
flpeRcTaBrn~iuJeo F~ I ~9, A ~J 1 Representative Office of
“~enbTa Me~iKen flpOMoyWH3 Ar~ ue ta V eUI~ ~DeIta Medica’ Promotions AG”
Ar~peca: 08132, K~lIBcbKa O6FlaCTb Address:43, Chernovola Str.

M. Rt’iwHeae, ayn. ‘-lopHoBosla, ~ rn rn n~’h n nc Vyshneve, Ky~v ob~ast, 08132

Teji. (044) 585 0041 “fl ~ ~ TeI.(044) 5850041

BHx.N2O~ ~tc~L~B1J~ L’~ L2,2025 P0KY

3AMBA
Ha H~OBCJ~~HHSI ,L~ep~eKaBHoI OI~IHWH Me,L~nqHnX TeXHOJI0F1I1

1. IH~opMax~iil HpO 3aSIBHHK~

1) HaIiMeHyBaHH5I (rlpi3BHWe, IM’51, no 6amKoBi) 3a5IBHIIKa: AMJ~IceH CBpoHa B.B.
2) Micu~e3Haxo~pi~eHH5i (Micfle Hpo)ICHBaHHSI) : MiHepByM 7061, 4817 ZK, Bpe~a, Hi,Li~epnaH,z~H
3) no~ep Te~Ie4~oHy (Tene~aKcy): Teir. (044) 593-33-55, 4ai~~c (044) 593-33-54

4) aj~peca e.JIeKTp0HH0I nourrH : Yulia. Mikhaylovskaya(à)dcltaswiss.eu

11. IH4rnpMa~is1 npø BHpOGrnIKa 3~ilBJI~HO~O JIiKapcbKoro 3aco6y:

AMJ~KeH CBporia B.B. (MaplcyBaHHsJ, BTO~HHH~ naKyBaHH5l, BHH~CK cepil), HiJ~epJ1aHJUi

AM~eH TeKHono~Icj (A~esien,ri) AHJIiMiTe,L~ KoMrIaHi (KoHTpoJm 5IKOC’n H~H BilnycIcy), IpMaH,Zfl5I llaTeOH
MaHy4eKiiypiHr CepBice3 E.ri.En.Ci. (BHp06HHUTB0, H~~BHHH~ rIaICyBaHH51, KOHT~OJTh 5IKOCTi Ta

BHnpo6yBaHHn cTa6iJmHocTi), CifiA AM~IceH MaHyd)eK’IypiHr MT,z~ (BHpo6HHujBo, H~PBHHH~ HaIcyBaHHsi,
KOHT~OJTh 5IKOCTi Ta BHnpo6yBaHHn cTa6inBHocTi), CifiA flH~ J~eBeMoHMeHT, JEll. (icoHTponL 5IICOCT1 npn

BHH~CT(~ (i,L~eHTH4iKaIi~i5I M~TO~OM Mac-dllelcrpoMeTpiI)), CILIA.

2. L~aHi WO,L~O 3aflBJ~IeHoro .JflKapcbKoro 3aco6y
1) TO~FOB~JThH~ H~3B~ JliKapcMcoro 3aco6y : HAPCAI3IB® (PARSABJV®)
2) Miicnapo~a~H~3B~ a6o cHHoHiMi~~iHe Ha~1MeHyBaHH5I : Etelcalcetide
3) cKJTa,L~ JlucapcbKofo 3aco6y (j~iio’ii Ta J~OHOMDKHi pe1~IOBHHH):

Hapca6iB, 2,5 MI”, P03’-IHH JIj[51 1H’CKUifl
1 d)IIaKOH M1CTHTb 2,5’ Mf eTeJIKa ii~e~nj~y (y 4opMi ri.npoxnoplljiy) B 0,5 MM pO3~HHy. 1 MM M1CTHTb 5 MF

eTeMKaJmL~eTH,r~y.

Hapca6iB, 5 MI’, PO3~HH ,T~M5I 1H’€KLI~i~

1 ~JT~KOH M1CTHTb 5 MI’ eTeMKaJThL1~eTH,11y (y clE)opMi ri,L~poxnopHJI~y) B 1 MM po3~HHy. 1 MM M1CTHTh 5 MI’

eTenKaJIbueTn,r~y.

Hapca6iB, 10 MI”, P03’{ITH ,L~JT5I iH’CKWi~I

1 4ulaicoH MICTHTh 10 MI’ eTenKaJ1bL~eTIIJ~y (y (~)OpMi ru~poxnopHJ~y) B 2 MM pO3~HHy. 1 MM M1CTHTb 5 MI’

eTeMKanBueTHJ~y.

/~OflOMi31C1Iipe11oeuJtu: HaTpno XflOpHJ1~, 6ypIllTHHOBa KHcM0’ra, BoJJ~a ~M5I iH’cKLui~, COJI5IH~ KHCMOT~ (,Tpia

KopHryBaHH5I pH), HaTpuo riJ~poKcHJ~ (,wui KopnryBanHn pH).
4) d~OpMa BilnycKy, ll~O HponoHycmcl ~Ji~ BKMIO’IeHH5I ~O HaUioHajmHoro nepe~uicy OCHOBHHX

nilcapcbKllx 3aco6iB Ta (a6o) rlepeniKiB:
PO3T~IHH ,L~M5I iH’CKJ4ii~ 2,5 MF/0,5 MM y 4~MaKorn.
5) Bi~oMocTi npo ,r~ep)icaBHy pecc’rpauno 3a5IBMeHor’o MiIcapcT:.Koro 3aco6y B YRpaini : PeccTpaI~itiHe

nocBi~1eHH5I UA!17068/01/O1. Haica3 M03 N2 2102 ~ 16.12.2024. TepMiH jul peccTpauil~Horo
HOCBij~qeHH5J: Heo6Me)IceHHi~ 3 30.10.2023. 3a~IBHHK: AMJ~KeH CBpona 13.B., Hij~epMaHj~H.

6) 4apMaicoMoriilHa j~isi .T[iKapcMcoro 3aco6y

Kanb1jii~i’iyTnHBi peljellTopn, II~O 3HaXOj~sITbCsl Ha noBepxHi TOJTOBHHX KJTiTHH napaWHTOnoJ~i6Hol
3aJ[o3H, C OCHOBHHMH peFyJTllTopaMH CeKpeljil napampeolJI~Horo I’OpMOHy (HTF). ETeMj<aJmUeTn,rj~ C

CHHTeTWIHHM HeHTHJJ~oM, H~O ~{HHHTb KaJIbLUiiMiMeTHqHy TUb, LL~O 3HH)K~C piBeHb HTF fflM5IXOM 3B’5I3yBaHH5I
Ta aKTHBaUiI KaJTbI~iiPIyTMHBHx peljenropia. 3HIDKeHH5I piBH5l UTF cynpoBoJJ~)Kycmc~I 3HbDK~HH5IM BMicTy

KaJlE.rnbo Ta d2ocd)aTiB y cHpOBaTL~i KpoBi.
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7) 4~apMaKoTepaneBTHqHarpylla ~mcapc~coro 3aco6y Ta KOJ~ 3a aHaToMo~TeparIeBTHtJHo X1M1’IHOIO

IcMacrnlnKauieIo:

CHcTeMHi ropMoHa~mHi HpellapaTll, 3a BHH5ITKOM CT~T~BHX FOPMOHiB Ta iHcyMiHiB. PeryilsiTopil

KaJibLueBoro roMeocTa3y. AHTHHapaTHpeoIJi~Hi 3aco6H. IHifil aHTHnapaTHpeol~Hi 3aCO6H. ETesiKaJmueTHJ~.
Ko~ ATX HO5B X04

8) oj~~e HOKa3aHH5I ,L~O M~J~HMHOTO 3acTocyBaHH5l, 3a SIKHM no,L~acmc51 3~5JB~~

Hapca6iB HpH3Hat1eHHj~ ~JI51 fflKYB~HH5I BT0pHHHOr’O rrnepnapa~~peo~y (FHT) y ~opocswx HaUiCHTiB i3

X~OHF4HOIO HH~KOBOIO He,TjocTaTHicTlo (XHH), SLECi nepe6yBalom Ha reMojualll3i.

9) nOKa3aHH5I ~O Me,L~w~IHOr0 3~CTOCYB~HH5I B1J~II0Bi~HO ,r~O iHCTpyK1~iI ~M5I M~~HMH0~O 3aCTOCyBaHH5J,

3aTBep,n~)KeHoI M03, 3a Ha5IBHOCTi )~ep)KaBHo1 pecCTpauiI .TllKapcbKoro 3aCO6y B YKpaiHi:

Hapca6iB flpH3Ha’IeHH~I JJ~M51 JIiKyBaHH5I BTO~HHH0FO rinepnapaTHpeo3y (FHT) y ,T~OpOCJIHX HaWCHTiB i3

X~OH~H01o HH~KOBOIO He,z~ocTaTHicT1o (XHH), 5iKi nepe6yBalom Ha reMo,niasIi3i.

10) crioci6 3acT0cyBaHH5I: JliKapcbKwf.i 3aci6 Flapca6ia BBOJU4Th ‘~epe3 BeHO3HH~1 K~T0TC~ JU8JII3HOI

CHCT~MF1 13 HepiO,T~ EIp0MHBaHHSI B K1FIU1 rlpOUe,avpH reMo,ruaJli3y aóo BHyTpifflHbOBeHHo IIiCJIS1 I1POMHBaI•1F151

KareTepa. ilpil BBeUeuHi ni,t~ qac ll~OMllB~fflLSI cJiW i~i~o,uin~i woHa~MeI1me 150 r~ui o6’er~iy npo1un3aiii~s[ H1CJI5I

iHeKL~fi. JITtT.UO fl~OMHB~HH~ 3aBeprneHo, a JliKapcbKH~ 3aci6 ilapca6iB He 6y~io BBC)~CF1O, TO ~OFO ~o>icria

BBOJ[HTH BHyTpiTBboBeHBo, 3 nO)~aJm1BBM BBe,~eHHTi I.I~oHa~-IMeHme 10 MiT iF1~CKTU~1HOFO po35IHHy HaTpiIO

xnop~~y 9 Mr/MM (0,9%), iiio BHK0pBCTOByCTbcB Ui~5L iIpoMrn3aFIFrsl.

,Z~o3u
PeKoMeHiloBaHa llOT~IaTKOBa 2~O3~ eTeJmxaJmuerH,r~y y ~opocnux CT~HOBHCh 5 ~r y iwrn~jd 6onJocHoro

BB~~CHHB 3 pa3~I Ha TH)K,TJ~eHb.

11) Ha5IBH1CTL HOK~3~Hb ~O M~~WIHO~O 3aCT0CyBaHH5I JTiKapCbKOTO 3aco6y ~JT~1 BHKO~HCT~HH51 Hi)~ ~iac

H~J~~HH5I MeJ~w-1HoI ~OHOMOFH ripil cTaHax, ll~O 3a3HatIeHi y HpiopHTeTHHx HallpSIMax ~O3BHTK~ c4~epH

OXO~OHH 3J~opoB’5J
XpoHitrna HH~KOB~ He~ocTaTHicTb Ta reMo~iaMi3 He BXQL~51Tb )~O nepe~mcy CTaHiB, ~O 3a3HahIeHi )7

npiopHTeTHHx ~anp~i~ax P03BHTK~ cd~epH OXOPOHH 3J1~opoB’51, 3~TB~P~)K~HHX H~K~3OM M03 YKpaIHH BiJL

07.10.2022 p. .N~t 1832
3. K~pwri~a HpOuo3nIdsl II~OJ~O JliKapcbKoro 3aco6y 3 OIIIICOM 3aXBOpIOBaHHil (cTaHy), HJJIbOB0I

KOFO~TH UaU1CHT1B Ta pOJJi JliKapcbKoro 3aco6y B iIpoi~eci JI1KyBaHHSI 13 3a3Ha~CuHsIM Ki~1fliMHOFO
MapmpyTy HauiclJTa y KOHTeKCT1 BEIKOpIICTaHHII 3anpouoHoBanoro JJiKapCbICO~O 3aCO6y. 3a3na~nTH
nepeiu~ (H0MeHKJIa’rypy) a6o ,L~oKyMeHT, ~o IIKOFO 3allpoEIoHoBaHo BKJUO’IHTH 3a~IBJ~eHnhI J~iKapCbKHhi
3ac16. 3a3na~HTH pO3,L~iJI, ,L~O S1KO[O 3aHponoHoBaHo BKJHO’JHTH 3asIB.Jlenuhi .JliKapcbKHii 3aCi6. MKuio
IJ~HKTfl 4—13 ,L~OCbC M1CTSITb irnJ~opMauim 3 O6Me~KeHHM J~OCTyHOM, 3a3H~~HTI1, SIKI tI~CTHHfl
i1H~OpMaL~iI B UHX fl~flKT~X C KO1HIH,L~CHL1iuIHnMu Ta H~~~TI{ O6I~pyH1yBaHnil WO~O KOH4~1J~eHuiiIHoro
xapa~~epy TaKol Jn4JopMaL~iI.

XpoHitrna xBopo6a HH~OK (XXH) BH3H~~I~CThCSI ~HOM~JThHHMH 3M1HaMH CT~~KT~~H a6o ~yHKuiI

HHp0K, 5lKi TpHBaIoTb >3 MiC. i MalOTh HacmJ~KH J~JiSI 3UOpOB’51. Ue 3araJThHHiI TepMiH, 51KHi~ BKJ1IOt{~C 6araTo
reTeporeHHllx 3axBoploBaHb, H~O BHJIHB~TOTh Ha CTpyKTypy Ta 4~yHKUiIo HilpoK.

BTopHHHHI~ rineprlapa’rHpeo3 (BFHT) ~ac~o 3ycTpriaemc~i y XBO~HX 3 XXH, 5IKi rlepe6yBalom Ha F~.
BTopHHHHI~ FHT — ue ycKiTaj~HeHH5I XXH, dnpw-rnHeHe cripo6oio opraHi3My KoHTpoJuoBa’rH HO~Yffl~HH~

Me’ra6oJIi3M KailbUilo, d)oc(]~aTy i BiTaMiHy D. THH0BHM ,21J151 BFHT ripii XXH e Te, H.~O B1H 3yMOBJIeHHi~

rmoKaimUicMiclo Ta r1Hep4~Oc4aTeMic}o.

)~oCToBipHo BcTaH0BJIeH0, WO nauicHTH i3 XXH c’raj~iI G3a-G5D M~IOTb 6inbmy tIaCToTy nepeiloMiB

HOp1BH5IH0 i3 3araJTbHolo HOHyiI5IL~iEIo, a H~~CMOMH cier~a H0B’5l3aHi 3i 3HaTIHOIO 3axBoploBallicTlo Ta

cMepTmcTlo.

3B’513oK MDK KaiIbUHd2iKaUicJo Cy~HH, 3M1HaMH y KiCTKax Ta 4~yHKUiCIo HH~OK 3M~CHB BCeCBiTHIO

opraHi3alufo KDIGO (aurn. Kidney Disease Improving Global Outcomes), 5Hca po3po6nsIc Ta BrJpOBa,L~)Kyc
KJIiHItTHi HpaKTwmi pe1coMeH,~au~iI ll~O~O 3aXBOpIoBaHb HilpoK, 51K1 rpyHTylomcsI Ha ,lIOKa3aX, pO3pO6HTH
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KJHHiqH1 peKoMeH~aulI WO,1~O JLiKyBaHHSI XXH i3 po3JIa,L~OM MiHepaimHoro O6MiHy i YP~>~~HH51M K1CTOK (aHrn.

Chronic kidney disease-mineral and bone disorder a6o CKD-MBD).
OCHOBHOIO flpHquHOlo P03BHTK~ CKD-MBD C HHpKOBMi~ (BT0pHHHHiI) FUT i3 HiJ~BHWeHHs1M piBHsl

flTF i rinepHJIa3iCIo napaWHToHo,z~i6HHx 3a,rLo3 (HhL~H3), LUO dnocTepiraemcsl B Y’CiX IIaUiCHTiB i3 XXH
B1,2~HOBi,L~HO ,Z~O HOripJJJeHHsl 4~yHKUiI HUpOK.

3aTpHMKa 4~oc4aTy C L~~HT~~JThHHM 4)aKTOpOM y PO3BHTKY BFUT. 3i 3HH)KeHHS1M (1)YHKUi1 HH~OK

3,Z~aTHicm HiJ~TpHMyBaTH MiHepaJmHM~ FOM~OCT~3 B opraHi3Mi flOpymyCTLCsI 51K ~epe~ 3HH)K~HH51 3~aTHOCTi

BHBOnHTH 4)0C4)aT caMHMH HHpICaMH, Talc T~Iepe3 HO~~UJ~HH5l O6M1HHHX HpoL~eciB 3’ KiCTKaX.

TpHBaJIa XXH i~ BFUT flpH3Bo.z~pIm ,E~O J~H~y3HOI i 3~~LllTOIO J~O By3JIoBoI npoiii4~epauiI

napaTHpeoI,z~Hoi TIC~HHHH 13 BT~~TO1O perynslTopHMx peuenTopn3. BHacniJ~oK 3araJIbHoI rinepniIa3iI flUJ113
a6o awroHoMHoi a,z~eHoMH i~eI~ CT~H 3a3BM~ail xapaKTepH3ycmcsi 51K ‘rFflT. O6H,L~Ba cTaHH XapaKTepH3y}omcsl

BHCOKMMH p1BHSIMM UTF 3a HaslBHocTi cTii~KoI riflepKaJIbLUCMiI.

ETenKaJ-ihUeTH~ C HOB~M KaJTM.~uMiMeTHKoM ~pyroro HOKOJHHHSI, 5IKHi1 6yB cxBaJIeHHi~ JUl51 JIiKYBaHHSI
BFflT y j~opocn~x IIaU1CHT1B Ha FJi~ B CC y s1HcTorIa,z~1 2016 P., B 51110H11— B rpy.z~Hi 2016 p., a B CilIA— y

JIJOTOMy 2017 p.

ETenicaJu~UeTH,2~ dnpl1tInusIC fflBHJ~K~ 1 ,L~O3o3aJEe)KHe 3HH)K~HH5I piBHiB HTF.
3aMicHy HH~KOB~ Tepaflilo 3a J~OHOMOrolO FJ~ Tpe6a HO~HH~TH y cneuiajii3o~aHo~y 3aKJIaJ~i Ha OCHOB1

cylcyrmol OU1HKH CHMIITOMjB, o3HaK, SIKOCT1 )ICHTT5I, yHOJ~O6aHb, piBHsl llJK~ i na6opa’ropi-iHx Bi~xHJIeHL

naI~iCHTa.

Me~H~Hy ,1~oHoMory naUiCHTaM i3 XXH Ha,z~a1om rnKap1-He4~ponorH Ta cepeJ~Hi~i Me,l~qHHii nepco~a~i

3i crIeL~ia.rn,Hoio Hi,zu-oToBKoIo ~~ns1 po6om 3 reMoJ~iaJIi3HHMH XBOpHMH. 3a Heo6xiJ~HocT1 ~a~iy~aiom JilKapiB

1HfflHX dHeu1aJmHocTe~i.

Y HaWCHT1B 13 XHH Ha F~, 51KHM Heo6xi.~He 3acTocyBaHH51 TeparnI, HanpaBileHol Ha 3HH)KeHHSI piBHSI

HTF, Heo6xiL~Ho 3aCTOC0ByBaTJ4 KaJThIJHMiMeTI4KM. KaJmUHMiMeTHK ~~pyroro HOKOJHHH5i CTCJIICaJIbUCTII,L1

e4eKTHBH0 3HH)IC~C piBHi HTF, 4oc4opy, K~JThUllO Ta FGF23 y HaWCHT1B Ha F)~. BHyTpimHboBeHHe

BBe,L~eHHs1 J13 HaHpHKiHUi cea~cy FJJ~ BHS1BJI5IC ~pamy npHxMJmHiCm J~O JIIKyBaHHSI, 3MeHIuyc fliI’yJIKoBe

HaBaHTa)ICeHH51 Ta 3a6e3neqyC K~~II~H~ KOHT~OJTh BTHT rlopiaHsmo 3i cTaHJ~apTHoIo ‘reparnClo. flosiinmeHHi~

6ioxiMiqHH~j KOHTpOJn~ MiHepaJmHoro O6MiHy 3a ,LIOHOMOT0IO eTenKaJII~ueTHJ~y TpaHc~opMycmc51 3’ ,L~OCTyHHi

CepueBo-cyJ~HHHi Ta BHKHBaJII,Hi rlepeBaru, a T~KO)K y nOJIinmeHHsI S1KOCT1 )KMT~51 HaIUCHTiB Ha 17~.
J1iKapchKH~i 3aci6 UAPCABIB® (eTenKaJu~ueTH~) fl~OflOHyCmcsI ,T~O BKJIlOq~HH~i B HauioHaJIhHHi~

HepeJliK OCHOBHHX JIiKapCbKHx 3aCO6iB y Knac XXX’. JliKapcbKi 3aco6H JUl51 JIIKyBaHHSI 3axBoploBaHh HHp0K,

i’pyny <<JliKapchlci 3aCo6H JUl51 KOpeKuiI HopyffleHL (j)0c4)OpHo-Karn,uiCBoro o6MiHy y IIaIUCHT1B 3 XHH, Sill

HaXo~slmc51 Ha FeMoJdaJIi3ixi, B HepeJIiK JlilcapcblcHx 3aco6lB, IIJO 3aKyHoByIomcsI 3a J~OFOBO~~MH ~epo~a~oro

J~OCTyny, B T. q• ~epe~ 3acTocyBaHHsI HpoJ~eJ~ypH J~oroBOpiB KepoBaHoro J~OCTyHy BiJWOBiJ~HO J~O HOJIO)lCeHb

HOCT~HOBH KMY BiJ~ 27.01.2021 p. N2 61 <<~e~xi flHT~HH51 HJOJ~O J~OFOBOpiB ~epo~a~oro J~OCT~H~ Ta
3yrrnHeHHsI Jul a63auy nepuioro ~I~fflCT3’ 12 flOCT~HOBH Ka6iHe’ry MiHicTpiB YKpaIHH BiJ~ 25 6epe3Hsl 2009 p.
N2 333>>, a T~KO)K J~O BiJ~flOBiJ~HHx rlepeJ11K1B 3 MeTOIO 3JU~iCHeHHsl 3aKymBJIi J13 cTpyKTypHHMH HlJ~po3J~inaMH
3 fIkIT~Hb OXOpOHH 3J~OpOB’5I O6SLacHHx Ta KnIBCbKoI M1CbKOI J~ep)Ka,Z~MiHicTpaUiIl JJ~JIS1 HpOBeJ~eHH5l 3~XOJUB

perioHaJII,HHx IJ1JIBOBHX nporpaM.
OCKiJIbKH HepioJwqHo OH0BJII0BaHHI1 3B1T 3 6e3HeKH C KOH4~UleHuiI~HnM, HYHKT 9 J~oChC C KOH4fl,r~eHui~iHHM.

[oJioBa
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