XAPKIBCBKA OBJIACHA BIACHLKOBA AJXMIHICTPALISE
AETMTAPTAMEHT OXOPOHU 3/10POB’ 51

HAKA3
26.07.2024 Xapkis Ne 698-0

IIpo posmonin adikapebxoro zacofy «AMBPI3EHTAH AKKOPH 10 MI' TABJETKH,
BKPUTI ITIBKOBOIO OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG FILM-
COATED TABLETS» pas rpomagsn, sKi  CTPRMKIAIONL HA  JErCHEBY  aprepiadbuy
rineprensiio, 3aKynienore 3a xomrrn Jdepxannoro 6roorery Yipalun na 2022 pik

3 MeTOX0 HaaHHA MeauvHO! JonoMoru xsopii I1.L1L., 1986 p. 1., pauioHaasHOrO
TA LUILOBOIO BHKOPHMCTaHHH Jikapchkoro 3acoby «AMBPI3EHTAH AKKOP/L
10 MI" TABJIETKH, BKPUTI IUIIBKOBOK) OBOJIOHKOK) /AMBRISENTAN
ACCORD 10 MG FILM-COATED TABLETS» st rpoMaiists, SKi Crpaxiarorh Ha
NIETEHEBY apTepiaibHy rineprensiio, sakyrenoro 3a xowrrd [epxasnoro Gromiery
Yxpainu na 2022 pix 3a 6romketHo0 niporpamoro KITKBK 2301400 «3abesnevenns
MEIMYHHX 3aXOliB OKPeMHX JepXaBHHX TporpaM Ta KOMINIEKCHUX 3aXOJiB
IPOrPAaMHOrO  Xapaxkrepy» 3a HampsaMoM «3aKymiBias JIKapchkux  3acobis,
iMyHOGiONIOTiUHMX nperapatiB (BakUMHW), MeAMUHMX BUPOOGiB, IHIIMX TOBApiB i
NMOCHyr, B TOMYy 4YHCIOi 32 JOroBOpaMH KEpOBAHOIO JOCTYILY» Y 4YacTHHi
«MezgukaMenTH 1A TPOMajsH, #AKi CTPAXKJAIOTh HaA JiEreHEeBYy apTepianbHy
rinepressio», Bignopizno po wmakasy JEPXKABHOI'O TIANPUEMCTBA
«MEJIMYHI 3AKVYITIBJII YKPATHU» Bix 09.06.2023 Ne 704-P «IIpo Posnonin ra
GesonnarHe mnocravanus (mepepady) JiKapchkHX 3acobiB  JUIA  TPOMAIAH, MKi
CTpaXXIalOTh Ha JIEreHeBY aprepiaiibHy TIiNepTeH3io, 3aKyIUICHHX 3a KOIITH
JepxasHoro 6romxery Yxpaiun Ha 2022 pik», signosigHo xo gucrie Jenapramenty
OXOPOHH 370poB’s XapkiBchkoi Micekoi pamu Binm 15.07.2024 Ne 5401/0/57-24,
KOMYHAJILHOI'O HEKOMEPLIIMAHOI'O IIIJINIPHEMCTBA XAPKIBCBKOI
OBJIACHOI PAJIM «OBJIACHA KJHHIYHA JIIKAPHS» Big 24.07.2024
Ne 49/2967, suparkosol Haknannoi Ne 24472 pin 27.06.2023, Vkasis Ilpesujenra
Yxpainn Bin 24.02.2022 Ne 64/2022 «IIpo BBeACHHS BOEHHOrO CTaHy B YKpaidi»,
3aTBepKeHore 3akoHoM VYxpaism Bin 24.02.2022 Ne 2102-IX, ming 24.02.2022
Ne 68/2022 «IIpo yTBOpeHHs BIMCHKOBHX aJIMiHICTpalliil», KepyIOYHCh CTAITEIO 6
3akoHy VYkpaiam «[Ipo micueBi nepxkapri aamidicTpaui» Ta [TonoxeHHAM mpo
JenapraMeHT OXOpOHH 370poB’sa XapkiBchkoi oOsacHol AeprkaBHOI aaMiHiCcTpaiii,
3aTBEP/KEHHM  PO3NOPSIKEHHSM TIONOBH 0OONacHOI Aep)kaBHOI  ajaMiHicTpanii
Bin 31.01.2019 Ne 41,

HAKA3YIO:

1. 3ateepauru Posmoapin nikapcekoro sacoby «AMbBPIS3EHTAH AKKOP/L
10 MI' TABJIETKY, BKPUTI TUIIBKOBOIKO OBOJIOHKOKO /AMBRISENTAN
ACCORD 10 MG FILM-COATED TABLETS» juist rpoMajgH, SKi CTPauJaioTh Ha
NeTeHERY apTepiaiibHy rinepreHsiio, 3akymreHoro 3a xomru JlepxasHoro Oromxkery
VYxpainu Ha 2022 pik (zani — Poznoain), mo JoJaeThes.
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2. Craoputn peseps nikapeskoro zacoby «AMBPI3EHTAH AKKOPJ] 10 MI”
TABJETKH, BKPUTI IUIBKOBOIO OBOJIOHKOI) /AMBRISENTAN
ACCORD 10 MG FILM-COATED TABLETS» ans rpomajsn, sxi CTPaXKaaloTh Ha
JNereHeny aprepialbHy rilepTensio.

3. Kepipauxy KOMYHAJILHOI'O HEKOMEPLIIAHOI'O TTIIIPHEMCTBA
XAPKIBCBKOI OBJIACHOI PAJIM «OBJIACHA KJIHIYHA JHKAPHSb
(KHIT XOP «OKJI») 3abesneynty:

3.1. Ilepenauy nikapcbkoro 3zacoby «AMBPISEHTAH AKKOPO 10 MI°
TABJIETKHM, BKPHUTI IUNIBKOBOKIO OBOJIOHKOIO /AMBRISENTAN
ACCORD 10 MG FILM-COATED TABLETS», oTpaMasoro sriHo 3 BHEATKOBOIO
HaKJIaHOIO Ne 24472 BiJ 27.06.2023, JI0 KOMYHAJIBHOI'O
HEKOMEPLIIHHOT'O TTAMPUEMCTBA «MICBKA TIOJIKJIHIKA  Ne2d»
XAPKIBCBKOI MICBKO! PAIIM 3rimso 3 Po3nofinioM, 3aTBEpUKEHMM LM
HaKa3oMm.

3.2. IToxanns bi (9] KOMYHAIJIBHOI'O HEKOMEPLIIFHOIO
MOIMPUEMCTBA  XAPKIBCBKOI  OBJIACHOI PAJIM  «OBJIACHUIA
LHEHTP MEJUYHOT CTATUCTHUKHN, 340POBOI'O CI1IOCOBY
AKATTs TA HOOPMAILIMHO-AHAJITUYHO! AJIBHOCTT»
(KHIT XOP «OIIMC3CIXKIA/l») 3BiTHOCTI Npo OTpUMaHHS Ta BHKOPHCTAHHS
nikapcekoro 3acoby «AMBPI3EHTAH AKKOPI 10 MI' TABJIETKW, BKPUTI
IJIIBKOBOIO OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG FILM-
COATED TABLETS» ans rpomamsH, siKi CTpaXHAIOTE Ha JIEreHEeBY apTepialbHy
rineprensiro, BignopigHo Ko BEMOr MiAyHKTy 4.1 NyHKTY 4 Hakasy HayalbHUKA
YupasninHs oxoporu 310poB’s XapkiBcskol o6Gnackol pepxasHOl agMinicTpaii six
06.12.2017 Ne 605 «IIpo ynoCKOHANCHHS B 3aKIafax OXOPOHM 37I0POB’S CHCTEMH
KOHTPOIIIO 33 PallioHaJbHUM Ta LHITBOBHM BUKOPHCTAHHIM MatepiaabHMX LiHHOCTE,
OTPUMAHUX IIEHTPATI30BAHO 3a KOUITH JepiaBHOro OromxeTy» (3i sMinamu).

3.3. Indopmysanns JlenapraMeHTy OXOpOHH 310poB’s XapkiBchbkol oGracHol
BilichKOBOI amMiHicTpauii MO0 NPOrHO30BaHOI HEMOXIMBOCTI BHKODUCTAHHS
Jikapeekoro 3acoby «AMBPISEHTAH AKKOPJ] 10 MIT TABJIETKY, BKPUTI
IJIIBKOBOIO OBOJIOHKOK) /AMBRISENTAN ACCORD 10 MG FILM-
COATED TABLETS» nnsa rpoMajsH, sKi CTpaXZalOTh Ha JIETEHEBY aprepiajibuy
rifepTeH3it0, 10 3aKiHYeHHs TePMIHY NPHIATHOCTI, He misHime Hix 3a 6 Micauis mo
3aKIHYEHHA TPAHUYHOTO TEPMIHY IPHAATHOCTI.

4. Kepisnuxy KOMYHAJILHOI'O HEKOMEPIIIMHOI'O IMIIITPUEMCTBA
«MICBKA TTOJIKJIHIKA Ne24» XAPKIBChKOI MICBKOI PAJTA 3a6e3neunTy:

4.1. Orpumanng Big KHIT XOP «OKJI» nikapcekoro 3acoby «AMBPISEHTAH
AKKOP[ 10 MI' TABJIETKHM, BKPUTI IIJIIBKOBOIO OBOJIOHKOIO
/AMBRISENTAN ACCORD 10 MG FILM-COATED TABLETS» jyist rpoMaps,
AKi CTpa)kKAAlOTh Ha JIETEHEBY apTepialbHy rinmepTeH3iioo, 3rimHo 3 Posnopinom,
3aTBEPIKEHUM 1M HAKa30M. '

4.2. Koutpons 3a 30epexeHHsSM, LITLOBHM Ta PAliOHANBHUM BHUKOPHCTAHHSAM
«AMBPIBEHTAH AKKOPJZ 10 MI" TABJIETKU, BKPUTI ININIIBKOBOIO
OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG FILM-COATED TABLETS»
AJIs TPOMaIsH, SKi CTPaXXHaloTh Ha JIEICHEBY apTepialibHy IilepTeH3io.
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4.3. Haganus po KHIT XOP «OKJI» indopmanii mox0 BUKOPACTAHHS Ta
3QIHLIKIB Jikapchkoro 3acoby «AMBPISEHTAH AKKOP 10 MI" TABJIETKNY,
BKPUTI ITJIIBKOBOIO OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG
FILM-COATED TABLETS» pus rpomaisH, ski CTpaxiJaloTh Ha JICreHeBy
apTepianbHy Trimepredsilo (3a  BUKOPHCTaHHs JiXapchkoro 3acoby npoTsrom
1—15 upena 3miTHOrO Micsus — A0 18 uyHcHa 3BITHOrO MICHNM, 38 BHKOPHCTaHHA
nixapeskoro 3acoGy nporsroM 16-31 wucna 3piTHoro Micaug — xo 03 yncna Micsus,
HACTYTHOI'O 38 3BITHHAM).

4.4. Indopmysanns KHIT XOP «OKJI» 10A0 NPOrHO3OBAHOI HEMOXIMBOCTI
BUKOPHCTAHHS  Jikapchkoro 3acoby «AMBPISBEHTAH AKKOPJ 10 M
TABJIETKH, BKPUTI IUNBKOBOIO OBOJIOHKOIO /AMBRISENTAN
ACCORD 10 MG FILM-COATED TABLETS» s rpoMasy, Axi CTPaxAaloTh Ha
JNereHeBy apTepianbHy rinepreHsiio, X0 B3aKiHYCHHA TEpMiHy NPUIATHOCTI,
¥ie MigHine Hix 32 6 MicAUiB 0 3aKiHYeHHs IPAHHYHOIO TePMiHY IPHIATHOCTI.

5. Kepisnuxy KHIT XOP «OIIMC3CXIA/I» 3aGesneynty nofnaHss A0 Bi Iy
MEIUYHOT JIONIOMOrH HACeleHHIo YIpapliHHs MeJndHol JisnbHOCTI, pedopM Ta
CTpaTeriuHoro po3BMTKy JlenapTaMeHTy OXOpOHM 310pOB’s XapKiBChKOI obrackol
BilichKoBOT agMinicTpanil inhopManii IPO OTPHMAHHS Ta BUKOPHCTaHHA JIKapCHKOro
sacoGy «AMBPISEHTAH AKKOPJI 10 MI"' TABJIETKH, BKPUTI IVIIBKOBOIO
OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG FILM-COATED TABLETS»
IVISE FPOMAJISH, AKI CTPaXKNaloTh Ha JIereHeRy apTepiajibHy rinepren3iro, BiJMOBIHO
20 mignyHKTy 6.1 TMyHKTY 6 Hakasy HayalbHUKA YIPABNiHHA OXOPOHHM 3IOPOE’S
Xapkiscpkoi oGnmacHOl JepiaBHOI aaMiHicTpanii pig 06.12.2017 Ne 605 «llIpo
YIOCKOHANEHHS B 3aK/1aJ1aX OXOPOHH 340POB’S CHCTeMH KOHTPOJIO 33 PalioHalbHUM
Ta HiNLOBAM BUKOPHCTAHHAM MaTepianbHUX LiHHOCTEH, OTPUMAHMX UEHTPaNi30BaHo
3a KOWITH JEPXKAaBHOTO GlomueTy» (3i 3MiHaMu).

6. Havaneruxy Bimminy Gyxranrepebkoro obuixy i spitsocri JlenmapraMeHty
OXOpOHM 370poB’s Xapkichkoi o6nacHol BiliceKkoBOI aiMiHicTpalii — rOJTOBHOMY
oyxranrepy Tersui CHIIEHKO 3afesneyntd  KOHTPONL 32  [OAAHHIM
po T «MEJ3AKVIIBJI VKPATHW» ingopmanii LI0J0 BHKOPUCTAHHS Ta
saMuIKiB Nikapcekoro 3acoby «AMBPIBEHTAH AKKOPJ 10 MI' TABJIETKH,
BKPUTI TUIIBKOBOIO OBOJIOHKOIO /AMBRISENTAN ACCORD 10 MG
FILM-COATED TABLETS» nsa rpoMajsH, fAKi CTPaxJalOTh Ha JIEICHEBY
apTepialbHy rilepreHsio.

7. KoHTpons 34 BHKOHAHHAM Hakasy IIOKJIACTH Ha 3aCTyIHHKAa JHPEKTOpa
JicapTaMeHTy OXOopoInHM 310poB’s Xapkirchkol o6aacHol BiickKOBOT ajminicTparii —
HAaYaIbHMUKA YIPABIIHHA MEAMUHOI AisNBEHOCTI, peopM Ta cTpaTeriiHoro
possutky Irops BOJTMEHKA.

Mupektop JenapraMeHTy OXOPOHH
310poB’ 1 XapKieckKoi 0baacHoi
BIMCBEKOBOI a/iMiHicTpaLil

Terana JEMEHKO




3ATBEPJPKEHO

Haxkas aupexropa HenapraMenty oxoponn
sopon’s Xapkincbkoi obnacHol silcskonol
ajminicrparii

26.07.2024 Ne 698-0

Posnopin nikapesxoro 3acoby «<AMEBPISEHTAN AKKOP/X

10 MI' TABJIETKH, BKPHTI ILJIIBKOBOIO OBOJIOHKOIO /AMBRISENTAN ACCORD 10
MG FILM-COATED TABLETS» aus rpomajgsii, #Ki Crpax/IaloTs HA Jereneny aprepiasnmy

rineprensio, 3axynacHoro 3a komrn Jepxapnoro Sopxery Yrpalun

na 2022 pix

Ne
n/n

3axaa oxopoun 3a0pos’n

AMBPIZEHTAH AKKOPA 10 MI’
TABJETKH, BKPATI ILHBKOBOIO
OBOJOHKOIO /AMBRISENTAN
ACCORD 10 MG FILM-COATED
TABLETS
rabaeTku, BKPHTI IIHBKOBOIO 0BOIOHKOIO 10
10 Tabnerok y Giicrepi no 3 6nicrepn B

naui

(Am6pizenran, 10 mr)
Bupobunk: lenopbic dapmachioTikans
Jimiren, Kinp

Lina 3a raGaerky - 305,174 rpu

K-CTh K-CTh YN B-CTh, I'PH
a6, ym. TP
KOMVYHAJILHE HEKOMEPLIHHE MIANMPHCMCTBO
1 {XAPKIBCHKOI OBJIACHO! PAJIN "OBJIACHA 260 8,7 79 345,24
KJITHMHEA JHKAPHA" (Pe3eps)
KOMYHAJIBHE HEKOMEPIIAHE ITITPHEMCTBO
2 |"MICBhKA TTOJIKIITHIKA Ne24" XAPKIBCBKO! 160 53 48 827,84
MICLKOI PAJU
PAIOM 420 14 128 173,08
JupexTop JlenapramMenTy OXOPOHHU 310POB’ A A
XapkiBcbKoi 06nacHol BIHCEKOBOT /
amMinicTpanii Tersna JJEMEHKO




