COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 20.06.2025 N= 15347

(NOCNEOQCBATENBEHOCTL 0003)

NHCTPYKIUA
I[10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

IJIOKTEUT

PerncrpanuoHHblii HOMeEp:

Toprosoe HaMMeHOBaHUE: DJIOKTEUT

Memyﬂapoxmoe HEMATCHTOBAHHOC UJIK I'PYINIIMPOBOYHOC HAMMECHOBAHHUEC

DPMOpPOKTOKOT asibda

JlexapcTBeHHas popma

JIno¢unusar A NPUTOTOBICHUS PACTBOPA Il BHYTPHUBEHHOTO BBEICHHS

Cocras

1 ¢naxon nuoduaM3aTa COIepKUT:

leticmeyrowee gewjecmeso.

O¢dmopokrokor anspa 250 ME, 500 ME, 1000 ME, 1500 ME, 2000 ME unu 3000 ME
Bcnomozamenvuvie sewecmsa:

L-ructunun 3,1 mr, HaTpust XJopul 36 Mr, Kaiablus XJIopuaa auruapar 2,4 mr, caxaposa 40 mr,
noaucopOat 20 0,4 Mr, XJIOpUCTOBOAOPOAHAS KUCIIOTA [T KOppeKUuuu pH, HaTpus THAPOKCHU
J1s1 Koppekuuu pH.

| mwmpwuil ¢ pacTBOPUTENEM COIEPKHUT:

BOJIA UId UHBEKIIANA 3 MII

Onucanue

JInodunmzar 6e10ro WM mouTH OEJIOTo IBETA B BUJIE MOPOIIKA MIIH TIOPUCTON MACCHI.
Pacmeopumens: ipo3payHblii OECLIBETHBII pacTBOp.

Boccmanosnennwviii pacmeop.: Tpo3padyHbIid WK ¢1a00 ONMAIeCIUPYIOIHUNA OT OSCIIBETHOTO JI0

JKEJITOBATOTO I[BETA PACTBOP.

dapMmakoTepaneBTHYECKAS IPyIIa

['emocTatnueckue cpeactsa; ButamMmu K u ipyrue remocratudeckue cpecTna; Gpaktop
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ceepThiBaHus kposu VIIL

Kox ATX
B02BDO02

dapMakoJIoOrnyecKue CBoiicTBa

dapMakOAUHAMHKA

[Ipenapat DnokTedT (3MOPOKTOKOT anb(da) SBISETCS MPOJOHTHPOBAHHBIM PEKOMOMHAHTHBIM
daktopom cBepthiBanus KpoBu VIII ¢ ycedeHHbIM B-moMeHoM, KOBajieHTHO CBsi3aHHBIM ¢ Fc
nomeHoMm denoBeueckoro uMmmyHornmooynumHa Gl (IgGl). Fc momen IgGl cBssweiBaeTcst ¢
HeoHaTabHBIM Fc-penentopoM. J[aHHBIA peLEenTop SKCIPECCUPYETCsS B TEUEHUE BCEU KU3HU U
npezcTaBisieT co00i YacTh €CTECTBEHHOTO IMyTH 3aIIUThl KIMMYHOTJIOOYJIMHOB OT JTHM30COMHOM
Jerpajialiid MyTeM MOBTOPHOTO BKIIIOUEHUS JTaHHBIX OCJIKOB B LIUPKYJISILIHIO, YTO MPUBOJIUT K
YAJMHEHUIO UX MEePHO/ia MOTYBBIBEACHUS B MJIa3Me KPOBU. D(MOPOKTOKOT aib(a CBI3bIBACTCA C
HeoHaTalbHBIM Fc-perenTopoM, TakuM 00pa3oM yBETHYMBACTCS €r0 MEPHO MOTYBHIBEICHUS B
IUIa3Me TI0 CPaBHEHHIO ¢ SHIOTeHHBIM (akTopoMm VIIL

PexomOunanTHbI (hakTop cBepThiBaHus KpoBH VIII, Tak ke, Kak U SHIAOTEHHBIN, Y4aCTBYET BO
BHYTPEHHEM MeXaHH3Me cBepThiBaHUs KpoBU. [locnie BBeaeHHs! 60IbHBIM TeModuiIne, pakTop
cBepthiBanuss kKpoBu VIII cBs3wiBaercst ¢ (akropom BuiuieOpanaa, uMeronMcs B KpPOBH
NalMeHTOB. AKTMBHPOBaHHBIA (akTop cBepThiBaHUS KpoBu VIII BhICTymaeT B KauecTBe KO-
dakTopa, akTUBHPYIOIIETO (haKTOp CBEPThIBaHUS KPoBH X, KOTOPHIH, B CBOIO OYepeb, YCKOPSET
npeBpaiieHre $pakTopa cBEpThIBaHUS KPOBU X B aKTUBHPOBAHHBIN (DaKTOp CBEPTHIBAaHUS KPOBU
X. AKTUBHPOBaHHBIN (PaKTOP CBEPTHIBAHMSI KPOBH X 00OECIIeUMBACT MPEBpAILICHHE TPOTPOMOUHA
B TPOMOMH, KOTOpBI B CBOIO ouepens npeBpariaer GpuépuHoreH B (GUOPHH, YTO MPUBOIUT K
00pa30BaHMIO KPOBSIHOTO CIYCTKa.

[Ipenapar DJOKTEHT NpUMEHSAETCS C UEIbI0 3aMECTUTEIBHOM TEepanmuu i ITOBBIIICHUS
aKTUBHOCTH ITUIa3MEHHOTro (akTopa cBepThiBaHUs KpoBU VIII, 4yToOBI 00ecreuuTh BpeMEHHYIO

KOPPEKIHIO ero AeuiuTa 1 TeMopparnieckoro CHHAPOMa.

DapMaKOKHHETHKA

Onenky GpapMakOKMHETHYECKUX TapaMeTPOB 3(PMOPOKTOKOTa ab(ha MPOBOIUIHN Y 28 MAI[IEHTOB
(= 15 omer), mnomywaroumx mnpemapar Onokrteir. Ilocme  OTMBIBOYHOrO — mepuoja
MPOJOKUTEILHOCTEIO HEe MeHee 96 yacoB (4 1MHS) MAalMeHTaM OJHOKPATHO BBOJIMIIU Tpernapar
Onoktent B 1o3e S0 ME/kr. 3a6op Marepuana st orieHKA (hapMaKOKHHETHYECKUX MapaMeTPOB
MIPOBOJIAJIN JIO BBEJCHUS TIPETapara 1 3aTeM B 7 BpeMEeHHBIX TouKax 110 120 gacoB (5 gHEi) moce

BBCACHUS.
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dapMakOKHMHETHYECKHUE TapaMeTphl, paccuuTanHble mocie BBeaeHus 50 ME/kr mpemapara

3HOKTGI>1T, MPCACTABJICHLI B IPUBCACHHBIX HUIKEC Ta6nnuax.

Tabmuma 1: @dapmMakoKHHeTHYECKHE

napaMeTpbl  npemnapara  JJIOKTEHT TMpPH

HCIIOJb30BAHUHU OAHOCTYIICHYATOI0 aHAIN3A KOaryJIﬂHHOHHOﬁ AKTHBHOCTH

DJIOKTEH T
dapMaKOKHHETHYECKHE apaMeTpbl! 95 % AN)
N=28
BoccranoBienne mokasarenei 2,24
(ME/nn na ME/kr) (2,11-2,38)
AUC/[1o3a 51,2
(ME*u/nn na ME/kr) (45,0-58,4)
108
Cmax (ME/m)
(101-115)
1,95
CL (mn/9/kr)
(1,71-2,22)
19,0
ti2 (9)
(17,0-21,1)
25,2
MRT (u)
(22,7-27,9)
49,1
Vs (Ma/Kr)
(46,6-51,7)

Tabauna 2: dapMakOKHHETHYECKHE MapaMeTpbl mpenapara JJIOKTEdT, U3MepeHHbIe ¢

MOMOIIBIO AHAJIN3A ¢ UCMOJIb30BAHINEM XPOMOTEHHOT0 cyOcTpaTa

DJIOKTEHT
dapMaKOKHHETHYECKHE apaMeTphb’ 95 % AN)
N=27
BoccranoBneHue mmokasareiei 2,49
(ME/nn na ME/kr) (2,28-2,73)
AUC/Jlo3a 47,5
(ME*d/mn na ME/kr) (41,6-54,2)
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(MTOCAEROELTENBHOCTE 0003
Cmax (ME/n) (104-165)
2,11
CL (mur/u/kr) (1,85-2,41)
N 20,9
tin (4
(18,2-23,9)
MRT (u) >
k!
(22,4-27,8)
52,6
Vs (Ma/kr) (47,4-58.3)

! dapmaroxunemuueckue napamempol npedcmasienst 6 gude cpednezo 2eomempuyeckozo (95 % JH)

Cokpamenusi: I = noBeputenbHblit UHTEPBAT; Crax = MaKCUMallbHas akTUBHOCTh; AUC = muiomaas noa
KpuBO# 3aBucuMoctu aktuBHocTH FVIII oT BpeMenu;
ti2 = nmepuop nonyseiBeneHus; CL = knupeHc; Ve = 00beM pacipe/ie/ieHUs] B PABHOBECHOM COCTOSTHHH;

MRT = cpennee Bpems peObIBaHUS B KPOBH.

@®apMaKOKMHETUYECKUE  JAaHHBIE JIEMOHCTPUPYIOT, 4TO Mpenapar OJIOKTEHT HMeeT

HpOJ’IOHI‘I/IpOBaHHBII\/'I nepruoa nmoJIyBbIBCACHUA.

Ipumenenue 6 neouampuu

Onpenenenne (HapMaKOKMHETHUUECKHX TapamMeTpoB A(MOPOKTOKOTa aib(ha y TMOAPOCTKOB
OpPOBOAMIOCH B  paMkax wuccieaoBanus | (3abop marepwana s OmNpeelieHus
(hapMaKOKMHETHUECKUX IMapaMETPOB MPOBOAUIN JI0 BBEACHHS Mpenapara U B HECKOIbKHX
BpeMEHHBIX Toukax 10 120 gacoB (5 mHel) mocie BBEACHHS), U y JeTel - B ucciemaoBanuu I
(3abop wmarepuana sl ompeneiacHus (papMaKOKWMHETHUYECKHX IMapaMeTPOB IPOBOJUIN 0
BBEJICHUS TIperapara U B HECKOJIBKMX BPEMEHHBIX TOUKax A0 72 4acoB (3 aHs)).

B Tabmumax 3 u 4 mpencraBieHbl (apMaKOKUHETHYECKHE MapaMeTphl, PAacCUNTAHHBIE Ha

OCHOBAHUWU JAHHBIX UCCIICIOBAHMS B TIEANATPUUCCKON MOMYJISIuH (Miazmie 18 mer).

Tabimuma 3: @dapMakoKHMHeTHYECKHEe TMapaMeTpbl mpenapara  JJOKTEAT NpH

HCNMOJb30BAHUM OJTHOCTYNICHYATOI'0 aHAJIN3a KOﬂFyJIﬂIIHOHHOﬁ AKTUBHOCTH

HUccanenoanue 11 HUccanenoBanue I
DapMaKOKUHEeTHYECKHE
<6 Jger Ot 6 10 <12 aer Ot 12 no < 18 aer
napamMerpbI!
N=23 N=31 N=11
BoccranoBnenue nmokasaresuei 1,90 2,30 1,81
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(ME/ 1 na ME/xr) (1.79-2.02) B RO ERTETE NS4 5 ey

AUC/[o3a 28,9 38,4 38,2
(ME*u/mu1 5a ME/xr) (25,6-32,7) (33,244 4) (34,0-42,9)

12,3 13,5 16,0

ti2 (4)

(11,0-13,7) (11,4-15,8) (13,9-18,5)

16,8 19,0 227

MRT (u)

(15,1-18,6) (16,2-22,3) (19,7-26,1)

3,46 2,61 2,62

CL (mi/4/kr)

(3,06-3,91) (2,26-3,01) (2,33-2,95)

57,9 49,5 59,4

Vs (Mn/kr)

(54,1-62,0) (44,1-55,6) (52,7-67,0)

Tabnuna 4: PapMakoKMHeTHYeCKHe NMapaMeTpbl mpenapara JJIOKTelT, U3MepeHHbIe ¢

MOMOIIBIO AHAJIN3A C HCMOJIb30BAHMEM XPOMOT€eHHOT0 cydcTpaTa

Hccaenoanue 11 Hccaenosanue I
DapMaKOKHHETHYECKHUE
< 6 Jgert OT1 6 10 <12 ner Ot 12 1o < 18 Jer
napamMerpbI!
N=24 N =27 N=11

Boccranosnenne nmokasaresei 1,88 2,08 1,91
(ME/nn na ME/kr) (1,73-2,05) (1,91-2,25) (1,61-2,27)

AUC/1o3a 25,9 32,8 40,8
(ME*da/mn na ME/xr) (23,4-28,7) (28,2-38,2) (29,3-56,79)

14,3 15,9 17,5

ti2 (9)

(12,6-16,2) (13,8-18,2) (12,7-24,0)

17,2 20,7 23,5

MRT (4)

(15,4-19,3) (18,0-23,8) (17,0-32,4)

3,86 3,05 2,45

CL (mn/u/kr)

(3,48-4,28) (2,62-3,55) (1,76-3,41)

66,5 63,1 57,6

Vs (Mi1/kr)

(59,8-73,9) (56,3-70,9) (50,2-65,9)

! Dapmaroxunemuueckue napamempol npedcmasiensi 6 6ude cpednezo 2eomempuyeckozo (95 % JIH)
Cokpamenusi: I = goBeputensHbiii uuTepBan; AUC = miomaas mog KpUBOH 3aBUCUMOCTH aKTUBHOCTH
FVIII ot Bpemeny; t» = nepuon nonysbiBeaenus; CL = knupenc; MRT = cpeanee BpeMst npeObIBaHUs B

KpOBHU; Vs = 00BeEM pacupeacjICcHUs B paBHOBCCHOM COCTOAHUM.

[To cpaBHEHHIO ¢ IOJPOCTKAMHU M B3POCIBIMH y JETEH B Bo3pacTe 10 12 et MoxkeT ObITh OoJee
5
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BBICOKHI KJIUPEHC U 060jiee KOPOTKUHN MEePUOJT nonVBHBéEeI;Ih %&rgﬁg&g : Ea}mﬁﬁ\fn o

JpyTuM npenapaTtaM (GakTOpOB CBEPTHIBAHUS.

CrnenyeT npuHUMaTh BO BHUMAaHUE TH Pa3Ivydus IIPHU JO3UPOBAHUU IIperapara.

Ioka3anusi K NpUMEHEHUI0
Jlevenne um mnpoduIaKTHKa KPOBOTCUEHHWW Yy TMAalNMEHTOB ¢ Temodwimeirr A (BpOXIEHHOM
HEI0CTaTOYHOCTHIO (pakTopa cBepThiBaHus KpoBu VIII).

[Ipenapat DnOKTENUT NOKa3aH K MIPUMEHEHHIO BO BCEX BO3PACTHBIX IPYyIIIaX.

IIpoTruBonokazanusi
['unepuyBCTBUTENBHOCTh K JEHCTBYIOIIEMY BEIIECTBY MM K JIIOOOMY U3 BCIIOMOTaTeNbHBIX

BCIICCTB, BXOOAIIUX B COCTAB IIpCIiapara.

IIpumeHeHnne npu 0epeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJIMBAHUSA

HccnenoBanus BIMAHMS Ipenapara OJJIOKTEUT Ha PENPONYKTUBHYIO CHUCTEMY Ha >KMBOTHBIX
HE NIPOBOIMIIN. YUUTBIBAsK PEJKOCTh PA3BUTUS FeMO(DUINHN A y KEHILUH, JaHHbIE O TPUMEHEHUU
npemnapaToB ¢akropa cBepThiBanus KpoBu VIII mpu OepeMeHHOCTH W B TEPUOA JIAKTAIUU
OTCYTCTBYIOT. B cBsi3u ¢ 3TuM, npenapatsl hakropa cBepThiBanus kpoBH VIII criexyer npuMeHsTH
npu OEpEeMEHHOCTH MJIM B IEPUOJ I'PYJHOIO BCKAPMIIMBAHUS TOJBKO NPH HAIUYUU CTPOTUX

MMOKa3aHUil.

Cnoco6 npuMeHeHus U 103b1

Jleuenue CJICAYCT HAYUHATD MTOJ H3.6JIIO,Z[€HI/I€M Bpayda, UMCHOUICTO OIBIT B JICUCHUU I‘GMO(bI/IJII/II/I.

Koumponw neuenus

B xome nedeHHMs peKOMEHIyETCs OMpeneisaTh ypoBeHb (akTopa cBepThiBaHus kpoBu VIII
(c TOMOIIBIO OJJTHOCTYIICHYATOTO TECTA OIIEHKH KOATYJISIIIHOHHON aKTUBHOCTH MJIH XPOMOTE€HHOTO
aHaIn3a) 1Sl KOPPEKIMU BBOAUMOM J103bl M YaCTOTHI MOBTOPHBIX MHBEKIMI. OTBET HA BBEJICHUE
daktopa cBepThiBaHus KpoBu VIII 'y OTHenpHBIX MaIlMEHTOB MOXKET BapbUPOBATHCA,
JEMOHCTPUPYS pa3INyuHble IEPHO/IbI TOYBbIBEICHUS U BOCCTaHOBIECHUSL. J{03a, paccunTaHHast 1o
Macce Tella, MOKET MOTpebOoBaTh KOPPEKIMH Y MAlMEHTOB C HEIOCTATOYHON WM M30BITOYHOU
Maccoi Tena. B ciydae OOMIMPHBIX XUPYPTrUYECKHX BMEMIATENLCTB THIATENBHBIM KOHTPOIb
3aMECTUTENIbHON Tepanuy MOCPEACTBOM aHallM3a CBEPTHIBAEMOCTH KPOBH (aKTUBHOCTH (hakTOpa
cBepThiBanus kpoBu VIII B rutazme kpoBu) siBsieTCst 00s13aTEIBHBIM.

[Ipy npuMeHeHUU OJHOCTYNEHYATOIO OINPENCICHUsl in Vitro aKTUBUPOBAHHOTO YaCTUYHOTO
TpoMOoracTuHoBoro Bpemenn (AUTB) nnst oneHkn akTHBHOCTH (DaKTOpa CBEPTHIBAHUS
kpoBu VIII B o0pa3nax KpOBH NAIMEHTOB PE3yJIbTaThl aKTMBHOCTH (PaKTOpa CBEpPTHIBAHUS

6
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kposH VIII B mnazMe MOryT B 3Ha4YMUTENbHOU Creneny’ E'A%'i}cl%:l'éhﬁ%&%ﬁéﬂi,&ﬂéj ;<|2—ll7—-f!<:,|£[OM

KOHKpeTHOM citydae omnpeneneHuss AUTB pearentoB u pedepeHTHBIX cTangapToB. Kpome Toro,
MO>KET UMETh MECTO 3HAYUTEIBHOE PACX0XKICHHE MEXAY pe3yJIbTaTaMU OJTHOCTYIIEHYATOr0 TeCTa
KOAryJsiiMOHHOW aKTHMBHOCTU C Hcnojb3oBaHueM AUTB-peareHTa m XpOMOreHHOrO aHaJIM3a,
MIPOBOJIMMOTO B COOTBETCTBUU ¢ EBpormeiickoit @apmakoneeit. To ©MEET 0c000€ 3HAUCHUE TIPH

CMCHC na6opaT0pHH W/WIIH PCarcHTOB, UCHIOJIB3YCMbIX ITPHU NPOBCACHUN TCCTOB.

Peoicum 003111706617—11/{}1

Jl03bl M TPONOJDKUTEIILHOCTh 3AMECTUTENIBHOW TEPAlMU 3aBUCAT OT CTENECHU BBIPAKEHHOCTH
neduruTa hakropa cBepThiBanus kpoBu VIII, mokanu3anuu u TSHKECTH KPOBOTEUEHHS, a TAK)KE OT
KJIMHUYECKOTO COCTOSHHS THanueHTa. KonnyecTBO BBOAMMBIX €IMHHUIL (PaKTOpa CBEPTHIBAHHS
kpoBH VIII nu3mepsercs B MexnyHapoasbix eqununax (ME), 4To coOTBETCTBYET IEHCTBYIOLIEMY
crangapty Bcemupnoit Opranuzanuu 3apaBooxpanenusi (BO3) s mpemnapaToB, comepKamimx
daktop cBeprhiBanus kpoBu VIII. AxTuBHOCTH (pakTtopa cBepThiBaHus kpoBu VIII B mumazme
BBIP@)KAETCSI B TMPOLEHTaX (OTHOCHUTEIBHO HOPMaJbHOW TIIa3Mbl uenoBeka) wim B ME
(OTHOCHTEIBHO MEXIYHAPOJHOTO CTaHAAPTa CoAepKaHMs (akTopa cBepThIBaHHsS KpoBU VIII B
J1a3me).

Opnna mexayHaponHas enuHuna (ME) akTMBHOCTH NPOJOHIMPOBAHHOIO PEKOMOMHAHTHOTO
¢axTopa cBepreiBanus KpoBu VIII Fc skBuBaneHTHA KOMUYECTBY (paKTOpa CBEPTHIBAHUS KPOBU

VIII, conepkamierocst B 1 M1 11a3Mbl KPOBH 3J0POBOTO YEJIOBEKaA.

Jlewernue no mpeéoeanuio

Pacuer HeoOxomumoi 10361 (hakTopa cBepThiBaHUs KpoBU VIII OCHOBBIBACTCS Ha SMIUPUUYECKH
OTIpeIeIeHHON 3aKOHOMEPHOCTH, corylacHO KoTopoit 1 ME dakrtopa cBeptoiBanus kposu VIII Ha
KAJIOTpaMM MaccChl Tella TOBBIIIAeT AaKTUBHOCTH 3TOro Qakrtopa B kpoBu Ha 2,0 ME/mm.

HeoOxoaumyto 103y pacCUUTHIBAIOT C UCIIONIB30BAaHUEM CIeAyIOUIeH popMyJIb:

Heobxooumas 0oza (ME) = macca mena (k2) x mpebyemoe nosviuienue hakmopa ceepmvi8aHs.

kpoeu VIII (ME/on unu % om nopmut) % 0,5 (ME/ke na ME/on)

BBogumass no3a M 4acToTa BBEIEHMSI JOJDKHBI PAacCUMTBIBATbCA C YYETOM KIMHUYECKOM
3¢ (PEKTUBHOCTH B KOKJIOM WHAWBHIyAJILHOM CIIyYae.

B ciydasx kpoBoTedeHui, puBeACHHBIX B Tabmuie 5, akTUBHOCTh (DaKTOpa CBEPTHIBAHUS KPOBH
VIII 32 cOOTBETCTBYIOLIMIA IEPHO BPEMEHH HE JIOJKHA OBITh HIKE YKa3aHHOTO B TaOJIHUIE yPOBHS
aKTUBHOCTH B Iia3me (B % oT HopManbHOro ypoBHs win ME/mn). TaGmuma 5 mMoxer OBITH

UCIOJIb30BaHa JJIsl pacueTa 03 Mpernapara npu KPOBOTEUEHHUSIX U B XUPYPrUUIECKOM MPAKTUKE.
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Ta6auna 5: PykoBoacTBo mo pacdery 103bl penapara JJIOKTEeHT NPH Pa3IHYHbIX BHIAX

KpOBOTe‘leHHﬁ H OII€PATUBHBLIX BMCIIATECJILCTB

Bua kpoBoTeueHUs WK Heo0xoanmas Ilepuoagu4HOCTH BBEIEHUSI
XHPYPIru4ecKoro AKTHUBHOCThH (4achbl)/ IPOAOIAKHUTETBHOCTD
BMeIIATEIbCTBA (pakrTopa VIII Tepanuu (J1HA)
CBEpPTHIBAHHUSA KPOBH
(% wnu ME/nin)
KpoBoTeuenus 2040 [ToBTOpATH MHBEKLMHU KaXKIbIE
Pannss daza remaptposa, 12-24 yaca, MUHUMYM B T€UECHHE
KPOBOU3JIUSIHUE B MBIIIITY 1 JTHS, hi (o) OCTaHOBKU
WU KPOBOTECUCHUE U3 KPOBOTEUYCHHS WJIU KYITHPOBAHUS
POTOBO MOJOCTH 6051eBOro cHHApOMa. !
boitee BripakeHHBIN 30-60 [TOBTOpAT MHBEKLUUIO KaKIbIE
reMapTpo3, KpOBOU3IIUSIHUE 1224 yaca B TeueHue 3—4 nHei
B MBIIIILY WJIK TeMaToMa i Oosiee 10 KyMUPOBaHUS
00JIEBOTO CHHJIpPOMAa W OCTPOTO
HapymieHus GpyHKIHn. "
JKuzneyrposxaromue 60-100 [ToBTOpHBIE UHBEKIINU KAXK]IbIE
KpPOBOTEUYECHUS 824 w4Yaca OO WCYE3HOBCHUA
YIpO3bl KU3HH.
OnepaTUBHEIE 30-60 [ToBTOpHBIE WHBEKIUU KaXKIblE
BMCIIATCILCTBA 24 yaca, MUHUMYM B T€UCHUE
Marsibie onepaTuBHbBIE 1 JTHSA, bi(e} OCTaHOBKU
BMEIIATEILCTBA, BKIIFOYA KPOBOTEUYCHHUSI.
yaaJeHue 3yoa
OOmuUpHEIE OIEpATUBHBIE 80-100 [ToBTOpHBIE UHBEKIINU KAXK]IbIE
BMeEIIATEIbCTBA (mo u moce 8—24 yaca no mepe
oTiepaIumn) HEO0OXOUMOCTH 70 TTOITHOTO
3aKUBJICHUS PaHbl, 3aTEM
Tepanus Ha MPOTSHKEHUH HE
MeHee 7 THEH AJisl MoAIepKaHus
aktuBHOCTH (pakTopa VIII Ha
ypoBHe 30%—60% (ME/nmn).

'V nexomopuwix nayuenmos unmepsan mexcoy ésedenusmu modrcem 6simo yenuuen 00 36 uacos.

Hpodunaxmuxa

s nonrocpodHoil mpodumakTUKN pekoMeHayemast o3a cocrasiser S0 ME/kr ¢ untepBaiom
BBEJICHHS Kaxaple 3—5 mHel. J[03y MOXKHO KOppeKTHpoBaTh B mpeaenax ot 25 go 65 ME/kr B
3aBHCUMOCTH OT OTBETa Ha Tepanuio. B HEKOTOPHIX Ciydasx, 0COOCHHO MPH JICUCHUHN MTAIIUCHTOB
MOJIOJIOTO BO3pacTa, MOXET IMOTPeOOBAThCS COKpAIICHHE HWHTEPBAIOB MEXAY BBEICHUSMU

mpenapara Wid MOBBIICHUEC JO3bI IIpCIriapara.
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(NOCNEOQCBATENBEHOCTL 0003)

Tlooicunvle

OneIT IpUMEHEHUS ITpenapaTa DJIOKTEUT y NAMEHTOB B BO3pacTe 65 JIET U CTapllIe OrpaHUYEH.

Hayuenmor 0emcKo2o eo3pacma

Hetssm mmamgmie 12 meT MokeT motpeboBaThes Oosiee YacToe BBEACHHE WJIM BBEICHHE Oojiee
BBICOKHX JI03 Ipemnapara.
Jns mompoctkoB oT 12 ner W crapiie peKOMEHJAUMU MO JI03UMPOBAHUIO AHAIOTMYHBI

PEKOMEHIAIMSIM JIJTsI B3POCIIBIX TTAIMEHTOB.

Cnoco0 rmpuMeHeHus

[Ipenapar D50OKTENUT NpeHa3HAuEH TOJIBKO AJIs1 BHYTPUBEHHOIO BBEJCHNU !

[Ipenapat Dn0KTEUT ciaeayeT BBOAUTH BHYTPUBEHHO B TEUEHHE HECKOJIBKMX MUHYT. CKOpPOCTH
BBEJICHUS OIpeieNsieTcsl ypoBHEM KoMdopTa manueHTa U He J0JKHA IpeBbImath 10 Mir/MuH.
JlomyckaeTcsi eNMHOBPEMEHHOE XpaHEHHE Mpernapara B OPUTMHAJIBHON ymakoBke ((pyakoH H
IINPHIL B TTaUKe) Ipu Temieparype He Bbime 30°C B TeueHue He Ooniee 6 MecsueB. JlaTy u3baTH
npernapara U3 XOJIOAMJIBHUKA U1 Hadajla XpaHEHUs NpU KOMHATHOW TeMIlepaType CIEAyeT
yKa3aTh Ha KapTOHHOW mauke. [locine XpaHeHus mnpenapata Npud KOMHATHOM TeMIieparype
HE JIOMYCKAETCs €ro MOBTOPHOE XPaHEHUE B XOJIOAWIbHUKE (TIpu Temmeparype oT 2 g0 8°C).
He npumeHsTh mociie ucTeueHus Cpoka roqHOCTH, YKa3aHHOTO Ha (piiaKoHe, WiIM uepe3 6 MecsIeB

IIOCJIC U3BJICUCHUA KapTOHHOﬁ YIaKOBKH U3 XOJIOAUJIbEHUKA (‘-ITO HaCTYIIUJIO paHHee).

ITocne BocCTaHOBIECHUSI

[Tocne BoccTaHOBICHUS XMMHUYECKast U (pu3nYecKas CTaOMIBHOCTD OblIa IPOJIEMOHCTPUPOBAHA B
TedeHue 6 yacoB npu KoMHaTHOW Temmeparype (He Bbime 30°C). XpaHuTh B 3aIIUIICHHOM OT
cBeta Mecte. Ecnu mpenapaT He ObUT HCIIOJIB30BaH B TeUEHHE 6 YacOB MOCIIE BOCCTAHOBIICHUS, OH
NOJDKEeH ObITh yTHiIu3upoBaH. C MHUKpOOMOJIOrMYECKOW TOYKM 3pEHHUs Ipenapar Cleayer
UCIIOJIb30BaTh cpa3y ke MOcie BOCCTaHOBIeHUs. Eciin npenapat He HCIOIb30BaJICsl HEMEJIEHHO,

OTBCTCTBCHHOCTH 3a CO6JIIOI[GHI/IG CpPOKOB 1 YCJ'IOBI/II\/'I XpaHCHUA HECCT IIOJIb30BATCIIb.
IIpuroroB/ieHUe pacTBOpPa U BBeJAeHHE NMpenapaTa

[Ipenapatr DI0KTEHT BBOAST BHYTPUBEHHO (B/B) IMOCJE PACTBOPEHHS THO(PUIN3ATA ITPH TOMOIIH

PacTBOPUTEIS, COJIEPKALIETOCs B MPEABAPUTEIHHO 3aM0JIHEHHOM IIIIPHIIE.
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(NOCNEOQCBATENBEHOCTL 0003)

YnakoBka npemnapara IJI0KTEUT COIEPHKHUT:

A) 1 dnakon ¢ nuodunmzaTom
B) 1 MIpEeABAPUTEIIBHO
3aIl0JIHEHHBIN HITPUIL C
pacTBopuTENeM, 3 MII

C) 1 wTok nmopuHs

D) 1 crepunbHBIi anantep s

dnakoHa

E) 1 nabop wuH]y3nOHHBIH
CTEPWIbHBIN

F) 2 ciuproBeix canderku

G) 2 mnacTeIps

H) 1 mapnesas canderka

[Ipenapar DONOKTEWT HE cCleAyeT CMEIIMBAaTh C JPYTMMU PACTBOPAMU [JII UHBEKIMN WU
uHDy3Hil.

BriMoliTE pyKH 10 BCKPBITHS YIIAKOBKHU.

IIpuroroBiieHue pacTBOpa:

1. I[IpoBepbTe Ha3BaHUE U JO3UPOBKY, YKa3aHHbIC HA MTAYKE KAPTOHHOM, YTOOBI YOEAUTHCS, UTO
Br1 cobupaerech NpUMEHNUTH MPAaBHIIbHBIN TTpenapar.

IIpoBeppTe naTy HCTEUEHMsI CpOKa TOJHOCTH Ha NTAUYKe KapTOHHOW IpernapaTta DJIOKTEHT.

He npumMeHnaATh penapat, eciu CpoK FOAHOCTH HCTEK.

2. Eciin mpemapat DIOKTEUT XpaHUJICSA B XOJOIUIBHUKE, CICAYET MOA0XKIATh, TOKa (JIaKoH ¢
npenapatoM OJNOKTeHT (A) m mmpuir ¢ pactBopurteneM (B) Harperorcs 10 KOMHATHOM

TemnepaTtypsl. He ucnosb3yiite BHEIIHUE HCTOYHUKH TEILIA.

3. [locraBbTe (1akoH ¢ THOPUIN3ATOM Ha YUCTYIO POBHYIO IOBEPXHOCTb.
CHUMHTE BEpXHIOIO IUJIACTUKOBYIO KpBIINIKY C (UIakoHa Ipernapara

OJIOKTEHUT.

4. TIlporpure BEpXHIOI YacTh IOBEPXHOCTH (pIakoHAa OJHOU U3
cnupToBbIX canderok (F), BXOASIIMX B KOMILJIEKT, JaiTe BBICOXHYTh.

He kacaiitech BepxHeil uacTu (uakoHa U HE JIONyCKaiTe ee

COIMPUKOCHOBECHUS C JPYTUMU 00BEKTaMU ITOCJIE OYKMCTKH.

10
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5. CHUMHUTE 3alIUTHBIN OyMaKHBIM KjamaH C nnaCTHEEEBP@%Eéﬁ%&E”EHC& ai'('):}ifﬁ%{:l'%b).

He cHumaiite 3a1uTHBIN KOJIIa4yok ¢ ananrepa. He kacalitecb BHyTpeHHE!N 4acTy ajfanrepa Juis

¢nakoHa.

6. [TocTaBbTe (h1akOH Ha POBHYIO TOBEPXHOCTh. Y IEPKUBas aanTep

i (byakoHa 3a 3alUTHBIA KOJIMAa4YoK, [IOMECTUTE €r0 Ha BEPXHIO0
yacTh (uiakoHa MOJA HpsAMBIM yrioMm. [II0THO mpwxMmHTEe, TOKa
ajlanTep HE BCTAaHET HAa CBOE MECTO Ha BepxHeW yacTu (iakoHa, a
BBICTYTI aJIafTepa He MPOTKHET MPOOKY (hIaKkoHa.

7. Mpukpenure mrok nopirHsa (C) K MIMIPHIYy C PaCTBOPUTEIIEM, BBOIS
HAaKOHEYHHUK IITOKA B OTBEPCTHE B mopuiHe mmnpuua. [lopepHure mrok

MOPIIHS IO YaCOBOM CTPENKe 0 MPOYHON (PUKCAIMU B TIOPIIHE.

8. Otnomure Oe€nbIii, ¢ KOHTPOJIEM MEPBOTO BCKPBITHS, IJIACTUKOBBIN
KOJIMAYOK IIIpUIla C pacTBOpHUTedeM, crubas ero B objactu ¢
nepdopanueit 10 TeX mop, MOKa KOIMadyoKk He oTopBeTcs. CHuUMHTE
KOJIMAauoK, MOMECTHUB €ro Ha IUIOCKYIO0 TMOBEPXHOCTh HMKHEH YacThIO
BBepX. He kacaiiTech BHYTpEHHEH 4YacTH KOJIMAuyKa WJIM HAKOHEYHHUKA
LIITpULIA.

9. CHUMHTE 3aIIUTHBIN KOJAYOK C aJanTepa U BHIOPOCHTE €ro.

10. CoenuHUTE TIMPUI] C PACTBOPUTENIEM C aganTepoM (UiakoHa, BBOJS
HAKOHEYHHK IINpuIia B oTBepcTHe amantepa. C CHIOH HaXMHTE U

MOBEPHUTE IIMPHI] 10 YACOBOM CTPEIIKE IO HAJEKHOTO 3aKpPEIICHHUS.

11. MemieHHO Ha)XMHUTE Ha IITOK MOPILIHS, BBOJAS PacTBOPUTEIb BO

(akoH ¢ mpenapaToM DJIOKTEHT.

S

o SUR "@%

11
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ot 20.06.2025 M= 15:

12. AxkypatHOo BpamanTe ¢GIaKkoH, COXpaHSsI nondﬂle_ll{;r;IEﬂf;b@lﬁ

gEﬂE-HCI 10803
9 ﬁ_\

COEAMHEHHOI0 C aJanTepOM U OIYIIEHHBIM IITOKOM HOPIIHS, J0

pactBopenus nuodunmuszara. He BcTpsixuaiite.

13. Ilepen mpuMeHEHHEM HEOOXOIUMO TPOBECTH BU3YAIBHBIH OCMOTpP MPHUTOTOBIEHHOTO
pactBopa. PacTtBop noimkeH ObITh OECIIBETHBIM, IPO3PAYHBIM MITH 1200 OMaIeCIUPYIOLIHM.

3anperiaercs NIPUMEHITh MyTHBIA PACTBOP UM PACTBOP C BUAMMBIMU BKIIOUCHUSIMHU.

14. TIpoBepuB, 4TO MOpIIIEHb OMYIIEH, epeBepHHUTE (HIIakoH. MeasIeHHO
NOTSHUTE TOPIICHb I10 HANpaBJICHUIO OT (JIaKOHA, YTOOBI PACTBOP

NOCTYNUJ U3 (pJIaKoHa B IIIPULL.

15. Orpenure mmpuil OT ajanTepa, akKypaTHO IIOBOpayuBas U m

BBIKpY4HBas ()JIaKOH MPOTUB YACOBOM CTPEIIKH.

Ilpumeuanue: B cnydyae MpUMeHEHUs Oosee ofHOro (prakoHa rpenapara DIOKTEUT AJIs OIHOU
UHBEKINU, KaXIbIH (JIaKoH HEO0O0XOAMMO TOTOBUTh HMHIMBHIYalbHO, B COOTBETCTBHUHU C
MHCTPYKUHUAMH BbIe (maru ¢ 1 mo 13), cHuMas mmpuil ¢ pacTBOPUTENEM, HO OCTaBIIAS aJanTep
Ha MecTe. J{J1s1 mepeHoca pacTBopa U3 OTAEIbHBIX (DIAKOHOB MOKHO MCIOIb30BaTh OJIMH OOJIBIION

LINPUILL C JIFOIPOBCKUM HAKOHEYHUKOM.
16. YTumzupyiite hiaakoH u aganrep.

Ilpumeuanue: ecau pacTBOp HE MOAJEKHUT HEMEJIEHHOMY MPUMEHEHMIO, CIeAyeT aKKypaTHO
HAJIeTh KOJIMAaYOK Ha HAKOHEYHHUK mnpuna. He kacaiiTech HAKOHEUHHUKA IITIPULIA UK BHYTPEHHEN

HaCTH KOJIIadKa.

BBenenne npemnapara (BHYTPpUBEHHAS HHBEKIINS):

PactBop nmpenapara DIOKTEUT clieyeT BBOAUTH C TOMOIIbI0 HH(py3rnoHHOTO Habopa (E),

BXOOAIIECTrO B KOMIIJICKT.

12
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naGopotd |-/ \IEAOBATENBHOCTE 0003)

1. Bckpoiite ynakoBky ¢ HWH(Y3HOHHBIM

CHUMHTE KOJIMAuoK C KoHma TpyOku. IIpukpenute I

IIIPUI[ C IPUTOTOBIEHHBIM pPacTBOPOM IIperapara #

DNOKTEUT K KOHIy TPyOKH HWH(]Y3MOHHOTO Habopa, <
/)

MTOBOPAYMBAsI €ro 110 YaCOBOM CTpEIIKeE.

2. Ilpm HEOOXOIMMOCTH HAJIOKUTE o
. (

KpPOBOOCTAaHABJIIMBAOIIUU KIT'YT W NOATOTOBLTEC MECTO ,) / }
WHBEKIUHY, TINATEIbHO IIPOTEPEB KOXKY BTOPOU 7 / g

CIIUPTOBOM caneTKOM, BXOISIICH B KOMIIICKT. [

3. Yaanute u3 uH(Y3UOHHOW TPYOKHM BeCh BO3MyX, MEMIJIEHHO HAJaBIMBas Ha IITOK
MOPIIIHS IO MOCTYIUICHUS )KUIKOCTH B MH(Y3HOHHYI0 Hrity. He mpumeHsiiTe ycunue uist

MPOITyCKaHUsl pacTBopa uepe3 uriy. CHUMHUTE 3alIUTHBIN MJIACTUKOBBIM KOJIMAuOK C

HUI'JIBI.

4. Benute nHGY3MOHHYIO UTTTY B BEHY MAIlMEHTY U CHUMHUTE XTYT. [Ipu HEoOXoaumMocTu
MOJKHO HCINOJIb30BaTh OAMH W3 IuiacTeipell (G), BXOOAIIMX B KOMIUIEKTAIUIO, IS
3aKpEIJICHUS TUIACTUKOBBIX «KPBUIBEBY) HIVIBI B MECTC MHBEKIMH. [IpUroTOBIIEHHBIN
pacTBOp ClieyeT BBOAUTH BHYTPUBEHHO B TEUEHHUE HECKOJIBKUX MUHYT. Jledamuii Bpad

MOKCT MMOPCKOMCHAOBATL U3MCHCHUC CKOPOCTHU BBCIACHUA IIpCriaparta IJIfd 0O0JIBIIIETO

KoMdopTa marueHTa.

5. Ilocne 3aBepuieHHS] HHBEKIUU W YIAAJIEHUS HIJIBI

HGOGXOI[I/IMO COTHYTbH 38.H1HTHBII>'I KOJIITA4YOK U HAACTh €10 ’Fl‘

N\

Ha UTIy.

6. Iloxanylicta, akKypaTHO YTWJIM3HPYHTE UINly U BECh HEUCIOJIb30BAaHHBIA pPAacTBOD,
IINpHUL, ¥ IYCTOW (PJIaKOH B COOTBETCTBYIOIIME KOHTEMHEPHI I MEIULMHCKUX
OTXOJIOB, TaK KaK JTH MaTepualbl MOTYT HAaHECTH Bpel APYTMM JHIAaM B Cllydae

HEOpEeKHOW yTHIN3alUU. Y CTPOMCTBA HE TIOIEKAT ITOBTOPHOMY HCITOJIb30BAHHUIO.

Heucnonb30BaHHBINM OCTATOK MpenapaTa Uilu 3arps3HEHHbIE UM MaTepUaIbl CIelyeT

YTUIU3UPOBATH B COOTBETCTBHUU C MECTHBIMU Tpe60BaHI/I5[MI/I.

13



COOTBETCTBYET 3KC __ EPTHO 11 ¥ OTYETY
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ITo0ouyHOE nelcTBHE

Pesrome npoduiis 0esonacHocT

['unepuyBCTBUTENBHOCTh WM AJUIEPTUYECKUE PpEakIuHu (KOTOpble MOTYT BKJIIOYaTh B ceOs
AQHTMOHEBPOTUYECKUIN OTEK, >K’KEHHE M IOKaJblBAaHHE B MECTe BBEACHHMs Ipemnapara, 03HOO,
«TPUJIMBBI», TEHEPATM30BAHHYIO KPAITUBHUILY, TOJIOBHYIO 00JIb, JTOKAJTM30BaHHYIO KPAlMBHUILY,
apTepUaNbHyI0 THUIIOTEH3UIO, COHJIMBOCTH, TOIIHOTY, OECIIOKOMCTBO, TaXWKApAWIO, YYBCTBO
CTECHEHHsI B TPYyJAH, 3BOH B yIlaX, PBOTY, CBHUCTALICE IbIXaHWE) HAOIIOJAIOTCA PEIKO U B
HEKOTOPBIX CIIy4astX MOTYT IPOrPECCUPOBATH 10 TsKEION aHaUIaKTHYeCKOM peakliuy (BKIIIoYast
II0K).

VY nmanueHToB ¢ remodumel A, moxyvaroommx Tepanuto npenapatamu daxropa VIIL, B Tom yncne
npenapaToM OJOKTEHT, BO3MOXKHO PpA3BUTHE HEUTPAIM3YIOUIMX AHTUTEN (MHTUOUTOPOB) K
daktopy VIII. Ilpu mnosBneHun WHrHOUTOPOB Ha ¢OHE JICYCHHS OTMEYACTCS pa3BUTHE
HEJOCTAaTOYHOIO0 KIMHUYECKOTO OTBeTa. B Takux ciydasXx pEKOMEHIyeTcss oOpaTUTbci B

CTHEeLUATU3UPOBAHHBINA HEHTP I10 JICYEHUIO TeMO(UIHH.

Ta0auyHbIM IEpeUEHb HEXKENATENbHBIX JIEKAPCTBEHHBIX peakuuii (HIJIP)

B Tabmume 6 mnepeuncnenst HJIP cormacHo knaccuukamuyd OpPraHOB M CHCTEM-OPTaHOB
MedDRA. Yacrora pasButuss HJIP Obuta ycraHoBI€HAa B 3aBEPIICHHBIX KIMHHUYECKUX
UCCIeIOBaHMX Y 379 manueHToB ¢ TsHKENol remModuimeit A, U3 KOTOpbIX 276 MalMeHTOB paHee

nonydanu nedenue (PILT), a 103 nanuenrta panee He monyyanu jgeuenue (HILT).

Hcronb30Banuck Clenyonuye KaTeropul 4acTOThl BCTPEUYaeMOCTH: 04eHb yacTo (>1/10); gacto
(ot >1/100 mo <1/10); mewacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000 mo <1/1000); oueHs
peako (<1/10000); wacToTra Hew3BecTHA (Ha OCHOBAaHUM WMEIONIUXCA JaHHBIX OIEHUTH

HEBO3MOYKHO).

Taoauna 6. He:xkennatesibHble peakium, 3aperucTPUPOBAHHbIE B KIMHUYECKUX

HCCJIeIOBAHUAX Npenapara JJIOKTeHT

Knaccnpukanus B COOTBETCTBHH C HexenareabHbie Yacrora
NnopaskeHueM OPraHoB M CHCTeM peakuuu BcTpeyaemocTn!
opranos (MedDRA)

Hapywenus co cmoponwl kposu u O6pa3zoBanue Heuwacro (PILT)?
UM@amuueckou cucmemsl uHru6uTopa K paxropy | Ouens wacro (HILT)?
VIII
Hapywenus co cmoponul nepgHoti ["onoBHas 6071b; Heuacrto
cucmemul l'onoBokpysxeHue; Heuacto

14
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npoyeoyp

THITOTEH3US, KaK
OCIIO’KHEHHE
MeEIUIIMHCKON

MPOLENYPbI

N3menenue
BKYCOBOI'O
BOCTIPUATHUS
Hapywenus co cmoponul cepoya bpanukapaus Heuacrto
Hapywenus co cmopoHul cocy0og [ToBprIEHME Heuacro
apTepUaIbHOTO
JTaBJICHUS,
«ITpunuBsy; Heuacrto
Amnruonarus® Hewacto
Hapywenue co cmoponwl ovixamenvhoii Kamens Heuacrto
cucmemvl, 0peano8 epyOHOU KIemKu u
cpedocmeniist
Kenyoouno-kuweynvle HapyuieHus bonb B HUXKHEN yacTH Heuacro
KUBOTA
Hapywenus co cmoponwl kodrcu u [Tamyne3nbie Yacro (HITJT)®
NOOKONCHBIX MKAHel BBICHITIAHUS;
Koxnas cbinb Heuacro
Hapywenus co cmoponvl mviueunot, Aprtpanrus; Heuacrto
CKenemHol U COeOUHUMENbHOU Muanrus; Heuacto
MKaHU bons B cniune; Heuacro
Orex cycraBa Heuwacro
Obwue napywenus u peakyuu 6 mecme Tpom0b03 B MecTe Yacro (HITJT)?
66e0eH s KaTeTepu3alluy;
Henomoranue; Heuacto
bons B rpynu; Heuacro
O3H00; Heuacto
OwyuieHue xxapa Heuacrto
Tpasmvl, unmoxcukayuu U 0C10HCHEHUs ApTtepuanbHast Heuacto

PIJI = nammenTsl, panee nony4vasiiue jgedenue, HITJI = nanueHTsl, paHee He MOJTyYaBIIHe JICUCHHUE.

! Hepeqeﬂb HJIP u wvacmoma ux ecmpevaemocnmu, eciu He YKa3aHo UHoe, npedcmaeﬂeﬂbl MOoAbKO OJisl

PIIJL
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? Mannvie 0 wacmome ocHo8aHbl HA UCCICOOBAHUAX GCEX npen%%g '%ﬂi?ﬁ@“@frﬂbb'ilfy'écl—cﬁa%é%&

nayuenmsl ¢ msicenol cemogpunueti A.
3 [Mepeuens HIIP u vacmoma ux écmpevaemocmu npedcmasnenst moavko o HITIL.
* TepMuH uccrenoBaTens: 60b 6 cocyoe nocie 66edenus npenapama INoKmem.

IIpumeHenue v neren

Paznuuuii xapakrepuctuk HJIP y gereit u B3pocibix HE oTMedasid. YacToTa, CIEKTP U TAKECTh

HIJIP y neteii, kak okugaeTcst, OyAyT aHAJTOTUYHBI TAKOBBIM y B3POCIBIX.

Ilepeno3upoBka

CHMIITOMBI NEPEAO03UPOBKU HE OIIMCAHBI.

B3anmojeiicTBHe ¢ IPYTHMH J1eKAPCTBEHHBIMH CPeICTBAMHI
Coo0mmeHnii 0 B3aMMOACHCTBUM PEKOMOMHAHTHBIX (hakTopoB cBepThiBanus VIII ¢ apyrumm
JICKapCTBEHHBIMH CPEJICTBAMU HE TOJy4eHO. VccriemoBaHUs MO HM3YYCHHIO B3aMMOCHCTBHS

MEX]y MpenapaToM DJIOKTEUT U IPYTUMU JIEKApCTBEHHBIMU CPEJICTBAMU HE MPOBOIUIH.
Oco0ble ykazaHust

I'unepuyscmeumenvHocms

[Ipn npumeHeHuu npenapata OJOKTEHT BO3MOXXHO pa3BUTHE AUIEPTUYECKUX PEAKIMM
TUIIEPYYBCTBUTEIBHOCTH HEMEJJIEHHOTO THUIIA. ITpu HOSBJICHUN CHUMIITOMOB
TUIIEPUYBCTBUTENBHOCTH TMPUMEHEHUE IIpernapara clelyeT HEMEUIEHHO MPEeKpaTUTh WU
00paTUTHCS 32 METUIIMHCKON momorbio. I[lanneHToB HE0OX0auMo MH(POPMUPOBATH O PAHHUX
CHUMIITOMaxX pEaKIHi TUIEPYYBCTBUTEIPHOCTH, TAaKUX KakK JIOKAIW30BaHHAs KpaluBHUIIA,
reHEepalN30BaHHAsl KpalMBHULA, OUIYIIEHHWE CTECHEHMs B TPy, CBUCTSAIIEE JbIXaHUE,

apTepHualibHas TUIOTEH3Us U aHA(PUIIaKCHsL.
B cnyuae pazBuTHs moka J0JpKHA OBITH IPOBEACHA CTaHAAPTHAS IIPOTHBOIIOKOBAS TEPAITHSL.
Uneubumopul paxmopa ceepmoiganus kposu VIII

OO6pa3oBaHre HEUTPATU3YIOMMUX AHTUTEN (MHTHOMTOPOB) K (hakTopy cBepThiBaHUs KpoBH VIII
SBJISIETCS. U3BECTHBIM OCJIOHEHHEM IpH JICYCHUH MalMEeHTOB ¢ reModuineil A. OTU aHTUTENA
0OBIYHO MPEACTABISAIOT COOOK MMMYHOTIOOYMHBI IgG, nelicTBUE KOTOPHIX HAPaBICHO MPOTHB
IPOKOAryJISTHTHOM akTUBHOCTH (pakTopa VIII, koTopble KOMMYECTBEHHO ONPEICIAIOT B SAMHULIAX
bere3na (BE) Ha Mi1 T1a3MBI KPOBH, UCTIOJIB3YSI MOIU(DUIIMPOBAHHBIN aHann3. Puck oOpa3oBaHus
WHTHOMTOPOB KOPPETUPYET C THKECThIO 3a00JIeBaHUsA, TakKe, KaK M JKCIo3unuen (axropa

cBepthiBanus kpoBu VIII, m Hambomee BbICOK B TeueHue mnepBbix S50 gHEH Tepanmuu, HO
16
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COXPAHACTCA, XOTs U HEBBICOKUM, ITOXKU3HCHHO.

Knunnueckast 3Ha4MMOCTbh MPOAYKIIMM WHTUOMTOPOB 3aBUCUT OT UX THUTpPA, MPU 3TOM HHU3KHE
TUTPBl ACCOLMUPYIOTCS C MEHBIIMM PUCKOM HEAOCTaTOYHOIO KIMHHUYECKOrO OTBETA, 4EM

BBICOKHEC.

B 1menom, HEOOXOAMM TIIATEIbHBIH MOHUTOPUHI BCEX MAIIMEHTOB, MOJIYYAIOIIMUX IpernapaThl
¢dakTopa cBepThiBaHUS KpoBU VIII B OTHOUIEHMHM TNPOAYKIHWH HHTUOMTOPOB C MOMOILBIO
COOTBETCTBYIOIIUX KIMHUYECKUX M JAOOpaTOpPHBIX TecToB. Ecnu oXumaemblii ypOBEHb
akTUBHOCTH (pakTopa cBepThiBaHUs KpoBu VIII B mima3sme KpoBH HE HOCTUTAETCS, WU €CIIH
KPOBOTEYEHHE HE KOHTPOJMPYETCS C TOMOLIBI0 COOTBETCTBYIOLIEH JO3bl Ipemnapara,
HE00XO0IMMO MPOBECTH aHAJIN3 HA IPUCYTCTBHE HHTMONTOPHBIX AaHTUTEN K (PaKTOPY CBEPTHIBAHHS
kpoBu VIII. ¥V manmueHToB ¢ BBICOKUM THUTPOM WHTMOMTOPHBIX AHTUTEN JICUCHHE IMpPernapaTroMm
daktopa cBepthiBanus KpoBu VIII moxker ObITh HEIPPEKTHBHBIM, W, TOITOMY, CIEAYET
paccMOTpeTh BapUaHThl AJIBTEPHATUBHOW Tepanuu. JledeHWe TakWX NANUEHTOB JOJIKHO
OCYILECTBIISATHCS BpayaMH, UMEIOIIMMHU OIBIT JICYCHUSI TeMODMINN ¢ MIPOAYKLIUEH HHTHOUTOPOB

¢axTopa cBepThiBanus kposu VIII.

Cepoeyrno-cocyoucmole 3ab01e6aHUs
VY manueHToB ¢ (pakTopamMH pHCKa CepACUHO-COCYTUCTHIX 3a00ICBaHUI 3aMECTHTEIbHAS TEPATTHSI

npenapatoM ¢akropa VIII MOXKeT yBeTUUUTh 3TOT PHUCK.

Ocnoorcnenus, ceésasannvle ¢ Kamemepuzayueti
[Ipu HEoOxommmocTu IeHTpaibHOrO BeHo3HOro noctyna (IIBJ) cimemyer yuwmThIBaTh pHCK
pa3BUTHS OCJIOKHEHUH, cBsi3aHHBIX ¢ [IB/l, Bkmtouas mecTtHble WHGEKINH, OAKTEPUEMHIO U

TpoMOO03 B MECTE KaTeTepU3alnu.

Lokymenmayus npu mepanuu npenapamom
HacrostenbHo pekoMeHAYeTCs KaXAblid pa3 MpU NPUMEHEHUH Mpenapara JIOKTEHT 3aMChIBATh
HAaUMEHOBAaHME M HOMEp CepHM Iperapara, yToObl 0OECHeuHuTh BO3MOXKHOCTb OTCIIEKHMBAHUS

CBSI3M MEXAY NALMEHTOM U MCIIOJIb30BaHHON CEpUel JIEKapCTBEHHOTO Mpenapara.

Tayuenmsoi 0emckozo 6o3pacma
[Tepeuncnennbie 0coOble yKa3aHHs U MEPBI MPEAOCTOPOKHOCTH IPUMEHUMBI KaK y B3pOCIIBIX, TaK

Uy JAeTen.

I/IHd)ODMaUI/I}I O BCIIOMOraTCJabHBIX BCIICCTBAX

JlaHHbI TipenapaT colep>KUT MeHee 1 MMonb (uiau 23 Mr) HaTpus Ha (IIAKOH, TOITOMY MOXKET
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pacIEeHUBAThCS KaK «HE COACPIKAITUN HATPHS.

Tem He MeHee, B 3aBUCIMOCTH OT MACChI TeJla U peKuMa JJ03UPOBAHUS, MAIIMEHT MOXKET MOJy4YaTh
HECKOJIbKO (DJIAaKOHOB TMperapara (JONMOJHUTEIbHAas WHpOpMalus O COACPKHUMOM (rakoHa
npuBeneHa B paznene «Cocrasy). DTO ciledyeT yUYUTHIBaTh MAlMEHTaM, MMOMYYalOnM JIUETY C

KOHTPOJIMPYEMBIM COZEpKaHUEM HATPUSI.

Bunsinne Ha CIOCOOHOCTH YIPABJISTH TPAHCIIOPTHBIMHU CPEACTBAMM M MEXaHNU3MaMH
[Ipenapar DIOKTEWT HE BIUSET Ha CHOCOOHOCTH YMPABIATH TPAHCIIOPTHBIMH CPEACTBAMU H

MEXaHU3MaMH.

®opma BBINLYCKA

JInopunusar s NPUTOTOBJICHUS pacTBOpa Uil BHyTpuBeHHOro BeeneHus, 250 ME, 500 ME,
1000 ME, 1500 ME, 2000 ME u 3000 ME.

ITo 250 ME, 500 ME, 1000 ME, 1500 ME, 2000 ME, 3000 ME Bo ¢iakoHbI 13 60pOCHINKATHOTO
cTesa TUna I, yKyHmopeHHbIE XJOpOYyTHJIKaydyKOBOH NpOOKOW M 00KaTble aTrOMHUHHEBBIMU
KOJIMAYKaMH C TUIACTUKOBOM KPBIIIKOW ¢ KOHTPOJIEM NIEPBOI'O BCKPBITHSL.

ITo 3 mn pactBopuTens (BoAa Uil WHBEKIMI) B CTEKISHHOM HPEABAPUTEIHHO 3allOJTHEHHOM
IINpHIEe U3 OOPOCUIIMKATHOIO CTeKIIa TUIa | ¢ GpoMOyTHIKayUyKOBBIM OTPAaHUYUTENIEM ITOPIIHS.
ITo 1 ¢pnmakony ¢ modummsarom, 1 mmpuiry ¢ pactBoputenem, | mMTOKy mopiiHs, | crepuabHOMY
anantepy ans ¢nakoHa, 1 HaOopy HH(Y3MOHHOMY CTEPHIBHOMY, 2 CHHPTOBBIE Cal(eTKH,
2 utacTeipst U | MapieBoi cangeTke BMECTE C JIMCTKOM-BKIIAJIBIIIEM B ITAYKE KAPTOHHOM.

Ha cTbIke KpBIIIKK U HA NEpEAHEN I'PaHU MavyKW HAKIEUBAIOT CAMOKJICIOIIYIOCS 3TUKETKY IS
KOHTPOJISI IEPBOTO BCKPBITHS.

IIpumeuyanue: Ha cTeHKY CTEKISIHHOTO (h1akoHa MOXKET OBITh HaHECeH TexHuuyeckuil 2D kox

1100 Ha METATNYECKOM KOJIbIIe BOKPYT KPBIMIKH (DJIaKOHA MOXKET OBITh YKa3aH HOMEP CepUH.

YcaoBusi XxpaHeHust

[Ipu Temneparype ot 2 10 8 °C B OpUrMHaIbHOM YHAKOBKE IS 3alIMTHI OT BO3JICHCTBHUSI CBETA.
He 3amopaxuBars.

JlomyckaeTcsi OMHOKpAaTHOE XpaHEHHUE Mpernapara B OPUTHHAIBHON yIakoBKe ((hJIaKOH U MIMPUI] B
nauke) npu Temneparype He Bbime 30 °C He Oonee 6 mecsueB. [loBTopHOE XpaHEeHUE TPH
temnepatype ot 2 10 8 °C He I0oImyCKaeTcs.

XpaHUTb B MECTAX HE JOCTYIHBIX JUIS IETEH.
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Cpok rognoctu

JInopunuszar - 4 roga, pacTBOPUTENS - 5 JET.

He npumensaTs npenapar no MCTEYEHHIO CPOKAa F'OJAHOCTH, YKa3aHHOTO HA KapTOHHOW Mayke U
JTHKETKe (pi1akoHa ¢ mpenaparoM. /laToil OKOHUaHMsI CPOKA TOAHOCTH SABIISIETCS OCIEIHUM 1€Hb
Mecsl1a, YKa3aHHOTO B CPOKE TOJAHOCTH.

He npumensaTs npenapat, XpaHUBIIUKACS P KOMHATHOH Temrepatype 6osee 6 MecsIieB.

YcaoBus oTnycka

OTmycKaroT 1o perenTy.

Baagenen perucTpaMoOHHOT0 Y10CTOBEPEHUS
Ceeaumt Opdan buosutpym Ab (mabm) / Swedish Orphan Biovitrum AB (publ)
SE-112 76, CtokronsMm, [lIBenms / SE-112 76 Stockholm, Sweden

IIpousBoauTeab (BbIMYCKANINI KOHTPOJIb KAa4€eCTBA)
Ceeaumt Opdan buosutpym Ab (mabm) / Swedish Orphan Biovitrum AB (publ)
Hoppa Crartuoncratan 93, 113 64 CrokronwsMm, [lIBenmst /Norra Stationsgatan 93, 113 64,

Stockholm, Sweden

IIpousBoauTe b M NEPBUYHBINA YIIAKOBIIHUK:

Jluogpunuzam:

Berrep ®@apma-Deprurynr I'm6X u Ko. KI' / Vetter Pharma-Fertigung GmbH & Co.KG
MoocBuses, 2, 88214, PaBencoypr, ['epmanus / Mooswiesen 2, 88214 Ravensburg, Germany

[Tateon Urtammus C.m.A. / Patheon Italia S.p.A.
2° Tpas. CKC Bua Moponence, 5, 03013, @epentuno (OP),Utanus / 2° Trav. SX Via
Morolense, 5, 03013 Ferentino (FR), Italy

Pacmeopumens:
Berrep ®@apma-Deprurynr I'm6X u Ko. KI' / Vetter Pharma-Fertigung GmbH & Co.KG
Aizenbanmrpacce 2—4, 88085 Jlanrenapren, I'epmanust / Eisenbahnstrasse 2-4, 88085

Langenargen, Germany
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Opranuzanusi, NPUHUMAIOLIAA NPETEH3UN 0T OTPed

Poccniickas @enepanvs

000 «Cseaumr Opdan buoButpym»

119034, Mockaga, ya. [Ipeuncrenka, a. 40/2, ctp. 1, kom. 12, atax 5
Ten. : +7 (495) 748 84 79; +7 (495) 641 37 30

e-mail: PV.Russia@sobi.com
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