XAPKIBCBKA OBJIACHA BIMICBKOBA AJIMIHICTPAIIIS
JIETTAPTAMEHT OXOPOHU 3JIOPOB’ 51

HAKA3
01.05.2024 XapkiB Ne 432-0

IIpo posnoain Jikapebkoro 3acoby «BO3EHTAH AKKOP/] 62,5 MI' TABJIETKH, BKPUTI
IUIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-COATED

TABLETS» ans rpoMaasiH, siKi CTPaXKIAlOTh HA JIereHeBY apTepiajibHy TrillepTeHsilo,
3aKymeHoro 3a komtu Jep:xkaBnoro 6ioxxery Yikpainn Ha 2020 pix

3 METOI0 palioHAIFHOrO Ta ILiJIBOBOTO BHKOPHUCTAaHHS IiKapChKOro 3acoly
«BO3EHTAH AKKOPJl 62,5 MI' TABJIETKHM, BKPUTI IIIIBKOBOIO
OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-COATED TABLETS» ans
rpoMajisiH, SKi CTPXJAIOTH Ha JIETeHeBY apTepialbHy rilepTeH3ilo, 3aKyIUIEHOTO 32
xomrH JlepxaBHoro Gromkery Ykpainu Ha 2020 pik 3a GXO/KETHOI MPOrpaMoro
KITKBK 2301400 «3abe3nedeHHss MEAWIHHUX 3aXOJIB OKPEMHUX JEPKABHHUX IPOrpam
Ta KOMILUIEKCHMX 3aXO[iB IPOrPaMHOrO XapaKTepy» 3a HaIpsMOM «3aKyIliBiis
JMiKapchKMX 3acobiB, iMyHOGIONONYHMX MNpernapaTiB, MeAHMYHMX BHpPOOIB, iHIIMX
TOBapiB i MOCTYyr» B YacTMHi «3aKymiBis MEIMKaMeHTiB i TPOMaisiH, SKi
CTP@XJAlOTh Ha JIErE€HEBYy apTepialbHy TrillepTeH3ilo», BiANOBIAHO [0 HaKasy
MiHicTepcTBa 0xopoHH 370poB’ss Ykpainu Big 04.04.2023 Ne 626 «IIpo Posnomin
NiKapChKUX 3acobiB A IpOMajifH, sKi CTPaXJalOTh Ha JIereHeBY apTepialbHy
rinepreHsiio, 3aKyIuleHux 3a komTtd [epxasHoro GlomkeTy Ykpainu Ha 2020 pik»,
BiAMOBiHO 10 IHCTIB JlemapTaMeHTy OXOPOHH 310poB’s XapKiBChKoi o6macHoi
JepxaBHOI (BilicekoBoi) anMimictpamii Bim 17.04.2024 Ne 02.03-09/1054,
JlemapTaMeHTy OXOpOHM 310poB’s XapkiBcekoi Mickkoi pagu Bim 30.04.2024
Ne 729/0/57-24 — 3530/0/57-24, BugatkoBol HaximanHoi Ne JIAI'-12 Big 18.04.2023,
Vkasie Ilpe3unenta Ykpainu Big 24.02.2022 Ne 64/2022 «IIpo BBEAECHHS BOEHHOTO
cTaHy B YKpaiHi», 3aTBepKeHoro 3akoHoM Ykpainu Bix 24.02.2022 Ne 2102-IX, six
24.02.2022 Ne 68/2022 «IIpo yTBOpeHHs BiMCHKOBHX aJMIiHICTpalliii», KEpyIOYHCh
crarrero 6 3akony Ykpaiuu «IIpo micuesi nepxxaBHi aaMiHicTpamnii» Ta ITonoxenHsm
npo JlemapraMeHT OXOpPOHHM 3H0poB’st XapKiBChKOi 0OIacHOl  JepiKaBHOL
aJMiHICTpallii, 3aTBEPKEHMM pO3MOPAKEHHSM TOJIOBH OOIacHOI JepiKaBHOL
anmMinicTparrii Big 31.01.2019 Ne 41,

HAKA3Y1O:

1. 3arBepauTu Posmoxin mikapcekoro 3acoby «BOSEHTAH AKKOPJ 62,5 MI'
TABJIETKH, BKPUTI ITIUNMIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD
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62,5 MG FILM-COATED TABLETS» mns rpoMaznsiH, sSiKi CTpaXAaloTh Ha JIETEHEBY
apTepialbHy TiNepTeH3il0, 3aKyIuIeHOro 3a KomTH JlepaBHOro OrOKeTy YKpaiHu
Ha 2020 pik (mani — Po3noxin), mo aoaaeTbes.

2. CtBoputH pe3epB jdikapcekoro 3acoby «bBO3EHTAH AKKOPJI 62,5 MI'
TABJIETKH, BKPUTI TUIIBKOBOK) OBOJIOHKOK) BOSENTAN ACCORD
62,5 MG FILM-COATED TABLETS» mis rpoMajisiH, sSiKi CTpaX/AatoTh Ha JIETEHEBY
apTepiajlbHy TinepTeH3ito.

3. Kepisanky KOMYHAJIBHOI'O HEKOMEPIIIMHOI'O IMATTPUEMCTBA
XAPKIBCBKOI OBJIACHOI PAIU «OBJIACHA KJIHIYHA JIKAPHS»
(KHIT XOP «OKJI») 3abe3neuuTu:

3.1.Tlepenauy mikapcekoro 3acoby «BO3EHTAH AKKOPJ 62,5 MI
TABJIETKH, BKPUTI TINIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD
62,5 MG FILM-COATED TABLETS», oTpuMaHOro 3rigHO 3 BHAAaTKOBOK
HakmagHoro  Ne  JIAT-12 BI 18.04.2023, mo KOMVYHAJIBHOI'O
HEKOMEPLIIMHOI'O  INJIIPUEMCTBA  «MICBKA  CTYJIEHTCBKA
JIIKAPHSI» XAPKIBCBKOI MICBHKOI PA U 3riguo 3 Po3nozinom, 3aTeepakeHnm
M HaKa3oM.

3.2. TlonauHs 10 KOMVYHAJIbHOI'O HEKOMEPLIIMHOI'O
[IIIPUEMCTBA  XAPKIBCBKOI OBJIACHOI PAIIM  «OBJIACHUM
LHEHTP MEJJAYHOI CTATUCTHUKHWH, 310POBOI'O CIIOCOBY
XUTTS TA [HOOPMAIIMHO-AHAJIITUYHOI IISUIBHOCTI»
(KHIT XOP «OIIMC3CXIA/l») 3BITHOCTI IpO OTpPMMaHHA Ta BHKOPHUCTaHHS
nikapcekoro 3acoby «BO3EHTAH AKKOPJ] 62,5 MI' TABJIETKH, BKPUTI
IIJIIBKOBOKO OBOJIOHKOKO BOSENTAN ACCORD 62,5 MG FILM-COATED
TABLETS» s rpoMajisit, siKi CTpaXKJaloTh Ha JIETeHeBY apTepialbHy TillepTeHs3iio,
BiAMIOBiAHO [0 BHUMOT MiAmyHKTY 4.1 MyHKTy 4 Haka3y HadalbHHMKa YIpPaBIiHHA
OXOPOHHM 310pOoB’s XapKiBChKOi 00macHOi nepxaBHOI anMiHicTpauil Big 06.12.2017
Ne 605 «IIpo ymockoHalIEHHS B 3aKjIaJaX OXOPOHH 3[I0POB’sS CHCTEMH KOHTPOJIXO 3a
palliOHAILHUM Ta LUTLOBHM BHKOPHCTAHHSM MaTepialbHUX LIHHOCTEH, OTpPUMaHHX
LIEHTPAJIi30BaHO 3a KOILITH JEPIKaBHOIO OI0DKETY» (31 3MIHAMH).

3.3. IndopmyBanHs [lemapTaMeHTy OXOpPOHM 3J0poB’s XapKiBChKOi o6acHOI
BiMiCBKOBOI agMiHicTparii 00 IPOTrHO30BaHOI HEMOXKIIMBOCTI BHKOPHCTaHHS
mikapcekoro 3acoby «BO3EHTAH AKKOPJ 62,5 MI' TABJIETKH, BKPUTI
IJIIBKOBOK OBOJIOHKOK BOSENTAN ACCORD 62,5 MG FILM-COATED
TABLETS» mius rpoMajisid, SiKi CTpaXIaloTh Ha JIETEHEBY apTepiallbHy rillepTeH3ito,
110 3aKiHYEHHsI TEPMiHy MPHAATHOCTI, HE Mi3HilIe HiK 3a 6 MiCAIIB A0 3aKiHYEHHS
TPaHUYHOIO TEPMiHY NPHUAATHOCTI.

4. Kepieauky KOMYHAJIbBHOI'O HEKOMEPLIIMHOI'O TTAITIPUEMCTBA
«MICBKA CTYJEHTCBKA JIKAPHSI» XAPKIBCBKOI MICBKOI PAIIA
3a0e3neYHTH:

4.1. Orpumanns Bix KHIT XOP «OKJI» mikapcekoro 3acoby «BO3EHTAH
AKKOPJ] 62,5 MI' TABJIETKHM, BKPUTI IIUIIBKOBOIO OBOJIOHKOIO
BOSENTAN ACCORD 62,5 MG FILM-COATED TABLETS» pns nikyBaHHA
rpOMajisH, SKi CTPaXIAOTh Ha JlereHeBy apTepialbHy TilepTeH3ilo, 3riJHO 3
Po3mozinom, 3aTBepIKeHUM IIUM HaKa30M.
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4.2. KoHTpoJb 3a 36epekeHHsM Ta pallioHATbHAM BHUKOPHUCTAaHHAM JIiKapChKOTO
3acoby «BO3EHTAH AKKOP]I 62,5 MI' TABJIETKM, BKPUTI ITVIIBKOBOIO
OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-COATED TABLETS» ans
IPOMaJIsiH, SKi CTPKAAIOTH Ha JIETEHEeBY apTepianbHy IiIepTeH3iio.

4.3. Haganus no KHIT XOP «OKJI» 3BiTHOCTI BifITOBITHO OO BUMOT HiAIYHKTY
2.4 TMyHKTY 2 Haka3sy HavyaJbHMKa YTIPaBIiHHA OXOPOHH 3J0poB’s XapKiBCBKOL
obnacHol aepkaBHOI aaMiHicTpanil Bix 06.12.2017 Ne 605 «IIpo ymockoHaleHHS B
3aKjajax OXOPOHM 3I0POB’S CHCTEMH KOHTPOIIO 3a palliOHAIBHHM Ta LiILOBHM
BHKODHMCTaHHAM MaTepiaibHUX LIHHOCTEH, OTPUMAaHHX LIEHTPali30BaHO 3a KOIUTH
JIepP’KaBHOTO OIOHKETY» (31 3MiHAMH).

4.4. Tnpopmysannss KHIT XOP «OKJI» moxo NMporHo30BaHOi HEMOXIIMBOCTI
BHKOpHCTaHHA Jikapcekoro 3acoby «BO3EHTAH AKKOPJ 62,5 MI' TABJIETKMU,
BKPUTI ITVIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-
COATED .TABLETS» nis rpoMajsH, siKi CTPaXIalOTh Ha JIETEHEBY apTepiajbHY
rinepreH3iio, 0 3aKiHYEHHs TepMiHy MPUAATHOCTI, He Mi3Hille HiX 3a 6 MICALIB 10
3aKiH4eHHS PaHHYHOT'O TEPMiHY IPHAATHOCTI.

5. Kepisauky KHIT XOP «OILIMC3CXKIA [» 3abe3neunTH:

5.1.TlogaHHs [0 BiImTy MeOW4YHOI IOMOMOTH HACeJIeHHIO YIPaBIiHHA
MEIHMYHOI isIBHOCTI, pe)OpM Ta CTpaTeridvHOro pO3BHTKY JlernmapTaMeHTy OXOpPOHH
370poB’ XapKiBChKOi o6nacHoi BilicbKOBOI amMiHicTpanii iHdopmamii mpo
OTpHMMaHHs Ta BUKOpHCTaHHA Jikapcekoro 3acoby «BO3EHTAH AKKOP/] 62,5 MIU
TABJIETKH, BKPUTI ITUIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD
62,5 MG FILM-COATED TABLETS» s rpoMajsiH, SiKi CTpaXAaloTh Ha JIETEHEBY
apTepiaibHy TillepTeH3il0, BIANOBIHO A0 MAMYyHKTY 6.1 myHKTY 6 Hakasy
HayalbHWKAa YTIPaBIiHHA OXOpPOHH 340pOB’s XapKiBChKOi 0OIacHOI JepiKaBHOI
apMmiHicTpanii Big 06.12.2017 Ne 605 «IIpo ymockoHaneHHs B 3aKiallax OXOPOHH
3[I0POB’S CHCTEMH KOHTPOJIIO 3a pAaIliOHAJIbHMM Ta IUIbOBUM BHKOPHCTaHHIM
MaTepiallbHUX I[IHHOCTEH, OTpPMMaHHX LEHTpali30BaHO 3a KOIUTH IEepPXKaBHOIO
OromKeTy» (31 3MiHaMH).

5.2.Tlopasus no JEPXXABHOI'O INAITPUEMCTBA «YKPBAKIIMHA»
MIHICTEPCTBA OXOPOHM 3JIOPOB’S VYKPAIHW» aktie crwcaHHs
nikapcekoro 3acoby «BO3EHTAH AKKOP]H 62,5 MI'T TABJIETKH, BKPHUTI
IIJIIBKOBOIO OBOJIOHKOKO BOSENTAN ACCORD 62,5 MG FILM-COATED
TABLETS» s rpoMajisiv, siKi CTpaXKIaloTh Ha JIEreHEeBY apTepialbHy TillepTeHsiio,
BiANOBIZIHO [0 BUMOr MAMYyHKTY 6.2 NMyHKTY 6 Haka3ly YIpaBliHHA OXOPOHH
370poB’st XapKiBChKOi 06acHOl mep:kaBHOI aaMiHicTpanii Bix 06.12.2017 Ne 605
«IIpo yAOCKOHAJeHHS B 3aKiafax OXOPOHH 3J0pOB’S CHCTEMH KOHTPOIIO 3a
palliOHATEHUM Ta LUTBOBHM BHKOPHCTaHHSAM MaTepialbHUX LIHHOCTEH, OTPUMaHMX
IIEHTPaJTi30BaHO 3a KOLITH IEeP)KaBHOIo OIOIKETY» (31 3MIHAMH).

6. HauanpHuKy Bigmitry Oyxramtepcbkoro o6miky i 3BiTHOCTi JlemapTaMeHTy
OXOPOHM 3I0pOB’s XapKiBChKOI 007acHOI BiMCHKOBOI aaMiHICTpalii — rOJIOBHOMY
oyxranrepy Tersni CHIIEHKO 3a0e3nmeyuTd KOHTPONb 3a  IOJAHHAM
no JEPXABHOI'O INAINPUEMCTBA «YKPBAKIIMHA» MIHICTEPCTBA
OXOPOHHU 3JIOPOB’Sl YKPAIHW» akTiB CHHCaHHS JiKapChKOro 3acoby
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«BO3EHTAH AKKOPJ 62,5 MI' TABJIETKM, BKPHUTI IIJIBKOBOIXO
OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-COATED TABLETS» mns
IrpOMaJISH, SKi CTPaXAIOTh Ha JIETeHEeBy apTepialbHy rinepTeHsiko.

7. KoHTpONb 3a BHKOH@HHSM HakKa3y IOKJIACTH Ha 3aCTyNHHKa IHUPEKTOpa
JlermapTaMeHTy OXOPOHH 30pOB’si XapKiBChKOI 0671aCHOI BiCEKOBOT aaMiHicTparii —
HavyalbHHKA YOpaBliHHA MeJWYHOI JMisNBHOCTI, pepopM Ta CTpPaTETiYHOrO
possutky Irops BOJTYEHKA.

Bukonyroya 000B’13KH JUPEKTOpA
JlenapTaMeHTy OXOPOHH 3[I0pOB’ s
XapkiBCBbKO1 001aCHOI BIHCEKOBOI

agMiHicTparrii Tersna JEMEHKO




3ATBEP/DKEHO

Hakas nupextopa JlenapraMenTy
OXOpOHH 3[0pPOB’s XapKiBCBKOI
obnacHol JepxkaBHOl aaMiHicTpauii
01.05.2024 Ne 432-0

Posnonia gikapcbkoro 3acody «BO3EHTAH AKKOP/J 62,5 MI' TABJIETKH,
BKPHUTI IIJIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 62,5 MG FILM-
COATED TABLETS» a5 rpoMajisii, siKi CTPaXk/Aal0Th Ha JiereHeBy aprepiajibHy
rinepTen3ilo, 3aKynieHoro 3a komrH [epxaBHoro Gomkery Ykpainu na 2020 pix

Ne
n/n

3aksian 0XOpOHH 310POB’S

BO3EHTAH AKKOPJ 62,5 MI'
TABJIETKH, BKPUTI
ILUIIBKOBOKO OBOJIOHKOIO
BOSENTAN ACCORD 62,5 MG
FILM-COATED TABLETS,
TabJaeTKH, BKPHTI TIIIBKOBOKO
060I10HKO0, 110 14 TabneTok,
BKPHTHX ILTiBKOBOIO 0GOJIOHKOIO, ¥
6aicrepi, mo 4 Gnicrepu y nauui
(BosenTan, 62,5 Mr), BUpOOHHK
Axxopn Xenckea IToncka C. 3 0.0.,

ITonema
Iina 3a Ta6nerky 101,59 rpu
K-CTh
a6 B-CTh, 'PH
KOMVYHAJIbHE HEKOMEPLIIMHE ITIIIPHEMCTBO
1 |XAPKIBCBKOI OBJIACHOI PAJTA "OBJIACHA 3304 335 653,36
KJITHIYHA JIIKAPHS" (PE3EPB)
KOMVYHAJILHE HEKOMEPLIIMHE ITIITPUEMCTBO
2 |"MICBKA CTYIEHTCBKA JIKAPHA" XAPKIBChKOI 728 73 957,52
MICBLKOI PAT
PA30OM 4032 409 610,88

Buxonyroua 060B’s13kM AMpEKTOpa
JlenmapTaMeHTy OXOPOHH 30POB’ A

XapkiBcbKoi 061acHOT BiiCHKOBOL
aaMiHicTpamii

Terana JEMEHKO




