XAPKIBCbKA OBJIACHA BIHCHbKOBA AIMIHICTPAIIISA
JIETTAPTAMEHT OXOPOHMU 3/10POB’5

HAKA3

20.04.2023 XapkiB Ne 590-0

Mpo oTpumaHHs Ta nepegady Jikapcekoro 3acody «bO3EHTAH AKKOPJ 125 MI
TABJIETKH, BKPUTI IIJIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG

FILM-COATED TABLETS» nas rpomMaasii, fKi CTPaAJal0Th Ha JereHeBy apTepiajbHy
rinepTensiio, 3aKymienoro 3a komrn Jlep:xaBHoro 6lokeTy YKpaiHa Ha 2022 pik

3 METOIO PalliOHABLHOIO Ta LIJIbOBOTO BUKOPHCTAHHS JIIKAPCHKOTO 3aco0y
«BO3EHTAH AKKOPJI 125 MI' TABJIETKH, BKPUTI ILJIIBKOBOIO
OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-COATED
TABLETS» ansi TpoMaisH, fKi CTPakKIAlOTh Ha JIETEHEBY apTepialbHy
rinepTeHsilo, 3aKymieHoro 3a kowrd JlepkaBHoro Oro/KeTy YKpaiHM
Ha 2022 pik 3a 6GromketHoro mporpamoro KIIKBK 2301400 «3abe3neyeHHs
MEJMYHUX 3aXOJIB OKPEMHX JEp:KaBHUX IpOorpam Ta KOMIUIEKCHHX 3aXO/IiB
TIPOrPaMHOTO  XapakTepy» 3a HalpsMOM «3aKymiBiis JIKapChKUX 3aco0iB,
iMyHOGI0JIOTIYHHX NpenapaTiB (BaKIMHM), MEAWYHAX BUPOOIB, iHIIMX TOBAPIB i
OCIyr, B TOMYy 4YHCIi 3a JOrOBOpaMH KEPOBaHOrO JOCTYMy» Y YacCTHHi
«MeauKaMeHTH IJI TPOMAjsH, fKi CTPakKJaloTh Ha JIETEHEBY apTepialbHy
rinepreHsito», BianmosigHo g0 Hakasy JIEPJKABHOI'O IMANPUEMCTBA
«MEJIMYHI 3AKVIIIBJI YKPATHW» (JI1 «MEJIBAKVIIIBJI YKPAIHW») Bin
02.03.2023 Ne 240-P «IIpo Posmogin Ta Ge3omnaTHe MoOcTadaHHs (mepenady)
mKapchkux 3acobiB il IpoOMajsH, SKi CTPaXJalOTh Ha JIETeHEBY apTepianbHy
rinepTeHsiio, 3aKyIieHuX 3a KowTH JlepxaBHoro Giomkery Ykpainu Ha 2022 pik»,
BpaxoBytoun nuctd KOMYHAJIBHOI'O HEKOMEPLIIMHOT O IMATTPUEMCTBA
XAPKIBCBKOI OBJIACHOI PAIU «OBJIACHA KJIIHIYHA JIIKAPHS» Bin
20.04.2023 Ne 16/1005, JlemapTaMeHTy OXOpPOHH 310pOB’s XapKiBChKOI MICBKOI pajiu
Big 10.04.2023 Ne 2051/0/57-23, sigmoBigHo no Ykasis IlpesuneHTa Vkpainu BiJ
24.02.2022 Ne 64/2022 «ITpo BBEIEHHS BOEHHOTO CTaHy B YKpaiHi», 3aTBEPIIKEHOIO
3akoHOM VYkpaimm Bing 24.02.2022 Ne 2102-IX (31 3minamu), Bix 24.02.2022
Ne 68/2022 «IIpo yTBOpeHHS BiMiCHKOBHX aJMiHICTpalii», KepyIOUHCh CTaTTeO 6
3akony VYkpainum «IIpo Micuesi AepxkaBHi amMiHicTpauii» Ta IIOMOXEHHAM IIPO
JlenapTaMeHT OXOPOHH 3/10poB’s XapKiBChKOi 061acHOi AepXKaBHOI aZMiHICTparlil,
3aTBEP/UKEHMM DO3NOPSUUKEHHSM TONOBH 06nacHoi JepiKaBHOI aaMiHicTpail
Bim 31.01.2019 Ne 41,

HAKA3YIO:

1. Kepisruky KOMYHAJIBHOTO HEKOMEPLIIMHOI'O ITIATTIPUEMCTBA



HAKA3VYIO:

1. Kepisanky KOMYHAJIBHOI'O HEKOMEPLIIMHOI'O TTAITPUEMCTBA
XAPKIBCBKOI OBJIACHOI PAJIM «OBJIACHA KIJIHIYHA JIIKAPHS»
(KHIT XOP «OKJI») 3a6e3neunTn:

1.1. Orpumarns Bix JI1 «MEJBAKYITIBJII YKPATHW» nikapcekoro 3acoby
«BOSEHTAH AKKOPJA 125 MI' TABJIETKHA, BKPUTI IIJIBKOBOIO
OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-COATED TABLETS»,
TabNeTKH, BKPHUTI IUIIBKOBOIO OOOJIOHKOH, MO 14 TableToK, BKPHTHX IUIIBKOBOKO
0601I0HKOI0, ¥ OricTepi, 1o 4 Onictepr y nadii (bozenTan, 125 Mr), BUpPOOHHK AKKOD/I
Xenckea ITomncka Cr. 3 0.0., ITonbina, y kinskocti 280 Tabaerok (S ynakoBok), 1iHa 3a
Tabnetky 51,20 rpH, Ha 3aransHy cymy 14 336,00 rpa.

1.2. Kontpons 3a 36epexenHsM jikapceekoro 3acody «bO3EHTAH AKKOP/]
125 MI' TABJIETKHX, BKPUTI ITJIIBKOBOK OBOJIOHKOIKO BOSENTAN
ACCORD 125 MG FILM-COATED TABLETS» npo iioro mepemauyi Ha OGanaHc
OTpHMYyBaya.

1.3. Tlepemauy mikapcekoro 3acoby «BO3EHTAH AKKOPJ[ 125 MI
TABJIETKH, BKPUTI INIIBKOBOIO OBOJIOHKOK BOSENTAN ACCORD 125
MG FILM-COATED TABLETS» no KOMYHAJIBHOI'O HEKOMEPLIIMHOI'O
[IIIPUEMCTBA «MICbKA CTYJIEHTCBKA JIKAPHS» XAPKIBCbKOI
MICBKOI PAJIA BignoBigHo Ao miamyHKTy 1.1 myHKTY 1 1BOrO Hakasy.

3.4. Tlopauns 70 KOMYHAJIbHOT'O HEKOMEPLITHOI'O
MMIIMPUEMCTBA  XAPKIBCBKOI OBJIACHOI PAIU  «OBJIACHUM
HHEHTP MEJIMYHOI CTATUCTUKH, 3J0POBOI'O CITOCOBY
XUTTS TA TH®OPMAILIIMHO-AHAJIITUYHOI NISIBHOCTLy
(KHIT XOP «OLIMC3CXIAl») y3araibHeHOi 3BITHOCTI MpPO OTPUMaHHs Ta
BUKOPUCTaHHs Jikapcekoro 3aco0y «BO3EHTAH AKKOP/ 125 MI' TABJIETKH,
BKPUTI ITJIIBKOBOIO OBOJIOHKOIKO BOSENTAN ACCORD 125 MG FILM-
COATED TABLETS» BiamosigHo a0 BHMOr miamyHKTY 4.1 IyHKTY 4 Hakasy
VnpaBiliHHA OXOPOHHM 370pOB’s XapKiBChKOI 06acHol epkaBHOI aJMiHICTpalii Bij
06.12.2017 Ne 605 «IIpo ymocKOHalleHHs B 3aKjajlaXx OXOPOHM 3/I0POB’S CHCTEMH
KOHTPOIIIO 32 PalliOHATFHKUM Ta LiJbOBUM BUKOPHCTAHHSAM MaTepiallbHMX IIHHOCTEH,
OTPUMAHMX LIEHTPaJIi30BaHO 3a KOLITH JePKaBHOTO GoKeTy» (31 3MiHaMM).

3.5. InpopmyBanns JlermapTaMeHTy OXOPOHH 30pOB’s XapKiBChKOI 06sacHOL
BiiCbKOBOi ajMiHiCTpalii IOJ0 IPOTrHO30BaHOI HEMOMKIMBOCTI BHKOPHCTAHHS
nikapcskoro 3acoby «BO3EHTAH AKKOP[ 125 MIT TABJIETKH, BKPHUTI
[IJIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-COATED
TABLETS», He mi3Hime HiX 3a 6 MiCAl[IB 10 3aKiHYEHHs I'PaHUYHOTO TEPMiHY
MPUAATHOCTI.

3.6. TTopanus no A1 «MEJI3AKYITIBJI YKPATHW» nuisixom BUKOPHUCTaHHS
indopmariitHo-ananiTuHol cuctemu «MedData» iHpopMalii Mpo BUKOPUCTAHHS Ta
3aJMIIKK Jikapcekoro 3acoby «BO3EHTAH AKKOPJ 125 MIT TABJIETKUY,
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BKPUTI TUIIBKOBOKO OBOJIOHKOK) BOSENTAN ACCORD 125 MG FILM-
COATED TABLETS» (3a BHKOPHCTaHHs NMpOTATroM 1—15 4icIa 3BiTHOrO MICSLs —
7m0 20 uMcria 3BITHOTO Micslls; 3a BUKOPHCTaHHs TporsroM 16-31 ducna 3BiTHOro
Micsns — 1o 06 4Kcia Micslls, HaCTYIIHOTO 32 3BITHHM).

4. Kepisauky KOMYHAJIbHOI'O HEKOMEPLIIMHOI'O ITITPUEMCTBA
«MICbKA CTYIEHTCBKA JIIKAPHS» XAPKIBCBHKOI MICBKOI PAJIU
3a0e3MeunTH:

4.1. Orpumanns Bin KHIT XOP «OKJI» nikapcekoro 3acoby «bBO3EHTAH
AKKOPJl 125 MI' TABJIETKM, BKPUTI IIIIBKOBOIO OBOJIOHKOIO
BOSENTAN ACCORD 125 MG FILM-COATED TABLETS» srigHo 3
Posmnoinom, 3aTBEpIKEHUM [IUM HaKa30M.

4.2. KOHTpOIIb 3a 36epeeHHsAM Ta paliOHaNbHHM BHKOPHCTAHHSM JIIKapCHKOro
3acoby «BO3EHTAH AKKOPJl 125 MI' TABJIETKH, BKPUTI IIJHBKOBOIO
OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-COATED TABLETS».

4.3. Hamanus go KHIT XOP «OKJI» indopmauii moao BHKOPHCTaHHA Ta
samuuIKiB nikapcekoro 3acoby «BO3EHTAH AKKOPJH 125 MI' TABJIETKH,
BKPUTI TUIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-
COATED TABLETS» (32 BHKOPMCTaHHS NpOTATroM 1—15 dmcna 3BiTHOrO MiCsus —
70 18 uMcra 3BITHOTO MiCAIs; 3a BUKOPHCTaHHs NpoTsroM 16-31 wwcna 3BiTHOTO
micsis — no 03 4ucna Micsld, HaCTYIMHOTO 3a 3BITHUM).

4.4. Inbopmysarns KHIT XOP «OKJ» Iof0 MpOTHO30BaHOI HEMOKIMBOCT
BHKOpHCTaHHs Jikapcskoro 3acoby «tBOSEHTAH AKKOP]] 125 MI' TABJIETKY,
BKPUTI TUIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-
COATED TABLETS» no 3akiHyeHHs TepMiHy NMPHAATHOCTI, He Mi3Hile HIX 3a 6
MiCSAIIB J0 3aKiHYEHHs IPAaHUYHOTO TEPMiHy MPUAATHOCTI.

5. Kepisauxy KHIT XOP «OLIMC3CXIAJl» 3abe3neqnty MojaHHs 00 BiIaiIy
MeIMYHO! JOMOMOIM HACeJEHHIO YMpaBliHHA MeIMYHOlI HisnbHOCTI, pedopMm Ta
CTpaTeriqHOro PO3BUTKY JlemapTameHTy OXOPOHHM 3710poB’s XapKiBCBKOI 0GnacHoi
BilicbKOBOI  aiMiHicTpamii y3arampHeHoi iHdopmanii npo OTpPUMaHHA Ta
BHKOPUCTaHHS Jikapchkoro 3acoby «BO3EHTAH AKKOP/[] 125 MI' TABJIETKH,
BKPUTI TUIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-
COATED TABLETS» BiamoBigHo o BMMOr miamyHKTy 6.1 MyHKTYy 6 Hakasy
YIpaBITiHHS OXOPOHHM 310pOB’st XapKiBChKOI 0671aCHOI JepikaBHOI aZMiHicTpalii Bif
06.12.2017 Ne 605 «ITpo yIZOCKOHaNeHHS B 3aKiafilax OXOPOHHM 3/I0POB’S CHCTEMH
KOHTPOJIIO 32 PaIliOHATBHIM Ta LNIbOBHM BUKOPUCTaHHAM MaTepiallbHUX LIHHOCTEH,
OTPHMAHHUX LIEHTPATi30BaHO 3a KOIITH JEPKaBHOIO OIOKETY» (31 3MiHaMH).

6. HauanbHuky Bimmimy Gyxrantepcbkoro obmiky i 3BiTHOCTI JlemapramMeHTy
OXOpOHHM 370poB’si XapKiBchkoi 06IacHOi BIHCHKOBOI afMiHicTpalii — rOJIOBHOMY
oyxrantepy Tersni CHILIEHKO 3aGesme4ydTH KOHTpONbL 33  TOJAHHAM
10 I «MEJI3AKYTIIBJII YKPAIHW» ingopmariii Npo BUKOPHCTAHHA Ta 3aJIMIIKH
nmikapcekoro 3acoby «BO3EHTAH AKKOPJ 125 MI' TABJIETKH, BKPHUTI
[UIIBKOBOIO OBOJIOHKOIO BOSENTAN ACCORD 125 MG FILM-COATED
TABLETS».

7. KoHTpoJib 3a BHKOHAHHAM HaKasy MOKJIACTH Ha 3aCTyNHHMKa JHPEKTOpa
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JlenapTaMeHTy 0XOpOHH 30pOB’s XapKiBChKOI 06/1aCHOI BiCEKOBOT aaMiHicTpalii —
HayalbHUKA YNpaBIiHHA MEIMYHOI MisNBHOCTI, pehopM Ta CTpaTerigHoOro
po3BuTKy Irops BOJTYEHKA.

Hupexrop JlenmapramMeHTy 0XOpoHH
310pOB’ s XapKiBChKOI 0611acHOT

BiiiCbKOBOI aaMiHicTpaii Maxkcum XAYCTOB




