, Ha MiJCTaBl SIKUX OTPUMAHO JIUCT KOMIIETEHTHOTO OpraHy
Cnonyuenux llltatiB AMepuku mMpo MonepeHe CXBAJICHHS JIKapChKOTo 3aco0y
(Tentative Approval).”;

9) nonouuTH Iopsagok mynkramu 2111 212 Takoro 3micry:

“21%. Jlo 3asBm mpo nepiKaBHY pPEECTpALilo JIKapCHKOro 3aco0y, SAKHUii
3aKyMOBYETHCSA 0CO00I0, YIOBHOBA)XEHOIO Ha 3I1MCHEHHS 3aKymiBenb y cdepi
OXOPOHM 3JI0pOB’sl, BKJIOUeHOro a0 mnepeniky BOO3, 3aMicThb JOKYMEHTIB,
3a3HaueHuX y mianyHkrax 1—6 nynkry 13 uporo Iopsaky, nonarorbes:

1) marepianu peecTpaliiHOTO OOCh€, SKI MOJaHI s mpekBaiigikaril
BOO3, 3 ypaxyBaHHSM yCiX BHECEHUX 3MiH;
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2) Marepialid MO0 METOIIB KOHTPOJIO SIKOCTI JIIKAPCHKOTO 3aco0y
(KIHIICBOTO MPOIYKTY);

3) 3BIT IIO/10 OI[IHKH JIIKapChKOro 3aco0y, Buganuii BOO3;

4) iHcTpyKiig abo iHdopmalis Mpo 3acCTOCYBaHHS JIIKapCHKOIO 3aco0y,
BHKJIaJICHA MOBOIO OpHUTiHaay (MOBOIO, BIIMIHHOIO Bifl I€P:KaBHOI);

5) rpadiune 300pakeHHS MakeTa yHakKOBKH (OpHIiHAAy YIAKOBKH)
JTKapChKOrO 3aco0y Ta TEKCT MapKyBaHHsS IIEPBHHHOI Ta BTOpPUHHOI (3a
HAsBHOCTI) YIAKOBKH JIIKQpCHKOTO 3aco0y, BHUKJIQJCHWH MOBOIO OpHTIHATY
(MOBOTO, BIIMIHHOIO BiJT ACPKABHOI);

6) mepeknany TEKCTY MapKyBaHHS MIEPBHHHOI Ta BTOPUHHOI (32 HAassBHOCTI)
YIaKOBKH JIIKAPCHKOTO 3ac00y Ta 1HCTPYKIIii ado iHhopMmarlii mpo 3aCTOCYBaHHS
JIKapChKOTO 3ac00y MIepKaBHOIO MOBOIO, 3aCBITUEHI MIAMUACOM 3asBHUKA abo0
YIIOBHOBKEHOTO HUM TPEICTABHUKA.

21%2. CTpok mepeBIpKM peecTpalifiHMX MaTepiaiB, 3a3HAYEHUX Y
nyakrax 21 i 21! nporo ITopsaky, Ha iX aBTEHTHYHICTH HIOAO BiANOBiITHOIO
JIKapChKOTO 3aco0y HE MOBHUHEH IEPEBUINYBAaTH CEMH POOOYUX AHIB 3 JHS
MOJaHHS [IMX MaTepialliB.

[lin yac mepeBipKHM peeCTpalliiHUX MaTepialiiB Ha IiX AaBTEHTUYHICTh
EKCIIepTU3a MaTrepialiB PEECTPALIMHOTO JOChE, MOJAHOTO PETYISATOPHOMY
opraHy KpaiHu, Jie TaKuil JTIKapChKHil 3aci0 3apeecTpOBaHU, HE TPOBOUTHCA.”;

10) y myHKTi 22:
a03a1 nepirii BUKJIACTH B TaK1MA pelaKii:

“22. Jlo 3adBU TIPO JEpKaBHY PEECTPAIlIIO JIIKAPCHKOTO 3aco0y, SIKUM
3aKyMOBYETHCS 0CO00I0, YIOBHOBA)XEHOIO Ha 3I1MCHEHHS 3aKymiBenb y cdepi
OXOPOHHU 3JI0pPOB’s, HE3AJEKHO BIJI KpaiHM BUPOOHMKA 3 MApPKyBaHHSM Ta
THCTPYKIIIEIO PO 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y, 1110 BiJIMOBIIAI0Th BUMOTaM
yacTUH mepiioi Tta m’saroi ctatti 12 3akony Ykpainu Big 4 xBitHs 1996 p.
Ne 123/96-BP “TIpo mikapchki 3aco0u”, 3aMicTh JOKYMEHTIB, 3a3HAYCHUX Y
nignyakrax 1—6 mynkry 13 mporo [opsaky, nomatotbes:”;

JIOTIOBHUTH ITYHKT a03aliaMu TaKoro 3MICTY:

“CTpOK eKCIepTH3U peeCTpaIlitHuX MaTepiaiiB JJIsl JIKapChKHUX 3aC001B, K1
3aKyMOBYIOThCSI 0CO00I0, YITOBHOBAKEHOIO Ha 3/IMCHEHHS 3aKymiBeNb y cdepi
OXOPOHHU 3JIOPOB’s, HE3aJIeKHO BiJ KpaiHM BUPOOHHMKA HE TOBUHEH
nepesuiryBatu 30 pobouux JHIB.

J1o CTpOKiB eKCIEPTHUX POOIT HE BXOAUTH Yac, KOJIU MaTepiainu nepedyBanu
Ha JI0OIpallfOBaHHI B 3asBHUKA, Yac, HEOOX1THUM JIJIs1 OTpUMAaHHS BIAMOBIACH BiT
TpeTix oci0 (y TOMy 4YHCIIi BiJl YIOBHOBa)KEHUX OpraHiB YKpainu Ta/abo iHIIHMX
KpaiH), 10 MOB’S3aHO 13 MPOBEJACHHIM EKCIIEPTH3HU, a TAKOX Yac MPOBEICHHS
1a0b0paTOpHUX BUIIPOOYBaHb.”;

11) nyHKT 23 BUKIIOYUTH;
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12) migmynkTy 5 i 6 mynkry 23! BuknacTu B Takiii pegakuii:

“5) DOKYMEHT, IO MiATBEPIXKYE 3aCTOCYBAHHS JIKapChbKOro 3acoly Ha
teputopli Crionyuenux IltatiB Amepuku, Benukoi bputanii, IlIBeitnapcskoi
Kondenepamii, SAmonii, Apctpami, Kanmamu abo pgepxaB — YJIeHIB
€Bponeiicbkkoro Coro3y, 1 NHUCbMOBE 3000B’s3aHHS BUPOOHUKA BUPOOISTH
BIIMOBITHUM JIIKapCbKUM 3aci0 g TMOocTayaHHsS B YKpaiHy Ha THUX CaMUX
BUPOOHMYUX TMOTY>KHOCTSIX, IIO0 BUKOPUCTOBYETHCA MiJ 4Yac BUPOOHHUIITBA
JIKapChbKUX 3ac00iB, MpHU3HAUYEHUX MJI1 3aCTOCYBaHHS y BIAMOBIAHIN KpaiHi
peectpanii (Cmomydenux Ilratrax Awmepukwu, IIBeiinapcekiii Kondeneparrii,
Snownii, ABcrpaiii, Kanami abo nmepkaBax — unenax €Bporeiicbkoro Corosy)
(momaroTbes B pasi, KOJIU Ha JepKaBHY PEECTPAITiIO MTOIA€ThCS JIIKAPChKUIA 3aci0,
o 3acTocoByeThesi Ha Teputopii Crnomydenux IlltatiB Amepuxu, Bemukoi
bpuranii, [lBeimapcekoi Kondenepamii, Anonii, Ascrpanii, Kanaau,
nepxaBu — wieHa €Bpornericbkoro Coro3sy), ado;

6) Koris TOKYMEHTa, 3aCBiT4eHa MiAMMCOM 3assBHUKA a00 YITOBHOBAYKEHOTO
HUM TIPEJACTaBHHUKA, W0 IIATBEP/KYE BIAMOBIIHICTH YMOB BHPOOHHUIITBA
JIKapChbKOro 3aco0y, MOJAHOTO Ha peecTpalliio, JIF0YuM B YKpaiHi BUMOram
111010 HAJICKHOT BUPOOHUYOT MPAKTUKH, BUAAHOTO JIepKITIKCTY>K0010 B TOPSIKY,
Bu3HaueHoMy MO3 (mogaeTbes B pasi BiICYTHOCTI JOKYMEHTA, IO MIATBEPIKYE
3aCTOCYBaHHS JiKapCchKoro 3aco0y Ha Tepurtopii Cronydenux IlltatiB AMepukw,
Benukoi bputanii, [lIseiinapcekoi Kondeneparii, Anonii, Apctpamii, Kanamu,
neprkaBu — wiieHa €Bporericbkoro Corosy), abo;”;

13) ab3ar TpeTiil MyHKTY 26 BUKIIIOYUTH;
14) ab3arr TpeTiit MyHKTY 27 BUKJIACTH B TaKiid peIaKIii:

“KpiM BigomMocTel, nepeadayeHux UM MyHKTOM, 10 JepxKaBHOTo peecTpy
JIKapChKUX 3aco0iB MO0 3apEECTPOBAHUX  JIIKAPCBKUX  3ac001B, Kl
3aKyMOBYIOThCSI 0CO00I0, YITOBHOBKEHOIO Ha 3/IMCHEHHS 3aKymiBenb y cdepi
OXOpPOHU 37I0POB’Sl, Ta TIPU I[LOMY € 3aPEECTPOBAHUMHU KOMIIETEHTHUM OpPraHOM
Cnonyuenux  IlratiB  Amepuxu, Benukoi bpuranii, IIBeimapcbkoi
Kondenepanii, Anonii, Asctpanii, Kanamau, nep>xaBu — wieHa €Bpornencbkoro
Coro3y Ta 3aCTOCOBYIOTHCS HA TEPUTOPIT ITUX KpaiH a00 KOMIETEHTHUM OPraHOM
€Bpornelicbkoro Coro3y 3a HEHTPaTi30BaHOIO MPOLEAYPOIO Ta 3aCTOCOBYIOTHCS
Ha TepUTOPIi JAepkaB — uieHiB €Bponerickkoro Coro3y, a00 BKIIIOUEHUI 10 0a3u
JAHUX JIIKQpChbKUX 3ac00iB, 110 MOXKYTh 3aKyNOBYBAaTHCS B paMKax
Hanzsuuaiinoro miany IIpesunenta CIIA nyist HagaHHS 1O0MOMOTH B OOpOTHO1
npotu BIJI/CHI/ly (The United States President’s Emergency Plan for AIDS
Relief), po3mimenoi Ha od@imiiiHOMy BeO-CaiiTi KOMIIETEHTHOTO OpraHy
Cronyuyenux IlltatiB AMEpHKH, YU Ma€ TMOTEPEIHE CXBAJCHHS KOMIICTCHTHUM
opranom Cnonyuenux IllTariB Amepuku (Tentative Approval), abo BkitoueHwmii
no nepeniky BOO3, BHOCATHCS AaHi MO0 HAJIEKHOCTI JIKAPCHKOTo 3aco0y 110
JIKapChKUX 3ac00iB, sSKI MOXYTh mepeOyBaTd B 00iry Ha TepuTopli YKpaiHu
BUKJIFOYHO 3 METOI0 O€30IUIaTHOTO MOCTAaYaHHS CTPYKTYPHUM MIAPO3iiIaM 3
MIATaHb OXOPOHU 370pOB’ s oOnmacHuX, KuiBchkoi Ta CeBacTONOIbCHKOT MiCHKUX



JepIKaIMiHICTpaIlii (BifiCBKOBHX aJIMiHICTpaIlii) abo cy0’exTam
TOCIOJIApPIOBAHHs, SKI MarOTh JIIEH31I0 Ha TPOBAKEHHS TOCIOAAPCHKOT
TiSUTBHOCTI 3 MEAMYHOI TMPaKTUKH, 3a pe3yibTaTaMH 3aKyIliBellb 3a KOIITH
JIEpKABHOTO OFOJKETY, 3MIHCHEHNX O0CO000, YIOBHOBRXEHOIO HA 3IIMCHEHHS
3aKyIliBeb y cepi OXOPOHH 370POB’S, JIJIsl BUKOHAHHS IIPOTpaM Ta 3/iiCHEHHS
IICHTPaJII30BaHUX 3aXOJiB 3 OXOPOHHU 3JI0POB’S Ta/abo 3 METOI IMOCTaYaHHS
TaKWUX JIIKQpChKHUX 3aCc00iB 3a pe3ybTaTaMH YKJIAJIEHHS JOTOBOPIB KEPOBAHOTO
JIOCTYIy HE3aJIeKHO BiJ JpKepen (iHAHCYBaHHS 3aKyMiBIl 3a TaKUMU
JIOTOBOpaMH.”;

15) myHKT 29 TOTIOBHHATH ab3aI[0M TaKOTO 3MICTY:

“Ha nikapchkuii 3aci0, SIKMi 3aKyMOBYETbCS 0CO00I0, YITOBHOBAKEHOIO Ha
3MIACHEHHS 3aKymliBedb y c@epi OXOpPOHU 370pOB’S, 3aIBHUKY BHIAETHCS
peecTpalliiiHe MOCBITYEHHS, B KOMY 3a3HAYa€TbCA CTPOK Mil, MPOTITOM SIKOTO
JKapChKUil 3aci0 T03BOJISETHCA 10 3aCTOCYBaHHA B YKpaini. Takuit mikapcbkuit
3aci0 MOKe 3aCTOCOBYBAaTHUCS B YKpaiHI MPOTATOM IT'SITU POKIB 3 JHS HOTO
JIep’KaBHOI peecTpalii, a MICAs 3aKiHYEHHS LbOI0 CTPOKY MOro mnojanblie
3aCTOCYBaHHS MOKJIMBE 32 YMOBU IiepepeecTpariii.”;

16) myskT 30 1OMOBHUTH a03aI0M TaKOI'o 3MICTY:

“3asiBa MpPO BHECEHHsI 3MIH MOJAETHCS Ta PO3TIIANAETHCSA BIAMOBIAHO J10
nyHKTy 3 1iporo [opsnaky.”;

17) y mynxri 33! ciosa «, a6o crenianrizoBaHOK0 OPraHi3alicio’” BUKIIIOUHMTH;

18) y myHkTi 34 cioBa “Jlep>kaBHOMY peecTpi JTiKapChKuX 3aco0iB Ykpainu”
3aMIHUTH CclIOBaMH “‘/lep:kaBHOMY peecTpl J1KapChKUX 3ac001B”;

19) nynkt 37 BUKJIACTH B Takid peAakiii:

“37. MO3 mnpuiiMae pilIeHHS MPO CKACYBaHHS JEp>KaBHOI peecTparlii
JIKApChKOro 3aco0y NUIAXOM TMPUIMHEHHA ab0 CKOPOYEHHS CTPOKYy il
PEECTPALIfHOTO TTOCBITYEHHST 0€3 TTOBEPHEHHS 300py 3a Jep)KaBHY PEECTPAIIIIO
BiMoBiHO 10 llopsanky mpunuHEHHS ii peecTpariiHOro MOCBIIYCHHS Ha
Jikapcbkuit 3aci®, 3atBepmkenoro MO3, y pasi, konmu 3a pesyibTaTaMu
CKCIepPTH3HU Ta/abo PO3MIIAAYy PeECTpalliiHUX MaTepialiB, JOAaHUX 0 3asBH PO
JepKaBHY PEECTpAIliio, IepepeecTpaIliio JIKapchKoro 3aco0y ado BHECEHHS 3MiH
JI0 PEECTPAIIHHUX MaTepialiB Ha JIIKAPChKUH 3aci0, BUSABIICHO, 10 OJIMH, KIJIbKa
a0o BCi eranmd BHPOOHUIITBA, B TOMY 4YHCII po3poOka Ta/abo KIIiHIYHI
BUIIPOOYBaHHsS (32 YMOBH, III0 BOHM pO3IOYATI IMICAS BBEICHHS B YKpaiHi
BOEHHOTO CTaHy), JIKApChKOTO 3aco0y 3MIMCHIOIOTHCSA ITiIPHEMCTBAMH,
BUPOOHWY1 TOTYXKHOCTI SIKMX PO3TAIlIOBaHI HAa TEPUTOPIl JeprKaBU-arpecopa
(Pociticekoi denepartii) abo Pecnyosiiku bimopycs.”;

20) monosuutH Iopsaok mynkrom 372 Takoro 3micry:

“373, MO3 mpuiimae pilleHHS NpPO CKACyBaHHsA IEP:KaBHOI peecTpanii
JKAapChKOTO 3ac00y MIJITXOM MPUITMHEHHS i1 PEECTPALIfHOTO TIOCBIAYCHHS 0€3
MOBEPHEHHS KOIITIB 13 CIUIaTH 300py 3a JepKaBHY PEECTPAIII0 JIKAPCHKOTO
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3aco0y y pa3l BCTaHOBJEHHS (aKTy MOPYIICHHS NpaB, 110 BUILIUBAIOTH 13
JepKaBHOI peecTpalii BUHaxoay (KOPUCHOI MOJIeIi), BHACIIOK MPOIOHYBaHHS
10 MPOJaXy, IPOAaxy, peKiIaMyBaHHS, MPOMOILIi JIIKapCchKOro 3aco0y Ta/abo
3MIMCHEHHS 1HIIUX JAii, OB ’s3aHUX 3 00IrOM JIIKapChKOTO 3aco0y, Ha IiJCTaBi
pIICHHS Cyay MPO CKacyBaHHS JEP)KaBHOI PEECTpaIlii TAaKOro JIKapChbKOTO
3aco0y, ke HabpajIo 3aKOHHOT CHIIH.”;

21) nyHkT 40 BUKITIOYHUTH;
22) nynkty 41 1 42 BUKJIACTH B TaKid pemaKilii:

“41. IlincTaBoro 1715 BIIMOBH B JIEpyKaBHIN peecTparlii JikapcbKoro 3acoy,
KU 3aKyMOBY€EThCS 0CO00I0, YIIOBHOBAXEHOIO Ha 3MIMCHEHHS 3aKyMiBelb Y
chepi OXOpPOHH 3MIOpOB’S, 1 3apEECTPOBAHMA KOMIIETGHTHUM OpPTraHOM
Cnonyuenux Illtarie  Amepuku, Benukoi bpuranii, IIBelinapcskoi
Kondenepanii, Anonii, ABctpanii, Kananu, nep:xaBu — ujeHa €BpornenchKoro
Coro3y Ta 3acCTOCOBYETHhCS Ha TEpUTOpPIl IUX KpaiH abo 3apeecTpOoBaHMIA
KOMIIETEHTHUM opraHoM €Bpormeiicekoro Coro3y 3a  LEHTpalli30BaHOIO
IPOLEAYPOIO 1 3aCTOCOBYETHCSI HA TEPUTOPIi JAepikKaB — UJICHIB €BpONEiChKOro
Coro3y, abo BKIIOYEHHH 110 0a3M JaHWUX JIKApChbKUX 3aco0iB, IO MOXKYTb
3aKynoByBatucsi B pamMkax HanzBuuailiHoro mmany Ilpesunenta CHIA pid
HajaHHs nonomoru B 6opots0i mpotu BIJI/CHIDy (The United States President’s
Emergency Plan for AIDS Relief), po3mimenoi Ha odimiiHoMy BeO-cailTi
KoMIieTeHTHOro oprany Crnomydenux IlItaTiB AMepuUKH, YU Ma€ TONEpPETHE
CXBaJICHHsI KoMreTeHTHHM opranoM Cnonyuenux IlltariB Amepuku (Tentative
Approval), abo BriroueHuii 10 nepeniky BOO3, e:

1) HemoaHHS MaTepiajiB MIOJI0 TAKOTO JIIKAPCHKOTO 3ac00y, BU3HAYCHHUX
mynkramu 21, 211 a6o 23 uporo opsaky, a6o mogaHHS iX y HEMOBHOMY 00Cs3i;

2) BUSIBJICHHS y TMOJAHUX MaTepianax po30DKHOCTEH, IO BIUIMBAIOTH Ha
e(deKTUBHICTh, O€3MEKy Ta SKICTh TAKOTO JIKAPCHKOTO 3ac00Y;

3) BUSBICHHS CYTTEBMX HEBIIMOBITHOCTCH HalMEHYBaHHS BHPOOHHUKA
TaKoro JIKapCchKoro 3aco0y, MOro MICIIE3HAXO/KEHHSI Ta aJpecu Moro
BUPOOHMUUX TMOTY>KHOCTEH, 3a3HAYCHHMX Yy 3asBl MpO JEp>KaBHY pPEeECTpalliio,
1H(dopMarrii, Ha miICTaBl SKOI JIKApChKUi 3aci0 3apeecTpoOBaHUN KOMIIETCHTHUM
opranom Cnonyuenux lllrariB Amepuku, Benukoi bpuranii, IlIBeiinapcrkoi
Kondenepanii, Anonii, ABctpanii, Kanamau, nepxaBu — uieHa €BpornencbKoro
Coro3y um 3apeecTpOBaHUN KOMIETEHTHUM opraHoM €Bponericbkoro Corw3sy 3a
HEHTPaTI30BaHO0 Tporeayporo. [Ipu 11boMy BBaXKa€THCsI, IO CKOPOUCHHS HA3B,
BIJICYTHICTb 1HJIEKCY, BIACYTHICTh YTOUHEHb “MICTO”, “palloH’’ TOILIO, BXKUBAHHS
PI3HUX 3’€IHYBaJbHUX 3HAKIB MK HazBaMH a00 HOMEpaMH (TUpE, BIJICYTHICTh
a00 HasIBHICTb MPOOLITIB, aIOCTPO(H TOIIIO), HASIBHICTH 200 BiICYTHICTh YTOUHEHb
“mapo3ain’, “uex’”, “roHIT’ TOIIO, HasIBHICTh a00 BIJCYTHICTh YTOYHEHB OO
OprasizamiifHo-paBoBOi (OpMU 1HO3EMHOTO BHpPOOHHMKA 3a HASBHOCTI HOTO
Ha3BM HE BBAXAIOThCSI CYTTEBUMHM 3a HAsSBHOCTI OQIMIMHOTO JHUCcTa —
PO3’ICHEHHS BiJl BUPOOHHKA,



9

4) motaHHs HEJOCTOBIpHOT 1H(OPMAITiil, Ha MiCTaBl AKOT TAKUH JIIKAPChKHMA
3aci0 3apeecTpoBaHuii KoMrnieTeHTHHM opraHoM Crionmydenux IlltaTiB Amepukw,
Bemukoi bputanii, lIsetinapcekoi Kondeneparii, Amnonii, Apctpanmii, Kanamu,
JnepkaBu — uieHa €Bpomneiicbkoro Coro3y YW KOMIIETCHTHUM OpPraHOM
€Bpomneiicbkoro Coro3y 3a MEHTPai30BaHOK IIPOIEIYpOI0 ab0 MOIepeaHbO
cxBaJieHHi KomreTeHTHUM opranom Cronyuenux Illtarie Amepuku (Tentative
Approval) un Brirouenuii 1o nepeniky BOO3;

5) BUSBIICHHS HEABTEHTHYHOCTI TIEPEKIIay TEKCTY MapKyBaHHS YIaKOBKU
TAKOTO JIIKAPChKOTO 3aco0y, 1HCTpyKuii abo iH@opmarlli mpo 3acTOCyBaHHS
TaKOT0 JIKapChbKOro 3aco0y, a00 KOPOTKOT XapaKTEPUCTUKH TaKOTO JIIKAPCHKOTO
3aco0y (3a HassBHOCTI).

[TizcTaBoro AJis BIAMOBH B JIep>KaBHIM peecTpallii JiKapchbKoro 3aco0y, STKUii
3aKyIMOBY€ETHCS 0CO00I0, YIOBHOBaKEHOIO HA 3MIMCHEHHS 3aKymiBenb y cepi
OXOpPOHM 3JI0pOB’s, Ta MOJAHO Ha JEP>KAaBHY PEECTPALIIO MICIAS BU3HAYCHHS
MEePEMOKIIS MPOLEAYpPH 3aKyIiBIi, € pakTH, 3a3Ha4YeH1 y MiAnyHKTax 1—3 1 5
LBOTO ITYHKTY.

42. TlizmcTraBoro A BIAMOBH B JIEp)KaBHINA peecTparlii JIIKapchbKoro 3acoly,
SKUWA 3aKyHOBYETHCS OCOO0O0I0, YIOBHOBAKCHOIO Ha 3/IMCHEHHS 3aKyIliBElb Y
chepi OXOPOHU 3I0POB’sI, HE3AJIEKHO Bl KpaiHM BUPOOHHKA, €:

1) HemogaHHS MaTepiajiB MO0 TAKOTO JIKApCHKOro 3aco0y, BU3HAYCHHX
nyHKTOM 22 11010 [lopsinky, abo mogaHHs X y HETOBHOMY 00Cs31;

2) HeMiATBEPKCHHS BUCHOBKIB 10,10 €)EKTHBHOCTI Ta 0€3MEYHOCTI TAKOTO
JKapCchKOro 3aco0y.”;

23) nyHKT 43 1 44 BUKIIIOYNTH;
24) nyHKT 48 BUKJIACTH B TaKii peJaKIlii:

“48. Tlepepeectpartiss Jikapchbkoro 3acoOy, B TOMY YHCHI JIIKQpCHKOTO
3aco0y, SKUM 3apeecTpoBaHUM KOMIIETEHTHUM opraHom Cronydenux IllTaTis
Awmepuku, Bennkoi bputanii, llIseitapeskoi Kondeneparii, Anonii, ABcrpanii,
Kanagu abo kommeTeHTHHMM opraHoMm  €Bpomeiicbkkoro  Coro3y  3a
[EHTPaAII30BaHOIO MPOLIEYPOIO TA 3aCTOCOBYETHCS HA TEPUTOPIT TAKUX KpaiH YU
nepkaB — uiieHiB €Bporelicbkoro Coro3y, a TaKoX JIIKapChKOTO 3aco0y, KU
3aKyMOBYETHCS 0CO00I0, YIIOBHOBKEHOIO HA 3IMCHEHHS 3aKymiBenb y cdepi
OXOpPOHU 3JI0POB’S, Ta MIPHU I[LOMY 3apEECTPOBAHUMN BIAMOBITHO /10 MYHKTIB 21,
21! a6o 22 wuworo Ilopsaxy, 3miilicHroethcs MO3 Ha migcrasi 3asBu,
peeCTpalliiiHUX MaTepiajiiB Ta BHUCHOBKY LleHTpy, SKUH MICTUTH, 30KpeEMa,
B1JIOMOCTI IIOJI0 CITIBBIAHOILIEHHS OY1KYBAHOI KOPUCTI 10 MOYKIMBOTO PU3UKY 1]
yac 3aCTOCYBaHHs JIKApChKOro 3aco0y (KpiM aKTHUBHOTO (apMarieBTUYHOTO
iHrpeaieHTa Ta npoaykuii “in bulk”), ckmageHoro y BuzHaueHomy MO3
MOPSAAKY.”;
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25) myHKT 52 BUKJIACTH B TaKiil pefaxii:

“52. Tlicns mepepeecTpallli CTPOK 3aCTOCYBaHHS B YKpaiHi JIIKAPCHKOTO
3aco0y He OOMEXYeThCsl, KpiM BUMAJKIB, koau MO3 mnpuiiMae pilieHHs Mpo
MPOBEICHHS JOJATKOBOI IepepeecTpalii yepe3 I’ aTh POKIB 3 OOIPYHTOBAHUX
MIPUYMH, TTOB’s3aHUX 3 (papMaKoOHATISI0M.”;

26) tekct [opsiaky micis ciiB “Cronydenux [ItaTiB AMepuKkn” JOOBHUTH
cinoBamu “, Benukoi bpuranii”.

3. ¥V nyskTi 1 po3mipiB 300py 3a AepikaBHY peecTparlito (epepeecTpariio)
JIKapChbKUX 3ac001B, 3aTBEPKEHUX 3a3HAUEHOIO TTOCTAHOBOIO:

1) ab3ar ApyTruii BUKITIOYUTH,
2) ab3ar11 TpETii BUKJIACTH B TaKild PeIaKIIii:

“301p 3a AepKaBHY PEECTPAIIIIO JTIKAPCHKOTO 3aC00y, AKUU 3aKyNMOBYETHCA
0c00010, YIIOBHOBAKEHOIO Ha 3/11MICHEHHS 3aKyI1BEIb Y c(pepi OXOpOHU 3A0POB’,
Ta SIKUA MPU 1IOMY € 3apEECTPOBAHUM KOMMETEHTHUM OpraHoM CroiaydeHux
[lIratiB Amepuku, Benukoi bpuranii, IlIBetiniapcekoi Kondeneparnii, Snonii,
Asctpanii, Kanamu, nepxaBu — wunena €spormeiicbkoro Cowo3y Ta
3aCTOCOBYETHCSI HA TEPUTOPIi IUX KpaiH YU 3apeeCTPOBAHUN KOMIETECHTHUM
opranoM €Bponeiicbkoro Cor3y 3a IIEHTPali30BaHOI MPOLELYpOI0 Ta
3aCTOCOBYEThCSI Ha TEpUTOpIi JiepkaB — ujieHiB €Bpomneiickkoro Coro3y abo
BKJIFOUEHHH 710 0a3u TaHUX JIIKApChKUX 3ac001B, 110 MOXKYTh 3aKyIOBYBATHCS B
pamkax HanzsuuaitHoro miany llpesmamenra CHIA i HamaHHA AONOMOTH B
oopotr0i ipotrt BIJI/CHI Ty (The United States President’s Emergency Plan for
AIDS Relief), po3mimenoi Ha odimiliHOMy BeO-caiiTi KOMIETEHTHOTO OpPraHy
Cnonyuyenux ItatiB AMEpUKH, YU Ma€ MOMEPEIHE CXBAJEHHS KOMIIETEHTHUM
opranom Cnionydenux Illtarie Amepuxu (Tentative Approval), abo BkitoueHui
710 TIEpelTiKiB mpekBaiiikoBaHUX BcecBITHROIO OpraHi3aiie€to 0XOpOHHU 30pOB’ s
JKApChKUX 3ac001B YU BaKIMH 1 BUPOOJISIETHCS HA 3a3HAYEHIN y BIATIOBIIHOMY
nepestiKy BUpOOHUYIH NUTHHUII HA ATy MOJaHHS 3asiBU, HE CIUIAYY€ThCA.” .




