3ATBEP/I’KEHO
Hakas MinicTepcTBa oxoponn
3X0pPOB’A YKpainu
10.02.2023 Ne 270
Peectpaniitne moceiquenns

NeUA/16774/01/01
IHCTPYKIILA
AJIfl MEIUYHOLO 3aCTOCYBAHHA NiKaPCHKOI0 3200y
COJIIKBA
(SOLIQUA)

Crnao:

Olo4a peyoguHa: IHCYIIH TAPTIH, IIKCUCEHATHL,

1 My po3umny 014 in’exnii Mictute 100 oguHUIL iHCYNiHY rnaprigy Ta 50 Mxr JIKCHCEHATH]TY;

1 mmpuIr-pyyuKa MiCTHTB 3 MI PO3UHHY JULT iH’ €KL, 110 eksiBanenTHO 300 Op1. incyniy rnapriny ta
150 MKT iKCHCEHATHAY;

1 monuika ro3yBaHms Bianosinac 1 Ox. incyniny rnapriny ta 0,5 MKT JiKCHCEHATHIY;

Oonomigicni  pevosunu: TmuepuH (85 %); METIOHIH; MeTaKpe3om; IHHKY XJIOpHA; KHCIOTA
XJIOPYCTOBOJHEBA, KOHILEHTPOBAHA; HATPIIO TIAPOKCHI; BOA A iH’ €KITii.

Jlixapcbka dopma. Pozaun s 16’ exiriit.
Ocnosni @isuxo-ximiuni enacmusocmi: 6e36apsruit a60 Maibke Ge36apBHHIT PO3THH.

®dapmaxoTepaneBTH4HA rpyna. Jlikapcki 3aco6u, 0 3aCTOCOBYIOTHCA TIPH IIyKPOBOMY AjaberTi,
iHcyniHu Ta IXHI aHaNOIM TPHUBAIOI Mil A/Is [H’ €KIIHHOrO BREICHHS.
Kox ATX: A10AES4.

Dapmakonoziuni enacmugocmi.

DapmaxoduHamixa.

Mexanizm zii. ITpenapar Comikpa — 1ie KOMGIHAIlS ABOX AIHOYHMX PEYOBHH 13 B3AEMONONOBHIOFOUMMU
MeXani3MaMH Ail 11 IOKpPaIleH s KOHTPOIIO InikeMil, a came iHCymiHy riapriny (aHanor 6a3ansHoOro
IHCYJIIHY, TOJIOBHOI (YHKIICK 5KOrO € KOHTPON DIiBHIB IMIIOKO3M B IUTAa3Mi KpOBi HATINe) Ta
mikcucenatumy (aromict penentopis  ITIII-], TONOBHOK (YHKIIEIO SKOrO € KOHTPOJb
FIOCTHpAHAIaNEHUX PIBHIB IITIOKO3H).

Incynin rnaprin. Ha#Ba)dmBimow Oi€ro iHCYMiHY, B TOMY 9HMCI iHCYNiHy rimapridy, € perymsmis
MeTaboi3My IIEOKO3H. IHCY/IiH Ta HOTO aHATIOTH 3HMKYIOTH PiBCHb IMIOKO3M B KPOBi 33 PaxyHOK
CTHMYALIT i 3aXOXIICHHS NEPHYEPHIHAMY TKAHUHAMH, 30KPEMa CKEETHAMH M S3aMU Ta JHPOBOIO
TKaHHHOIO, & TAaKOX NPUTHIYCHHI YTBOPEHHS TMOKO3M y mHevinni. Iacymim mpurmidye nimonis Ta
TIPOTEONIi3, a TAKOX CTUMYJIIOE CHHTe3 GLIKIB,

Jlikeucenatuz. JIIKCHCEHATH € arOHICTOM PELENTOPIR MIOKArOHONOMIGHOTO memTumy-1 (I'TII-1).
Penenropu I'TIII-1 e mimensro upupopmoro ITII-1 — enmoreHHOro TOPMOHY iHKpETHHY, AKMII
TIOTEHIIOE TIIFOKO303aNEKHY CEKPEL(iI0 IHCYNiHy B-KITiTHHAMEL Ta IIPATHIYye CEKPEITiio MIIOKArOHY -
KIITHHAMH II1IDTYHKOBOI 38J103H.

JlixcuceHaTHl CTUMYIOE CEKpEIilo iHCYMHy NpH NiNBHIIEHHI pIiBHIB TIOKO3H B KpOBi, He
BIUIMBAIOYH [IPH LIBOMY Ha CEKPELi0 IHCYIIiHy NPH HOPMOTTHKeMil, [0 06Mexkye PH3HK BUHHKHEHHS
rinornixemii. [TapanenbHO MPUTHIYYETHCA CEKpELlis TMIOKaroHy. Y pasi BHHMKHEHHA TimoTyrikemii
PATYBATBbHMHE MEXaHi3M Yy BAIVANI CEKpellil IioKaroHy 30epiractecs. IIpenpaHfianbHe BBeOeHHS
TIKCHCEHATHAY TAKOX CIOBUIBHIOE CIIOPOKHEHHS IUIYHKA, 3HEDKYIOYH TAKHM YHHOM IMBHIKICTH
a6copbmii Ta HagXOKEHHA B CHCTEMY KPOBOOOITY IIIIOKO3H, [0 MiCTHTECS B 1KI.
Dapmarodunaviuni egpexmu.

Kowm6iHanisa iHCYJiHY IMapriy Ta MKCHCEHATHIy HE BIUIMBAE Ha (hapMaKOZHHAMIKY iHCYmiHy
rapriny. Brome xomOGimamii incymiHy riaprimy Ta sikcucemaTHRy Ha tapmarkoquHaMixy

JIKCHCEHATH/y HE BUBYABCA B paMKaX AOCIiKeHs 1 dasm.
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BpaxoBy1ouy BiTHOCHO IOCTiMHHH Ipodilb «KOHIEHTpalis/9ac» iHCYIIHY IIapriHy BOpOmOBX 24
rogua 0e3 BHP@KEHMX IIKiB IpPH 3aCTOCYBaHHI HOro okpemo, mpodiis «HIBUAKICTE yTHII3amii
IIIOK031/9ac» 6yB NOAI0HHM IpH 3aCTOCYBaHHI KOMOIHANI] IHCYNiHy IMapriHy Ta JiKCHCEHATHIY.
Tlepion nii incyninis, B ToMy yucni npenapary Comiksa, MOXe BIOPI3HATHCE y pi3HMX oci6 i HaBiTh
OyTH pi3HUM B OJHIE]T 1 Ti€l % ocobm.

IHcyaiH raprid. 3a pesyabTaTaMy KIIHI9HEX JOCHIKEHD 13 3aCTOCYBaHHAM 1HCYIiHy rnapriay (100
oI/MII) IYKPO3HIKYBaNbHHM edeKT Ha MOJApHiH OCHOBI (TOOTO IIPH 3aCTOCYBAHHI ONHAKOBMX [103)
IHCYJNiHY TNapriHy DpH #oro BHyTpIlIHBOBCHHOMY BBENCHHI € NpUOIM3HO TaKUM CaMHM, SK
JFOACHKOrO 1HCYNIHY.

Jlikcucenatna. 3a pe3yIbTaTaMu 28-JeHHOTO MIane60-KOHTPONBEOBAHOIO NOCIIHKEHHS ¥ NAIEHTIB 3
LlyKpOBHM AiabeToM 2 THITy 3aCTOCYBaHHS JIKCHCeHAaTHIy B H03l 5-20 MKr npusBogwno o
CTaTHCTHIHO 3HAYYIOTO 3HMIKEHHS IOCTIPaBIiaIbHUX DIBHIB [IIOKO3Y INCIA CHimaHKy, o6imy Ta
Bedepi.

Croopoxrenss muryeka. [licms mxweaHEA cTaHmapTHOI MideHO! FOCIIIXyBaHOI DKI B paMkax
3a3HAYCHOTO BHIIE JOCIIIKEHHA OyII0 MiNTBEPIKEHO, WO JIKCHCEHATH I CIIOBUIBHIOE CIOPOKHEHHS
IUTYHKa, 3HIDKYHOUH TaKuM YHMHOM IIBHAKICTh IIOCTHpaHOianpHOI abGcopbuii rmokosu. Edekr
CIIOBLIBHEHHS CIIOPOKHEHHA IUTYHKA MIATPUMYBABCS JI0 3aBEPIUCHHS TOCIIIKEHHA.

Kniniuna edexrusHicTs Ta Oesnmeka. besmexa Ta edexTwBHICTE 3acTocyBanus mpenapaty Cosikpa
CTOCOBHO KOHTPOJIIO TJIiKeMil ONIHIOBAINCH Y TPBOX PAHIOMI30BAHHX KIHIYHHMX NOCIIIKEHHIX 33
YYaCTIO MAali€HTIB 3 I[yKPOBHM IiabeToM 2 THITY:

e JlomaBauus 00 MeTQOpMiHY (Halli€eHTaM, 10 HE OTPUMYBANH IHCYIIIH).

 Tlepexin Bin 6a3ambHOTO IHCYINIIHY.

» Tlepexix Bix aronicra perentopis I'TITI-1.

YV koxHOMY 3 HOCHIDKEHb 3 aKTHBHHM KOHTPOJEM JIKYBaHHS JiKapcbKuM 3acoboM Conikea
MIPH3BOIMIO JO KIIHIYHO Ta CTATHCTHYHO 3HAYYIOTO IIOKPAICHHS PIBHIB ITIIKOBAHOTO reMoriobiny
(HbAlc).

Hocsrsenns Hwxgux piBHiB HbAlc Ta mocarmenHs 6inbIn 3HagHOro 3HrkeHHs pieHie HbAlc me
TPU3BOAWIO N0 30IMBIICHHA YacTOTH BUHMKHEHHS TINOTTIKeMil OpH KOMOIHOBAaHOMY IiKyBaHHI
MOPIBHHO 3 MOHOTEPAIIi€r0 IHCYNiHOM Ii1apriHoM (uB. po3ain «I1o6igni peakiii»).

B paMkax KIHIMHOTO IOCHIDKEHHI 3 [OAABaHHAM MpeEmapaTy OO MeTGOpMIHY JKyBaHHS
pO3MOYMHANIOCH 3 ZI03H, IO AopiBHOBana 10 mogirkaM nosyeanHs (10 oguHuNE iHCY/IHY IIapridy Ta
5 MKT JIKCHCEHATHAY). B paMKax WIIHIYHOTO AOCHIKEHHA 3 HEPEXONOM Bii 6Ga3aibHOro iHCYIiHY
1109aTKOBa ni03a cTaHoBuia 20 nomimox nosyeanHA (20 oguenus iHCYymiHy riapridy Ta 10 MKr
mikcuceHatrHy) abo 30 noxinok mo3ysanns (30 oqMHUNE IHCYIIRY Iaprigy ta 10 MKT ITiKCHCEHATHLY)
(zmB. po3aur «CrHoci6 3acToCyBaHHS Ta JO3M») 3aJISKHO BN NOICPEAHBOTO NO3YBaHHA iHCYyNiHy. B
060X MOCIHIKCHHAX TUTPYBAaHHA J03yBAHHA 3AIHCHIOBAIOCE OJMH pa3 Ha TYDKIEHDb 3 YPaXyBaHHAM
piBHIB IIFOKO3H B IUTa3Mi KPOBi HATIIe, MI0 BU3HAYaJIHCh CAMOCTIHHO.

Jlonasagsa o MerhopMiny (ramieHTaM, 010 He OTPUMYBAIY IHCYIIH)

Kniniune 00CcnioncenHa 3a yuacmio hayieHmie 3 yyxkpoeum diabemom 2 muny, @ AKux Ha QoHi AiKysanHa
nepopatbHuUM  NpOMUOIGbeMUYHUM  NpenapamoyM He Gi03HAYANOCL — HANEJCHOZ0  KOHMPORIO
3axeopioéarns. Beporo B paMkax BigkpHTOrO 30-THXXKHEBOrO NOCHIIDKEHHS 3 aKTHBHHM KOHTPOJIEM
6ymno pangoMizoano 1170 mamieHTIR 3 IyKpoBHM Aia0eToM 2 THIy AnA OLIHKM edeKTHBHOCTI Ta
Oesmeku 3acTocyBaHHA IpernapaTy CoNiKBa IMOPIBHAHO 3 OKPEMHMH KOMIIOHEHTAMM — iHCYIHOM
rnaprigom (100 ox/mm) Ta nikcuceHatnaoM (20 MKT).

IManjeaTy 3 DyKpoBEM [iabeToM 2 THIy, sAKi OTpUMyBamd MeTGOpMiH IK MOHOTepamilo abo B
koMOiHamil 3 IHIMM MepOpaJbHHM NPOTHAiaOETHYHMM MPENapaToM, SKHM MIr OyTH Ipemapar
CynB(OHIICEI0BUHEY, TIIIHIJ, IHTI0ITOp HATpiH3aIexXHOTO KoTpaHcHnoprepa rmokosn-2 (H3KTI-2) abo
imri6itop munmentummentuaasu-4 (JIII-4), Ta y sxux He BiN3HAYasOCH HAIKHOIO KOHTPOIIO
3axBOPIOBaHHA Ha (oHi Takoro yikysaHns (pisni HbAlc xomuBamucs B Mexax Bix 7,5 % 0 10,0 % y
HaIfieHTiB, SKi pasille OTPHMyBaIM MeTGOPMIH K MOHOTEpaIio, Ta B Mexax Bif 7,0 % 10 9,0 % y
MAIi€HTIB, AKi paHillle OTPUMYBAIH JiKyBaHHA METGOPMIHOM B KOMOIHAIII 3 IHIUMM MEpPOpaTbHUM
fpoTUAiabeTHYHNM IIpenaparoM), OyiIu BKIIIOYEHI y BCTYNHMH Mepiof TPHUBANICTIO 4 TIOKHIL.
Bopoposx miei BerynHOI a3y 3pificHIOBanack ONTHMIi3amis JNKyBaHHA MeTGOPMIHOM, a IpHIOM
IHIIMX TNEpOpaJbHUX IPOTHAIA0CTHYHKMX IIpeNapaTiB HpUNHHABCI. B KiHmi BCTymHOTO mepiomy
MAIIEHTH, B IKUX IIPOIOBXYBABCA BII3HAYATHCh HEHANICKHMH KOHTPOIb 3aXBOproBanHs (pisui HbAlc
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KOJIHMBANKCh B Mexax Bifi 7 % mo 10 %), Oynu paHmoMi30BaHI B IPYIIH, SKI OTPUMYBAIH IperapaT

CouikBa, IHCYNIH raprid abo nikcucenarus. 3 1479 manieHTiB, sxi OyJIK BKTIOUEH] y BCTynHy dasy

mocmimkensst, 1170 6ymu paHmoMizoBaHi. [ OMOBHMMH TpPHUHHAMM, SKI HE JO3BOJAIM BKIIOUHTH

HaIieHTiB y paHnoMizauiiiHy ¢asy nocuimxeHHs, OyiM piBHI INIIOKO3M B IUIasMi KpOBI HaTIIE

> 13,9 mmonw/n ta pieai HbAlc <7 % a6o > 10 % B xiHmi BcTyTIHOT Gazu qOCHTiIHKEHHS,

XapakTEpUCTHKY MOMYIHI] PaHIOMI30BaHHX NalI€HTIB 3 YKPOBUM AiabeToM 2 THIY 6yIM TaKUMU:

cepenHii Bik craHoBuB 58,4 poxy, NpH 1boMy Bik Olteinocti mamieHTis (57,1 %) cranosus Big 50 10

64 poxkis; 50,6 % nauiedris 6yiu donopikamu; cepeHil iHnexc macu Tina (IMT) Ha BuXigHOMY piBHI

crarosuB 31,7 kr/M%, ipu nsoMy ¥ 63,4 % nauicuTis IMT cranoBuB > 30 KI/M?%; CepeHs TPHBATICTE

IyKpoBOro fialery cTaHoBHMIa IpuGmusHo 9 pokie. Merdopmin OyB 000B’SI3K0BOK (HOHOBOKO

Tepamiero, a 58% [amieHTIBE OTPHMYBAIM Ha CKPHUHIHTY TaKOX IHIUME [epOpalbHHIA

npoTHAIabeTHIHNH npernapar, SKuM y 54 % nanientiB O0yB npenapat cynbGOHIICEYOBHHH.

Ha Trmoxai 30 nmixyBarHs npenapatoM CollikBa CIOCTEPITANIOCS CTATHCTHYHO 3HAYYINE HOKPANIEHHS

piBuie HbAlc (p-3nagerns < 0,0001) mopiBHAHO 3 TaKUM y pasi 3aCTOCYBaHHS OKPEMHUX KOMIIOHEHTIB.

3a pe3ynbTaTaMu IONEPEAHBO BH3HAYECHOIO aHAN3y Wi€l MEPBUHHOI KiHIEBOI TOYKM Big3HAYeHI

BIIMIHHOCTI y3TODKYBINCH CTOCOBHO BHXimHUX piBHIB HbAlc (< 8 % abo > 8 %) abo nepopansHOro

MpOTHAIabETHYMHOTO JKYBaHHA Ha BUXIAHOMY piBHI (MeThOpMIH K MOHOTeparmis abo y kombiHamii 3

IHIIVIM [TePOPATEHAM NPOTHAIa0ETHYHNM [IPEnapaTom).

Indopmanis mono iHMuX KiENEBUX TOYOK JOCIIDKEHHS HaBeleHa HIpKYE B Tabnumi 1 Ta Ha pHCYHKY

L.

Tabmuns 1

PezyapTaTn KiiHiYHOrO JAOCTiIKeHHS 3 XOJABaHHAM Ipenapaty Ao Merdopminy Ha Tmoxui 30

(momyJsiLif nanienTiB, AKi OTPHMANN NIKYBAHHS)

IIpenapar ]

Cogiksa

KinpkicTs mnamieHTiB, fIKi O0TpHMAIH 468 466 233

JIKYBaHHA

Pisenr HbAlc (%)
Buxinnaunit piBenp (cepeqHe 3HAUCHHI, 8,1 8,1 8,1
micns BCTynHOI asm)
3aBepmieHHA JOCHIMXeHHA (cepenHe 6,5 6,8 7,3
3HAYCHHS)
3MiHa MOpPIBHAHO 3 BHUXITHUM DIBHEM, -1,6 -1,3 -0,9
BH3HAUCHA  METONOM  HAMMEHIIMX
KBaapaTiB (cepenHe 3HAYCHHE)
BigmiHHICTP TOPIBHAHO 3 I1HCYJIIHOM
rNapriHoM -0,3
[95 % nmoBipuwuii inTepBan) [-0,4; -0,2]
(p-3HAYECHHA) (< 0,0001)
BinMiHHICTE [IOPIBHAHO 3
JNKCHCEHATHIOM -0,8
[95 % moBipumit iHTepBa] [-0,9; -0,7]
(p-3Ha9CHHA) (< 0,000D)
Kinpkicte maniesriB (%), y Axux Oynu 345 (74%) 277 (59%) 77 (33%)
nmocsarayTi pieai HbAlc <7 % Ha TrokHi
30*

PieeHb IVII0KO3H B IL1a3Mi KPOBi HaTIIe (MMOJIB/T)
Buxinguii piBeHb (cepenHe 3HAYCHHA) 9,88 9,75 9,79
3aBepiieHns JOCTDKEHHS (CepemHe 6,32 6,53 8,27
3HaYeHH) '
3MiHa MOPIBHAHO 3 BUXIMHMM pIBHEM, -3,46 -3,27 -1,50

BU3HadeHa METOIOM HaMEHILIIX
é’/ / 7 'Jéfz/
),'
3

Iloxazmmuk Incynin rnaprid  JlikcncemaTun

KBaaparis (cepeaHe 3HA9eHHS])
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3MiHa  mOpIBHAHO 3 IHCYJIHOM

FJapTIHOM, BHM3HAYECHA METOJOM

HalMEHIINX KBaJpaTiB (cepenne

3HA9EHHS) -0,19

[95 % mogipauii inTEpBa] [-0,420; 0,038]

(p-3HauEeHHS) (0,1017)

3MiHa HOpIBHAHO 3 JIKCHCEHATHIOM,

BHU3Ha4eHa  METOIOM HalMEHIINX -1,96
KBaJpariB (CepeIHE 3HAUCHH) [-2,246; -1,682]
[95 % mosipauii inTepran] (<0,0001)

(p-3HAYCHHS)
HocTnpaBiiansHMil piBeHb IIIOKO03H Yepe3 2 TOAMHHA Michst npriioMy ki (MMoab/m)**

Buxijmuii piBeHb (CepeaHe 3HAICHHS) 15,19 14,61 14,72
3aBepmieHHS OOCTIKEHHS (cepenHe 9,15 11,35 9,99
3HAUYCHHSA)

3MmiHa NOpIBHAHO 3 BUXINHUM piBHEM, -5,68 -3,31 -4,58
BU3HAUCHA  METOXOM  HaWMeHIIMX

KBaJIpaTis

3MiHa  MOPIBHAHO 3  IHCYJTiHOM

TJapriHOM, BH3HAYEHA METOJOM

Ha@MCHIIMX  KBaIpaTiB  (cepenHe

3HAYEHHS) -2,38

[95 % moBipumit iHTEpBAaJ] [-2,79; -1,96]

3MiHa TOpIBHAHO 3 JIKCHCEHATHIOM,
BH3HageHA  METOJOM  HaiMeHImMX

KBaJIpaTiB (cepeHe 3HAYCHHS) -1,10

[95 % moBipuwmii iHTEpBAaI] [-1,63; -0,57]
Cepennsa Maca Tijaa (kr)

Buximuuii piseHb (cepeIHe 3HAYCHH) 89.4 89,8 90,8

3MmiHa MOpIBHAHO 3 BHXINHHUM piBHEM, -0,3 1,1 -2,3

BH3HaUCHA  METOAOM  HAHMEHIIHX
KBaJpariB (cepetHe 3HAYCHHS)

ITopiBHAHHA 3 IHCYIIHOM IJIapriHOM -1,4

[95 % moBipuuii iHTEpBRan] [-1,9; -0,9]

(p-3HaYECHHA) (< 0,0001)

ITopiBHAHHS 3 JTIKCHCCHATHIOM 2,01

[95 % nosipauii inTepBam|* [1,4;2,6]
Kinskicrs nmanienrtis (%), y akux Oyan 202 117 65
nocaruyri piBai HbAle <7,0 % 6e3 (43,2%) (25,1%) (27,9%)

IPHPOCTY MacH Tija Ha TiokHi 30
IIpomnopuiiina BIAMIHHICTE ITOPIBHAHO 3

1HCY/TIHOM TTapriHoM 18,1

[95 % moBipguit inTepBan] [12,2; 24,0]

(p-3HaYeHHs) (< 0,0001)

IIponopuiiiHa BiAMIHHICTH HOPiBHAHO 3

T KCHCEHATHI0M 15,2

[95 % mowipawmii inTepBan]* [8.1:22.4]
JloGoBa go3a iHcyMiHY IIapriny

Jo3a igcyniny Ha TroxHi 30, BU3HAYEHA 39,8 40,5 He 3acrocosano

METO0M HalMEHIIHX KBaJI(paTiB
(cepeHe 3HAYEHHA)

* He BKIIIOYEHO B IIONEPENHRO BU3HAYEHIN NPOLIENY Pl JOCTIIKEHHS HOCTYIIOBOTO 3HHIKEHHSI PiBHIB.
** IMocTrpanmiansHUM piBeHB ITIIOKO3H 9epe3 2 TOMMHY MiCILI mpuifoMmy DI MIHYC piBeHB INIFOKO3H
nepen mpuiomMom Dxi.
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Puc. 1. Cepenni pisui HbAlc (%) Ha BisaTax nporsirom 30 TiokHiB JikyBanns

VY nanientis rpynu npemnapary ComnikBa BIN3HAUEHO CTATHCTHYHO 3HAYymIE OLIbIIE 3HIDKCHHS
CepenHBOro Npodimo PiBHIB IMIIOKO3H B INa3Mi KPOBi, 10 BU3HAYAIMCEH CAMOCTIHHO Ha 7 9acOBHX
TOYKaX, Bijl BUXIAHOTO piBHA A0 THKHA 30 (-3,35 MMONE/TT) NOPIBHAHO 3 NALICHTAMY TPYIH iHCYIIHY
raapriny (-2,66 MMoJIb/1I; BiaMiHHICTE -0,69 MMoNK/) Ta 3 ManmieHTaMu rpynu mikcucenatuny (-1,95
MMOJIB/JT; BiAMIHHICTE -1,40 MMouns/i) (p < 0,0001 mms 060x mopieHAEE). Ha Bcix 9acoBHX TouKax Ha
TwkHi 30 cepenHi piBHI INMIIOKO3M B IUIa3Mi KpoBi OyiaM HIKYMMH B rpymi npenapaty Costiksa
TIOPIBHAHO K 3 IPYNOK IHCYIIHY TIApTiHy, TaK i 3 TPYNOI0 JIIKCHCEHATHILY, 38 BAHATKOM TiIbKH PiBHIB
TIFOKO3H TEPEN CHINAHKOM, fKi Oymm moniGHuMu B rpymi Jikapcekoro 3acoby Comiksa Ta B rpymi
IHCYJIiHY Iapriny.
IHepexio i) 6azaibHO20 HEVAIHY
Kniniune oocnidocenns 3a yuacmio nayienmis 3 yykpoeum oiabemom 2 muny, 8 Akux Ha Qoni NiKyeanus
bazaneHum IHCYNIHOM He GIOZHAYAIOCH HANEIICHOZ0 KOHMPOTIO 3QX80PI0EANHS
3aranoMm 736 DalieHTiB 3 LYKpOBMM JiaGeToM 2 THIy B3SIM Y9acTh B paHAOMi3oBaHOMY, 30-
THDKHEBOMY, 3 aKTMBHUM KOHTPOJIEM, BIIKDHTOMY, 3 2 TPyIIaMH JTiKyBaHH:], B HapaNelbHUX Ipymax,
6araTolEHTPOBOMY IOCIIDKEHHI e(pEKTHBHOCTI Ta 6eslekM 3acTocyBaHHs mpemapaty Couikea
TIOpiBHAHO 3 iHCyMiHOM raapriHomM (100 ox/mir).
CxpuHOBaHI Mali€HTH 3 IYKPOBHM HiabeToM 2 THIly OTpHMYyBamu OasaibHHM iHCYMiH BHPOXOBK
monaiiMenme 6 Micanis B cTabineHik mo6opii mosi Bim 15 mo 40 MO sk MoHoTepamito a6o B
koMGinauii 3 omuum abo ABOMa NEPOPATBHMMHM NPOTHAIA0ETHYHHMU Ipenapartamu (MeTQOpMiH,
npenapar CynbQoHinceq0BrEH, IIiHi, iHribitop H3KTI-2 abo inribitop JII1-4), npu msoMy piBHI
HbAlc y aux cranoswm Bin 7,5 % no 10 % (cepenniii pisers HbA 1c Ha CKpHHIHTY CTaHOBUB 8,5 %),
a piBHI IIIOKO3H B I1a3Mi KpoBi HaTmie cranoBmwii < 10,0 mmons/n abo < 11,1 MMONE/N 3aI€KHO Bin
IIOTIEePEIHBOr0 NPOTHIIabETHYHOTO TiKyBaHHS.
Ilicaa cKpUHIiHTY MallienTH, AKi OyaM BU3HAYeH] NPHIATHUMH IJI1 Y9acTi B AoCHimkenHi (n = 1018),
BKJIIOYATUCH B 6-TYKHEBY BCTYNHY a3y, BIPOAOBK AKOI BOHU NPOIOBKYBATH OTPUMYBATH 1HCYITIH
rnaprin abo Oymu nepeBeneHi Ha JIIKyBaHHA IHCYNMHOM TTapTiHOM y pasi, SKIIO BOHH OTPHMYBAIH
inmui 6asabHui iHCYNIH; NpU IBOMY 3AiMCHIOBANOCH THTPYBaHHs/CTabimi3alis 003y IHCYIHy Ha
domni npojoBxeHHA Tepamii MeTGOPMIHOM (AKIIO BiH MPHAMABCS [0 1160T0). JIiKyBaHHS 6YI5-AKIMH
IHIIMMY IIEPOPabHIMH IPOTHAIa0ETHIHAMY IIpeTapaTaMu GyIIo IPUIIKHEHE.
ITicna 3aBepIIeHHs BCTYIHOTO [IepioTy NamieHTy, y skux piHi HbAlc cranoBumm Bix 7 no 10 %, pixi
TTFOKO3W B I1a3Mi KPOB1 HaTmie cTaHOBWIM < 7,77 MMonb/JI, a moGoBa m03a iHCYNiHy Tiapridy
5
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cranoemna Bix 20 no 50 omunuie, Oynm paHAoMi3oBaHi B rpymy npenapary Comiksa (n = 367) abo B
rpymy iHCymiHy raapriny (n = 369).
XapaKTEepHCTHKH [TOIMYNALIl paHJOMI30BaHMX NALIEHTIB 3 YKPOBUM AiabeToM 2 TuIty Oylu TaKHMU:
cepenHii Bik craHoBuB 60,0 poKy, IpH IBOMY Bik 6inbmrocti nanieutis (56,3 %) cranosus Bix 50 10
64 pokis; 53,3 % nanienTis 6ynu XiHOYO1 CTaTi; cepenniii ignexc Macu tina (IMT) Ha BUXxinHOMY piBHI
crasoBus 31,1 xr/M?, ipu mpoMy y 57,3 % manientis IMT craoBus > 30 kr/v?; CEepeNHs TPHUBaTICTh
IyKpPOBOTO fiabeTy cTaHOBMMIA IPHOIU3HO 12 POKIB, @ CEPEIHS TPUBAIICTD MONEPENHBOIO MiKyBaHH:
6asanbHUM iHCYNiHOM — npubnusHo 3 poxu. Ha ckpuniary 64,4 % namieHTiB sk Gasanbuuil 1HCYTIH
OTpUMyBamM iHCYNiH Tiaprin, a 95,0% oTpuMyBamM IpHHaHMHI OOWH TepOpPaNbHHL
npotuiabeTHIHUE npenapar.
Ha tmwxni 30 nikysanns npenapaTom ComikBa CIIOCTEpIranocs CTATHCTUYHO 3HATYIIE MOKPAIICHHS
pisnis HbAlc (p-3nauenns < 0,0001) nopiBHAHO 3 TaKHM Y pasi 3aCTOCYBAaHHA IHCYIiHy IIapTiHy.
Indopmaris Moo IHMKX KIHIIEBUX TOYOK NOCIIKEHHs HaBeeHa HIK4e B Ta0nuil 2 Ta Ha PUCYHKY
2.

Tabnuns 2
Pe3ynbTaTd KIHIYHOI0 JOCHII:KEHHA cePell NANI€HTIB 3 HyKPOBUM AialeToM 2 THIY, B IKHX He
BiI3HAYABCH HAJNEXKHUH KOHTPOIBL 3aXBOPIOBAHHA Ha (oHi JikyBaHHS GazaibHUM iHCy/TiHOM,
Ha TixkHi 30 (momyasisi nanieuTie, ki oTpHMANH JIKYBAHHSN)

MoKa3HuK l'[pen_apaT Incynin raapria
Couikea
KigbkicTh nanieHTiB, gki oTpuMaNu JIKYBaAHHS 366 365
Pisensr HbAlc (%)
Buxignuii piBeHE (cepelHE 3HaYeHH:, MICIS BCTYIIHOI 8,1 8,1
tbazm)
3aBepuIeHHS MIKYBaHH (CepeHe 3HA9CHHS) 6,9 7.5
3MiHa TOpIBHAHO 3 BHXIOHHM pIBHEM, BU3HAYCHA -1,1 -0,6
METOJIOM HalMEHIINX KBaIpaTiB (CepeHe SHAaYEHHS)
BigmiHHiCTS HIOPIBHAHO 3 IHCYIIHOM TJIapriHOM -0,5
[95 % moBipuwmii iHTEpBa] [-0,6; -0,4]
(p-3HaYeHH:) (< 0,0001)

Kinekicts mamieHTiB [n (%)], y gxux OymI nocsrayTi 201 (54,9 %) 108 (29,6 %)
pisai HbAlc <7 % ua Tioxui 30*
PiBeHBb IJ1IOK03U B 1J1a3Mi KPOBi HaTIe (MMOJB/NT)

Buxingnuii piBeHs (CepenHe 3HaYeHHA) 7,33 7,32
3aBepmeHHs TOCIIIUKEHHS (CepenHe 3HaueHHs) 6,78 6,69
3MiHa DOPIBHAHO 3 BHXIOHMM pIiBHEM, BH3HA4YeHA -0,35 -0,46
METONIOM HaliMEHIMX KBaJAPATIB (CepeHe 3HATCHHS )
BinMiHHICTE MOPIBHSIHO 3 IHCYIIHOM TMIAPriHOM 0,11
[95 % nopipamii inTeppa| (-0,21; 0,43)
IocTnpanaiajbpAHii piBeHb ITIOK03H Yepe3 2 TOAHHA Wic/s npuitomy ixi (MMOAL/1)**
Buxiguuit piBedb (CepeHe 3HAYCHH) 14,85 14,97
3aBepIneHHsa OCIMHKEHH (CepeIHe 3HAUEHHs) 9,91 13,41
3MiHa NOpPIBHAHO 3 BHXIOHUM piBHEM, BU3HAdCHA -4,72 -1,39
METONOM Ha¥MEHITINX KBaAPaTiB (Cepe/He 3HAYECHHSA)

3MiHa HOPIBHAHO 3 IHCYJIHOM TITIapriHOM, BH3HA4YeHA

METOZIOM HallMEHIINX KBaJpaTiB (CEpEaHE 3HAYCHH) -3,33
[95 % mopipunii inTEepBaI] [-3.89; -2,771
Cepennsa maca Tiza (kr)
Buximuuii piBeHb (cepeaHe 3HaAIEHH) 87.8 87,1
3MiHa NHOpIBHSHO 3 BUXITHUM pIBHEM, BH3HA4YCHA -0,7 0,7
METOJOM HalMEHIIVX KBaAPATIB (CEpeaHe 3HAYCHHS)
TlopiBHAHHA 3 IHCYNIHOM TJIApTiHOM -1,4
[95 % noBipawit iHTEpBAN] [-1,8; -0,9]
(p-3HadeHHA) (< 0,0001)
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KinbkicTs mamieHTis (%), y skux 0y.14 JOCATHYTI piBHi 125 49
HbA1lc <7,0 % 0e3 npapocTy MacH Tijia Ha THxkHI 30 (34.2 %) (13,4 %)
IIponopniliHa BiAMIHHICTE NOPIBHAHO 3 IHCYIiHOM
TIIapriHOM 20,8
[95 % nmoBipuuii inTEpBAN] [15,0; 26,7]
(p-3HageHHs) (< 0,0001)
Jo0oBa fo3a iHcyJiiHy IIapriny
Buxiguuii piBeHb (cepeHe 3HAYCHHS) 35,0 35,2
Kinnesa Touka (cepenHe 3HAICHHS) 46,7 46,7
3MiHa ;03 iHCYNiHY Ha Tikui 30, BUSHAYEHA METOAOM 10,6 10,9
HalMEHIIHX KBaJpaTiB (Cepenne 3HATEHHS)

* He BKIJIIOUEHO B NIONEPEHBO BU3HAYEH N MPONIEAYPI JOCIIIIKEHHS IIOCTYIIOBOTO 3HUKEHHS PiBHIB.
** TocTnpanniatbHuil pIBEHb TIIFOKO3H Yepe3 2 TOAMHM IIiCT IpHifoMy ki MiHyC piBeHb TJIFOKO3H
nepen npuiioMoM DKi.
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Puc. 2. Cepenni pisni HbAlc (%) ra BizuTax nporsirom 30 Tr:kHIB JiKyBaHHS

Ilepexio aio azonicma peyenmopis I'TIH-1

Knintune O0CniOxiceHHA 30 yHacmio nAyiermi6 3 yyKposuy diabemom 2 muny, 8 SKux Ha oni iKy8anHs
azoricmom peyenmopie 1 1111-1 ne 6i031auan0Cs HANEHCHO20 KOHMPOTIO 3AXE0PIOBANHSA
Edexruenicts Ta Ge3neka sacrocysanns npenapary Comniksa B IIOpiBHAHHI 3 HE3MIHEHMM IOTIEPETHIM
NiKyBaHHAM aroHicroM penentopis [TII-1 6ymu BuBueni B 26-THIXKHEBOMY DaHIOMi30BaHOMY
BIOKPHTOMY AOCIDKEHHI. Y NOCHiIKeHH] 6pamy ydacTs 514 namieHTiB 3 mykposuM miaberom 2 THIY,
B JAKMX HE Bifl3HAYANIOCA HANEKHOTO KoHTpono (pisens HbAlc Big 7% mo 9% BKIIOYHO)
33XBOPIOBAHHS Ta SKi OTPUMYBAIH JIIKyBAaHHS JTipariIyTHAOM a00 eKCEHATHIOM MPOTATOM He MeHme 4
Micanis abo mymarmyTMaoM, anGiriayTHOOM abo eKCeHATHAOM 3 IMPOJOHTOBAHWM BHBIILHEHHIM
IPOTATOM He MeHIe 6 Micaui (yci IpenapaT BBOMMIKCA B MaKCHMAIBHIA mepeHocuMil m03i) i
MeTQOPMIHOM Y BHITIUN MOHOTepanii ab0 B moe;HAHHI 3 WOIMITa30HOM, iHri6itopom HaTpiii-
IIIFOKO3HOIO KOTpaHcnoprepa-2 abo 3 oboma. Binibpani manientu 6ynm pammomizoBani abo mis
npuiiomy npeniapaty Cornikea, a60 A1 IPOJOBKEHHA NIPUHOMY HONEPEAHBOTO aroHiCTa pelenTopiB
T'TIII-1 Ha HORATOK A0 HONEPENHBOTO NEPOPATIEHOTO IPOTHAIA0E THUHOTO JIIKYBaHH.
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Ha ckpuninry 59,7 % cy6’exTiB oTpumMyBanmu aronicT peuenrtopis ['TIIT-1 omus pa3 a6o nBigi Ha 1eHb,
a 40,3 % orpumysanu aromict penenropis I'TIII-1 omuH pa3 Ha TikaeHs. [1ix wac ckpuninry 6,6 %
Cy6’€KTiB OTPMMYBAIY MOTMITa30H, a 10,1 % — iHribiTop HATPiH-IIIOKO3HOTO KOTPAHCIIOPTEPA 2-T0
TUy B KOMOiHaumil 3 meThopMiHOM. XapaKTEpUCTHKH NOUYILILil NOCHIKEHHS Gynad TaKMMH:
cepenHii BIK craHoBUB 59,6 poky, 52,5 % cy6’eKTiB CTAHOBH/IM HOJNOBIKH, CEpENHA TPHBAIICTH
ITyKpPOBOTO niabery cranosuma 11 pokie, cepenHs TPUBATIICTh TIONEPERHEOr0 TKYBaHHS aroHICTaMH
penenropis I'TIII-1 cranosuina 1,9 pOKy, cepemmiit IMT cranoeuB npuGmusso 32,9 kr/m%, cepemus
pLIK® crarosuna 87,3 mi/xs/1,73 M? i 90,7 % nauientis manu pILUIK® > 60 m/xs.

Ha tmxui 26 nikysanus npenaparom ConikBa CIOCTEPIranocs CTATHCTHYHO 3HAYYINE HOKPAIICHHS
pisuiB HbAlc (p < 0,0001). Ionepennso Bu3HAYeHNH aHaN3 miaTUIy aronicta pementopis ITITT-1
(omuB/nBa pasu Ha JeHb a60 HIOTMDKHSA), BUKOPHCTAHOIO MiA Yac CKPHMHIHTY, TOKa3aB, IO 3MiHa
HbA 1c ma TrXHI 26 6yI10 aHANOT19HOO IS KOXKHOI IIATPYIIH 1 y3TOUKYETHCS 3 HEPBHHEUM aHAITI30M
1 Beiel nomymnii. Cepenrs no6oBa no3a npenaparty Cosrikea Ha TrokHi 26 CTaHOBHIA 43,5 moinku
JIO3YBaHHA.

Inopmanist L1oa0 1HIMX KIHIEBUX TOYOK JOCIIDKEHHS HaBeleHa HIDKYe B TabNuLi 3 Ta Ha PHCYHKY

Tabmura 3

PesynbTaTd KJIIHIYHOr0 J0CHIIXKEHHA 33 YYacTI0 Dami€eHTIB i3 mykpoBHM fiaGerom 2 Tumy, B

AKHMX HE BiI3HAYABCH HANEKHMI KOHTPOJL 3aXBOpIOBaHHS Ha ¢oHi JiKyBaHHS aromicramm
enentopis I'HII-1 Ha THKHI 26 (momyaanin nauienTie, IKi oTpuMam Jikysanns)

. AroHicT pententopis
Iloka3zuuk Coxaikga FIEII—I p
K.i.m,xcicn, DalieHTiB, AKi  oTpHMAIH 257 253
JIiKyBaHHSA
Pisens HbAlc (%)
Buximuuif piBeHb (CepeAHE 3HAYEHHA, MiCHA
. 7,8 7,8
BCTYIIHOI hazu)
3aBepiueHHs JiKyBaHHA (CEpEHE 3HAUCHHS) 6,7 7,4
3MmiHa mNOpIBHAHO 3 BHUXIAHHM piBHEM,
BH3HA4CHAa METOAOM HaWMEHIINX KBaJpaTiB -1,0 -0,4
(cepemHe 3HAYEHHS)
BimMigHICTE TOpiBHSAHO 3  aroHICTOM
peuenropis I'TIII-1
[95 % JI] —0,6 [-0.8; —0,5]
(p-3HavyeHHs) (<0,0001)
Kinbkictes namientiB [n (%)], y axux O0yiau
nocarayti pisui HbAlc <7 ‘%» HZ THKHI Zz 156 (61,9 %) 65 (25,7 %)
IpornoprifiHa BiAMIHHICTE IODPIBHAHO 3 .
aI‘I())HiC’II‘)OM peLenTopin FHH-1(9SI‘)% ) 36,1 % (28,1 %; 44,0 %)
P-3HAUCHHA <0,0001
PiBeHb ri10K03u B IJ1a3Mi KPoBi HaTIIEe (MMOJIL/ 1)
Buxiguuii piseHs (cepente 3HAYCHHT) 9,06 9,45
3aBepILeHHS IOCIIIHKEHHS (cepenue 6.86 $.66
3HAYEHHS )
3MmiHa NOpiBHIHO 3 BHXIHHUM  DIBHEM,
BH3HAYEHA METOJOM HaWMEHIIMX KBaapaTiB —2,28 -0,60
(cepenne 3HAYEHHT)
BigMiHHICTP HOpIBHAHO 3  aroHicToM
penenropis mo I'TII-1 -1,67
[95 % JI] [-2,00; —1,34]
(p-3HaYeHHA) (< 0,0001)
IocTnpangianbHAi piBeHb [AIOKO3M Yepe3 2 FOAHHA Nic/s npuiioMy ki (MMOJIB/1)*
Buxignuii pieeHs (cepeaue 3HaYESHHS) 13,60 13,78
3aBepIIeHHs JOCIKEHHS (CEpeNHE 3HAYCHHA) 9,68 12,59

@Zﬁ;’;‘;ﬂff
YaromxeHo 3 matepianamu
PeECTPaYIAHOrO Jocke




3MiHa ITOPIBHAHO 3 BUXiNHUM PiBHEM, BH3HAYCHA
METO/IOM HalMeHIIHX KBajxpaTiB (CepenmHe -4,0 -1,11
3HAYEHHA)
3MmiHa IOPIBHAHO 3 arOHICTOM peIenTopiB
I'TIIT-1, Bu3HayeHA METOAOM HaWMEHIIUX
KBapaTiB (cepenne 3HAYCHH) -2,9
[95 % AI] [-3,42; —2,28]
(p-3HadeHHs) (< 0,0001)
Cepenns Maca Tija (Kr)
Buxinuuii piBens (cepenHe 3HaICHHS) 93,01 95,49
3MiHa TOPIBHAHO 3 BUXITHHM PiBHEM, BU3HAYCHA
METOAOM HaMeHIIMX KBAApaTiB (CepemHe 1,89 -1,14
3HAYECHH)
TlopiBusauSA 3 aronicToMm perentopis I'TIII-1 [95 —-3,03
% 1] [2,417; 3,643]
(p-3HadeHHA) (< 0,0001)

* [TocTpanAiaTsHUi piBEHE TIOKO3M depe3 2 TOIUHH Mic/1 NPHHOMY DKi MiHyC piBEeHb TTIOKO3H
nepes IpUHoMoM Dxi.
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Texaenn

Puc. 3. Cepenni pisai HbAlc (%) Ha BisnTax npoTsarom 26 THKHIB JIKyBaHHSA

Onnougacue 3acrocyBanfs npemaparty Coumikea 3 iHribiTopaMy HaTpifi-ralOKO3HOr0 KOTpaHCmopTepa
2-ro tuny (iariditopn H3KTI-2)

OnnouacHe 3acTocyBanHa npenapaty Comiksa 3 iHribitopamu H3KTT -2 DifTBepmKy€eTECS aHATI30M
MArpyN i3 TPHOX PaHAOMI30BaHMX KIIHITHHX JocmimxeHp dasu 3 (119 mamieHTiB, sAKi OTpEUMyBann
KOMOIHAIliI0 IHCYNiHY TIapriny/mikcuceHaTHny 3 (IKCOBAHHM CIIBBiTHOLIEHHAM, SKi TaKOX
orpumyBami iHriéitopu H3KTT'-2).

Onme gocCimKeHss, AposeaeHe B €Bpomni # IliBHiunil AMepnil, BKIrodano B cede gaHi 26 manieHTie
(10,1 %), aki omHOYacCHO OTPHMYBaNH KOMOIHAaNil0 IHCYTiHY IJIapriHy Ta JIKCHCCHATHIY 3
bikcoBaHuM criBBiZHOMEHHAM, MeTopMiH Ta inribitopu H3KTI-2. e nBa mocmimxenns da3u 3 3i
CIeniaizoBanoi AMOHCEKOT MPOTPaMul KITIHIGHOTO PO3BHTKY, BUKOHAHI 33 YHMaCTIO HAIli€HTIB, AKi HE
IOCATIIM JOCTaTHEOTO KOHTPOJIIO IJKeMil 3acTOCYBaHHAM II€POPaNbHUX IPOTHAIa0ETHIHHX
npenaparie, Haganu Nani moxo 59 mamientis (22,7 %) i 34 mamientie (21,1 %) Bimmosimmo, sKi
oaHOYacHO orpuMyBany inriGitopu H3KTI-2 i xoMbiHaNiro IHCYIIHY ITapriHy Ta JKCHCEHATHIY 3
(hIKCOBAHUM CIiBBiTHONICHHAM.
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Jani nux 3 KOCTiKEHb TOKa3ykOTh, IO ITOYaTOK 3aCTOCyBaHHs npemapaTy COniKBa y NALieHTIB i3
HEHOCTaTHIM KOHTPONEM JiKyBaHHAM inri6itopamm H3KTI-2 nemoHcTpye 6imbm  3mHauHe
noxpamenss pisaie HbAlc nopisHAHO 3 mpenapaTaMu HOpiBHAHHS. Y NALI€HTIB, SKi OTPUMyBaIH
imri6iropy H3KTT-2, He Oyno MiABHMIIEHOTO DPU3MKY TiMOINIKeMIi i 3HAIyIIMX BiAMIHHOCTEH B
3arajnpHOMY npodini Ge3nexy B OpIBHAHHI 3 THMH, XTO He OTpHUMYyBaB inri6iropu H3KTT-2.
OCHIIUKCHHS BINTHBY Ha CepLEBO-CYIHHE] NOmT

Besmexa 3actocysanus iHCysiHy INapriy Ta JIKCHCEHAaTHIy CTOCOBHO CEpLEBO-CYAMHHHX IMOJiH
BUBYAJIACH B paMKax KmHigHuX gociimpkens ORIGIN ta ELIXA simnosigno. OkpeMoro nocTimKeHHs
BILIKBY IpenapaTy CoikBa Ha CEpLieBO-CYAHHHI HOi] HE MPOBOXMIOCE,

Incynin enapzin. JIOCIDKEHHS SHIKEHHA YACTOTH CEPLEBO-CYAMHHUX YCKIaAHEHb IPH IHIianbHOMY
3aCTOCYBamHI iHCymiHy rmapriny (nocmimkerss ORIGIN) Gyno BigKpuTHM paHIOMi30BaHHM
JOCTIJDKEHHAM, B AK€ 610 BIIOYeHO 12 537 manieHTiB Ta B paMKax sKOTO MOPIBHIOBATIOCH TiKyBaHHA
npenaparoM JlanTyC 3i cramgapTHUM JTiKyBaHHAM Ha MOMEHT HEPIIOr0 BHHMKHEHHS CEpHO3HOrO
HeOaXxaHoro ABuma 3 60Ky cepueBo-cymuHHoi cuctemu. CepitosHe HeOaxkaHe SBUIIE 3 HOKY CepIIeBO-
CyIOMHHOI CHCTEMH BKIIOYal0 CMEPTh BHACHINOK CEPIEBO-CYNMHHOI IOAII, HENeTaNbHH iH(apKT
MiOKap/Ja Ta HeNeTalbHuH IHCYNbT. Meniana TpUBAIOCTi KOHTPOIBHOTO CIIOCTEPEXKEHHS B PaMKaX
JIOCTIIKEHHA CTaHOBHNA 6,2 poKy. HacToTa cepitosnux HebakaHnXx SBHII 3 GOKy CEepILERO-CYAMHHOT
cucremu B pamkax gocnimpkenss ORIGIN 6yna nmogiGHo0 y rpymi, 1o oTpuMyBana npenapat JIaHTyc,
Ta TPy, M0 OTPUMYBaIa CTAHAApTHE JiKyBaHHA (BIIHONICHHs PU3HKIB [95 % JI] momo cepito3mux
Heba)kaHuX SBHUII 3 60Ky ceprieBo-cynuHHOI cuctemu: 1,02 [0,94; 1,117).

Jixcucenamuo. [Hocmimxenns ELIXA 6ymo panmomizoBaumM, noppiitgo cmimmM, nrane6o-
KOHTPONEOBAHNM, 0araToHAIliOHAIEHHM HOCTIDKEHHSIM, B PaMKaX sIKOTO 34IHCHIOBANACh OIIHKA
CepLEBO-CyAVHHNX YCKIAIHEHb DiA 9ac JKyBaHHA JIKCHCEHATHIOM y MAL€HTIE 3 IyKPOBHM
niabetom 2 Tumy (o= 6068) MiC/IA HEMOZABHO NEPEHECEHOTO TOCTPOTO KOPOHAPHOTO CHHIPOMY.
ITepeuHHO0 KOMOIHOBAHOKO KiHIIEBOIO TOYKOKO 00 €eKTHBHOCTI 6YB Yac M0 HEPIIOTo BUHHKHEHHS
Gyap-AKOro 3 TakuX HebaXaHMX SBHII CMEPTh BHACHINOK CeplEBO-CYAWHHOI IOAII, HeleTanbHuMi
inQapKT MiOKapza, HeJleTATbHIN IHCYIBT ab0 TocmiTai3aLis 3 NPHBOLY HeCTabiNBHOI CTeHOKAPIii.
MeniaHa TpUBANOCTi KOHTPOJIBHOTO CIIOCTEPEKEHHS B paMKax JOC/IKEHHA CTaHOBHIa 25,8 Ta 25,7
MiCAIA B IPYIIi MIKCUCEHATHAY Ta B TPYII IU1ane6o BiNIoBigHO.

Yacrota nepeuHHOi KiHneBoi Toukm Oyma momibroro y rpymi mikcucenatumy (13,4 %) Ta rpymi
mane6o (13,2 %): BiTHONIEHHS PU3NKIB IS NIKCHCEHATHUAY NOPIBHAHO 3 mianebo craHoBmio 1,017
3 aconifioBaruM 2-6iarmmM 95 % noBipunm inTepeanom (1) Big 0,886 1o 1,168.

Dapmaxoxinemuxa.

Abcopbnis. CrhiBBiTHOIIEHHA IHCYNIH TIMApriH/MKCHCEHATHX CYTTEBO HE BINMBAE Ha
¢apMaKOKIHETHKY IHCYNIHY ITapriHy Ta JiKCHCeHaTuay B upenapari Cosiksa.

ITicna migmxipHOTO BBENEHHS KOMOIHANii IHCYMiH TVIAapriH/NiKCHCEHATHN y MALI€HTIB 3 LyKPOBHM
niaberoM 1 Tarly iHCYIiH Iaprid He AEMOHCTPYBAB BUPaxeHOro mika. Excnosuuis incyniny rapriay
Hic/A BBEICHHA KOMOiHaIl iHCYIIiH IIapri/miKCHCEHAaTHA CTaHOBMWIA 86—88 % Bif ekcrosmmii, sxa
BiJi3HAYaNach NpU OKPEMMX OFHOYACHHX iH’€KMifAX iHCYHNiHY Iiapriny ta jikcucenatuny. Taka
BIIMIHHICTb HE BBAKAETHCS KIHITHO 3HAYYLIOIO.

[Ticns miAWKipHOTO BBEAEHHA KOMOIHAIIi IHCYMIH IapriH/TiKCHCEHATHA y NAUI€HTIB 3 IyKPOBHM
niaberom 1 THiIy MemiaHa tmax TIKCHCEHATHAY 3HAXOMIACE B gianasoHi Bia 2,5 mo 3,0 romuan. AUC
Oyna IOpIBHAHHOW, TOAI AK BiN3HAYANOCh HE3HAYHE SHIDKEHHS Cmax JIKCHCEHATHAY Ha 22-34 %
HOPIBHAHO 3 Cmax, AXa BiA3HAYAIACH TIPH OKPEMHUX OIHOYACHMX IH’€KIIAX IHCyNiHy riapriHy Ta
NHKCHCEHATHTY; IIPOTE MAIOHMOBIPHO, IO TaKe 3HIDKEHHS MOXKe OYTH KITHIYHO 3HAYYIIHM.
Kuiniggo 3Hagynii BIAMIHHOCTI B MIBHAKOCTI aGcopOLii JIKCHCEHATH/Ty PH HOTO 3aCTOCYBAHHI SIK
MOHOTEpAMii IUIIX0M MiJMWIKIPHOr0 BBEACHHS B OUITHKY KHMBOTA, AEIBTONOAIOHOTO M’ 32 a60 CTerHa
BiacyTHI.

Posmonin. JIikcucenaTun xapakTepU3yeThCsa HH35KNM (55 %) piBHEM 3B’a3yBaHHA 3 GUIKaMM M1a3Mu
moauau. Ilepen6auysanuii 00°eM pO3IOALTY NIKCHCEHATHAY MNCIA MiNUIKIDHOTO BBERCHHS
komOiHamii IHCymiH rImaprin/mikcuceHaTHn (HesB’s3aHui 06’eM posmominy, Vz/F) craHOBHTH
npubmzao 100 n. Ilepenbadysammii 06’em posmomimy iHCymiHY TInapriHy micas mifuIKipHOTO
BBeZICHHs KoMO1Hanil iHCyIIiH MIapTik/mKkchucenaTu 1 (06° €M po3noiny B piBHOBaKHOMY cTaHi, Vss/F)
cTaHoBHTH Npudnu3go 1700 .
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BioTpancdopmanis Ta eniminauis. Pe3ymbrary pocaimxeHHI MeTaboli3My B MAlllEHTIB 3 LYKPOBUM
Iiaberom, skl OTPHMYBaIH IHCYIIH IJIapriH AK MOHOTEPANIlo, CBIAYATh PO Te, IO IHCYJIH [IIapTiH
MIBHAKO MeTab0/i3y€ThCA Ha PIBHI KapOOKCHIIBHOTO KiHL B-IaHIora 3 yrBOpeHHIM ABOX AKTHBHAX
merabomitie — M1 (21 A-rninune-igcynin) ta M2 (21 A-rninus-ne3-30B-Tpeouin-incynin). Y mwiasmi
KPOBI TONOBHOKO IHPKYNIOIOUOK CIOAYKOK € Merabomit M1, @apMakoKiHETHYHI Ta
(bapMaxoIHHAMIYHI IaH] CBiXIATh PO Te€, IO eeKT MiNIKIpHOT 1H €K1l IHCYNIHY ITapriHy roJIOBHHM
9UHOM 3aNIKUTh BiJ ekcrozuiii merabomity Ml.

Sx i BCl NEOTHAH, JIKCUCEHATHX BHBOIUTECA LULIXOM KIy0odKoBOi (UIBTpalii 3 MOAAIBIION
KaHaIBIEBOI peabcopOiicio Ta MOJATBIIMM META00MIYHIM POIEIUIEHHM N0 MEHIINX MENTHIIB Ta
aMIHOKIICIIOT, SIKi 3HOBY BKIIFOUAIOTHCS B OlnmkoBuit Merabomizm. Ilicna OaraTokpaTHOro BBEACHHS Yy
MALIIEATIB 3 LyKPOBHM [iabeToM 2 THIYy CepenHill TepMiHAJBHHMHA 9ac HaIiBBHBEJCHHS CTAHOBHUB
npuOM3HOo 3 rofMHY, a cepenHil yasuuil xnipenc (CL/F) cranoBuB npubnuseo 35 n/ron.

OcofmiBi nomysauii nanicHTis

Hayicnmu 3 nopyuennam Qyuxyii Hupox. Y TaIi€HTIR 3 NeTKUM (KIIPEHC KPeaTHHINY, po3paxoBaHHi
3a dopmynoto Kokpodra — I'onra, 60—90 Mn/xB), nomipaEM (KIipeHC KpeatuHiHy 30—60 Mi/XB) Ta
TokkuM (KinipeHc kpeatuHiHy 15—30 muv/xB) nopymeHHaM (ymkuil Hupox AUC mikcuceHatumy
spocrana Ha 46 %, 51 % ta 87 % BiamoBimHO.

3acTocyBaHHsI {HCYNiHY INIapriHy DallieHTaM 3 IOPYIICHHSIM QYHKIII HUPOK HE JOCITIKYBAIOCH.
Onnak y mauieHTiB 3 mopymeHHSM (YHKIII HUpOx mHorpeba B IHCYmiHI Moxke OyTH 3MEHIIEHa
BHACIIIOK 3HMKEHHA MeTabomi3My 1HCYTIHY.

Hayienmu 3 nopywennayv @yuxyii nevinxy. OCKITPKY JNIKCHCEHATHX BUBOIUTHCA FOJOBHHUM YHHOM
HUPKAMH, 3a@ Y9acTIO MALi€HTIB 3 TOCTPOI ab0 XPOHIYHONI0 NEYiHKOBOK HENOCTATHICTIO YKOJHHX
(bapmalcomnemqnnx NOCHIDKEHb HE IIPOBOAMIIOCH. Brumpy nopymeHHﬂ GyHKUIl MediHkd Ha
q)apMaKomHeTHKy chnceHaTw:[y HE Hepen6aqaen,cx

3acTocyBaHHs IHCYNIHY DJApriHy Halli€eHTaM 3 IIyKPOBHM JIia6CTOM Ta 3 NOpYMeHHAM (yHKIIL
HEeYiHKA He HOCTIIKYBaI0oChk, Y MAli€HTIB 3 MOPYIIeHHAM OYHKIIIT Iedinky notpeba B IHCYNiHi MOXKe
GyTH 3MeHIIeHa Y 3B’ 3Ky 31 3HHKEHHAM 37aTHOCTI 0 TNIIOKOHEOT€HE3Y Ta 3HIDKCHHAM MeTaboi3My
1HCYITiHY.

BiK, pacoBa NpHHANEHKHICTE, CTATE Ta Maca Tija nanieHTa

Incynin znapein. Brunms Biky, pacoBoi IpHHAIEXHOCTI Ta CTaTi IlamieHTa Ha (QapMaKOKiHETHKY
1HCYJIiHY [Iapriny He BUBYABCs. 3a pe3yNbTaTaMH aHaJI3y HiArpyI, chOpMOBaHHX 3a BIKOM, PACOBOIO
TIPUHANEKHICTIO Ta CTATTIO, B PaMKaX KOHTPOJBOBAHHX KIHIGHMX NOCTIIKEHB Cepel HOPOCIMX
ALl €HTiB, AKi OTprMyBaiy iHCyIiH raapriH (100 oa/Mi), >XONHUX BIAMIHHOCTE#H CTOCOBHO Ge3IeKH Ta
eeKTHBHOCTI 3aCTOCYBaHHA IHCYJIIHY IJIapriHy BUABIEHO He OyIo.

Jixcucenamud. Bik mnauieHta He Mae KIIHIYHO 3HA4YymIOTO BIUIMBY Ha (PapMakoOKiHETHKY
JmikcuceHATHAy. B paMKax IOCHiIKECHHS (apMaKOKIHETHKM 3a y4acTi0 oci6 moxunoro Biky 0e3
IIYKPOROTO [iabeTy BBEICHHS IIKCHCEHATHAY B K031 20 MKT IPH3BOMIIIO J0 CEPENHBOr0 IMiABUIIEHHS
AUC nixcucenarnny Ha 29 % (11 ywacHuKiB mocmimxerHs Oynu BikoM Bix 65 mo 74 pokis i 7
Y9aCHHKIB JOCHIIPKEHHs — BIkoM >75 pokiB) nopieHsHO 3 18 ocoGamu BikoMm Bix 18 10 45 pokis, mio,
AMOBIpHO, TIOB’43aHO 31 3HIKEHHAM (QYHKIIT HUPOK y 0Ci6 HOXITOrO BIKy.

ETmiuna NpuHAICKHICT HalieHTa He 3yMOBJIOE KIIIHITHO 3HAYYIIOTO BIUTHBY Ha (bapMaKOKiHETHKY
JIKCHCEHATHUAY, HPO IO CBIMIATH PE3yIBTATH (bapMaKomHequHx JIOCTI/DKEHD, MPOBENEHHUX 3
YYaCTIO MPEICTABHUKIR €BPOIEHCEKOI, AMOHNCHKOl Ta KHTaHCHKOI HAlliOHAIBHOCT].

Cratp manieHTa He Ma€ KIIHIIHO 3HAUYIIOTO BILUTHBY Ha ()apMaKOKIHETHKY NIKCHCEHATHIY.

Maca Tina nanieHTa He Ma€ KIiHIYHO 3HagyInoro BBy Ha AUC mikcuceHaTHay.

IMyHOrerHicTh. 32 HaIBHOCTI aHTHTLMI O MKCHCEHATHAY HOro €KCIO3MIIA Ta BapiaGembHicTs HOTO
€KCITIO3HIIII CYTTEBO IiABUIIYIOTHCS HE3ATIEKHO BI PiBHS HO3yBaHHI.

Joxniniuni nani 3 6e3nexn

Komuux qociimKeHs Ha TBApHHAX 13 3aCTOCYBaHEAM KOMOIHaNil IHCYITIHY MIapridy Ta TKCHCEHATHIY
UL OUIHKM TOKCHYHOCTI HpH 0araTOXpaTHOMY BBCHEHHI, KaHIEPOTCHE3Y, TeHOTOKCHYIHOCTI YH
TOKCHYHOrO BIUIMBY Ha PENPOAYKTHBHY CUCTCMY HE [IPOBOIMNOCE.

Incynin rnaprin. Jokminiuei gani, OTpHMaHI y CTaHZAapTHUX JOCTIDKEHHSX (HapMaKoIOrigHOL
Oesrieky, TOKCHYHOCTI 1pH 0araTOKpaTHOMY BBEACHHI, I'CHOTOKCHYHOCTI, KaHIEPOre€HHOTO
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HOTEHITiaTy T2 TOKCHYHOTO BILTHBY Ha PENIPOLYKTHBHY CHCTEMY, CBLIYATH PO BiACYTHICTE Oy AB-SIKUX
cnenudiTHUX PU3KKIB JULT JIOJAUHY [IPH 3aCTOCYBAHHI IHCYJIIHY FJIapriHy.

Jlikcucenatna. B pamxax 2-piyHMX HOCIIDKEHB KAaHIEPOTEHHOCTI HpY MiAUKIPHOMY BBENEHHI
mpenapary y IIypiB Ta MHIIEH cmocTepiramucs HeneTanbHi C-KINTHHHI IyXIWHM HTONOTIOHOT
3aJI03H, 5IKi OyJIH PO3IIHEH] K TaKi, 10 3yMOBJIEHI HEr€HOTOKCHYIHUM MEXaHI13MOM, OITOCEPEAKOBAHHM
peuentopamu I'TIII-1, go Axoro rpu3yHH ocobmuBo uyTiauei. C-KIITHHHA Tinepriasis Ta ageHoMa
CITOCTEpiramicse y Iypis Ha GOHI 3aCTOCYBaHHA BCIX MOCIIKYBAHHX [I03, & MAKCHMANBHY J03Y, IPU
AKil He Bin3HaYamMCh HebaxaHi ebexTH, BU3HAYMTH HE BIAIOCH. Y MumIeil ui edeKTy BUHUKAIN IpU
eKcro3umii, mo y 9,3 pasa mepeBUINyBaTa €KCIO3MIII0 B IIOACH IPH 3aCTOCYBAHHI TEPANEBTHYHMX
103 Ipenapary. ¥ MHUIIEH HE CIOCTEPIranocs C-KIITHHHUX KapIMHOM, a Y IIyDPiB BOHH BUHHKAIM IPH
excriosunii, mo npubnussEo y 900 pasis mepeBHIIyBana eKCIIO3MIIIO Y JIIOXEH TIPH 3aCTOCYBaHHI
TEPareBTUIHIX JI03.

B pamkax 2-pigHoro mocnifkeHHS KaHIEePOTeHHOCTI IPY [ AUIKiPHOMY BBEICHH] penapary y MUIeit
Bi3HaueHO 3 BUIAAKM aJCHOKAPIIMHOMH €HIOMETPIl0 31 CTATHCTHYHO 3HAYYIIMM IIiJIBHILICHHIM
9aCTOTH LIBOTO 3aXBOPIOBAHHA B I'DYIi 323CTOCYBAHHA CEepelNHIX M03 Ipenapaty, Kl 3yMOBIIOBAIM
€KCIIO3MLII0, 110 NEPEBHINYBANTA EKCIO3HLII0 B monel v 97 pasis. Xoanux edexrip, nop’13aHux i3
3aCTOCYBaHHAM IIperapary, BiI3HadeHo He GyIo.

PesyneraTy AOCTIIKECHE HAa TBADHHAX HE CBLAYATH IpO Oyab-sKuil Oe3mocepenHiil MIKIMBHI BITUB
npenapaty Ha (QepTHIBHICTH CaMIliB Ta caMOK miypie. ¥ co0ak, SKMM BBOIMBCS JKCHCEHATHI,
CIIOCTEPIiranuch 00OpOTHI MOPYWICHHS B sf€9KaxX Ta NPHAATKAaX S€YOK. Y 3IOPOBHX JONOBIKIB HeE
BiZJ3Ha9EHO JXKOAHOTO BIUIMBY NpENapaTy Ha CHEpMaTOreHe3, IIOB’SI3aHOr0 i3 3aCTOCYBAHHSIM
npernapary.

VY nmocnimKeHHIX BIUIMBY HpeNapaTy Ha BHYTPIHBOYTPOOHHM DPO3BHTOK y IIypiB Ha (OHI BCiX
OOCHIKYBaHUX JI03 JIIKCHCEHATHAY (NIPH eKCIO3uuii, mo y 5 pasiB MepeBHINyBajia eKCIO3HIIO B
mozei) Ta y KpomiB HpH BBEACHHI BHCOKHX IO3 Ipenapaty (mpe ekcmoswnii, mo y 32 pasu
HEPEBHITYBala €KCIO3MIIIIO0 B JIOAEH) CIOCTepiranuch Bagu PO3BUTKY, CHOBIBHEHHS POCTY ILIOAA,
3aTpuMKa ocudikanii Ta mo6igHi edexTn 3 60Ky ckenera. B 060X MOAEIIX AOCHIIKYBaHUX TBApUH
Bii3HaYaack HE3HA9HA TOKCHYHA i HA MATEPHUHCHKMI OpPraHi3M, IN0 IPOSBILIACE 3MEHIIEHHIM
CIIOXKMBAHHA 1K Ta 3HIDKEHHAM MacH Tila. CHocTepiranocs CIIOBUTBHEHHS POCTY HOBOHAPODKEHHX
IIypAT-CaMIIB, fKi MiZaBanuck JAii BUCOKMX O3 JIIKCHCEHATUIY BIPOOBK MI3HBOIO I'eCTAHiMHOTO
Hepioxy Ta IIif Yac rpyJHOTO BUT'OJOBYBaHHS, Ta HEBEKKe 3GUIBIIEHHS X CMEPTHOCTI.

KainiyHi XapakTepHCTHKH.

IlToxkazanua.

Jos nixyBaHHS ZOPOCTMX MAIiEHTIB i3 HEAOCTATHHO KOHTPOIBOBAHMM LIyKPOBHM JiaGeToM 2 THIy 3
METOIO IIOKPALIEHH:A KOHTPOJIIO TiKeMi SK NOIIOBHEHHS 0 JI€TH i BIIPaB Ha JOJATOK 10 METGOPMiHy
3 iHri6iTOpaMu HAaTPil-TIIIOKO3HOI0 KOTPaHCIopTepa 2-1o THITy abo 6e3 uux. (PesynsTaTy HocimimkeHs
DIOZO BIUIMBY Ha KOHTPOJB ITIKEMII Ta JOCIHIDKEH] TPyNY NAL€HTIB AuB. y posainax «Ocobnusocti
3acTocyBaHH» 1 «DapMakoJHHAMIKa»).

IIpomunoxasauna.
INnepayTnueicTe 40 Hilouux pedoBuH ab0 Ao Oyab-IKol HONOMIXHOI PEeYOBHHH, IO BXOOUTH IO

CKIIa[y Mpenapary.

B3aemoodia 3 inuwumu AiKapcsKumy 3acodamu ma inuii 640U 83acmooil.

XKomaux mocimimKeHb B3aeMoil Jikapcbkoro 3aco0y Couikea 3 IHIIMMHM JIKapCBKHMM 3ac06aMH He
nposoaunock. Ingopmanis, HaBeeHa HIDKYE, IDYHTYETECA Ha PE3YIbTaTax JOCIIUKEHD, TIPOBENEHNX
3 OKpEeMUMH KOMIIOHEHTaMH Mpenapary.

DapmakoIHHAMIbHI B3aeMoil. [cHye pai pegoByH, fAKi BINTHBAIOTH Ha METab0i3M ITIF0KO3H, Y 3B 3Ky
3 4uM iXHE 3aCTOCYBaHHA MOKE IPM3BOIMTH A0 HEOOXITHOCTI KOPEKUii HO3YBAaHHS JIKapCHKOTO
3acob6y Corikga.

Jl0 pedoBuH, Ki MOXKYTh HOCIUIIOBATH ITYKPO3ZHIKYBaJNbHHMH edekT Ta 361IbIIyBaTH CXUIBHICTE 0
BUHMKHEHHA TiNODNiKeMil, Hajmexare npotMmiabeTwdsi  Jkapceki — 3acobu,  imTibiTopm
aHT10TEeH3HHIIEPETBOPIOBAIBHOTO depMmenTy (AlID), ausomipamin, Gidpaty, diyokcerun, inribiropu
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monoaminokcunasn (MAO), nedrokcuinmiH, npomokcuben, caminuiaTd Ta CyabdaHiTAMiHI
aHTUGIOTHKH.

Jo pedoBHH, AKi MOXKYTh NOCTa0MI0BATH IyKPO3HIXKYBAIBHHUE eDEKT, HaNeKaTh KOPTUKOCTEPOIMH,
NaHa301, Mia3OKCHJ, MAIypEeTHKHM, IJIFOKaroH, i30HIa3HI, €CTPOTeHH Ta NPOTECTHHH, MOXimHi
¢eHoTia3MHy, COMATpPOIH, CHMNATOMIMETHKH (Hanpuknan eminedpus (axpeHaniH), cansOyTamor,
TepOyTailiH), TOPMOHHU IMTONOAIOHO] 3a5103H, ATHIIOBI aHTHIICHXOTHYHI Jikapchki 3ac06H (HampHKIan
KIIO3aIliH Ta OJlaH3aliH) Ta IHribiTopy npoTeas.

bera-anpeHOONOKAaTOpH, KIOHIAWH, cONi JITiF0 a00 anKorons MOXKyTh SK IIOCHIIOBATH, TaK i
nocnabimoBaTd  LyKpOSHWKyBanbHMil edekT iHcymiHy. IleHTamigmH MOXe CIPHYHHIOBATH
TiIOTITIKEMI0, IICI AKOI IHKOIH MOXE PO3BHHYTHUCE IiNepriliKeMis.

KpiM TOTO, WAl €0 CUMNATONITHYHMX 3ac00iB, TakuX sfK Oera-agpeHOBGIOKATOpH, KIOHIIHH,
TYaHEeTHAUH T4a PE3EpIiH, O3HAKM aipeHEprigHol KOHTPPETYJIil MOXyTh HOCHAGIIOBATHCE abo
30BCIM 3HHKATH.

DapMakoKiHeTHYHi B3aeMojii. JIiKCHCEHATHN € HeNTHIOM Ta HE MeTaboNi3yeThCs 3a YdacTio
muToxpoMy P450. 3a pesynpraraMH JOCIIINKEHb B YMOBAaX in Vifro NIKCHCEHATHA HE BIUIMBAB HA
aKTHBHICTB JOCIDKYBaHuX i30(epMeHTiB uToxpoMy P450 Ta Tparcnoprepis moauam.

ITpo xomui PapMaKOKIHETHYH] B3aeMOII] IHCYMIHY IJIapriHy HEBiIOMO.

Bnnus cnopooichenns wiynka 1a nepopateri Aikapevki 3acobu. CrioBITBHEHHS CLIOPOXKHEHHS NITYHKA,
3YMOBIEHE 3aCTOCYBAHHSAM JIIKCHCEHATHAY, MOXKE 3MEHIIYBAaTH IIBUAKICTH abCopbiri MKapChKuX
3ac006iB, MO NPUHMAIOTECA TIEPOPATBHO. 3 CTAHOM IAlli€HTIB, MO OTPUMYIOTH JIIKAPCEHKi 3aco6H, sKi
MaIOTh BY3bKMH TEpaneBTHYHHH iHAekc ab0 SKi BUMararTh PeTENHHOro KIHIYHOro MOHITOpHHIY,
TIOBMHEH 3/iHCHIOBATHCE PETENBHUI HAIAM, 0COOIMBO Ha IOYATKY JIKyBaHHs JikcuceHatumom. 11
JKapchki 3aco0d MOBHHHI NPHHMATHCh Yy CTaHAAPTH30BAHOMY IOPSAKY BIIHOCHO NpHiioMy
TiKCHCEeHATHAY. Ko Taki JUKapchKi 3aco6H NOBUHHI MPHHMATHCE 3 DKEF, TO HaLlicHTaM IOTPi6HO
PEKOMEBIYBaTH TI0 MOJIMBOCTi NPUAMATH IX 3 THM IPUAOMOM i, KOJH HE BUKOHY€TECA BBECHHS
JIKCHCEHATHIY.

IIlo cTocyeThCcs MEPOpPabHUX JIKAPCHKUX 3aCO0IB, edEeKTHBHICTE SKHMX OCOGIMBO 3aJIEKHUTEL Bij
IOPOTOBHX KOHIEHTpAlidl, HanmpuKkiaz aHTHOIOTHMKIB, TO mHallieHTaM MHOTPIGHO peKOMEHAYBATH
npuiiMaty Taki nikapcski 3acobu HpuHakMHI 3a 1 roguHy mo a6o tWepes 4 TOXMHM MNC/IA iH’ €Ki
JIKCHCEHATHIY.

Kumxkopopo3aunHi Jikapchki Gopmu, SKi MICTATh PEIOBHHH, YyTJIMBI 0 PO3LIEINIEHHS B LLIYHKY,
NOBMHHI NPHAMATHCE 3a 1 roauHy 10 a60 depe3 4 rofMHHM IiCI il €Kl JIIKCHCEHATHTY.
llapayemamon. IlapanieTamoN BUKOPUCTOBYBABCS K MOJENE NIKAPCHKOTO 3aC06Y IS OLiHKY BILUTABY
TiXCHCEHAaTHIY Ha CIIOPOXXHEHHS MUTyHKa. [1ic/1 0qHOKpPAaTHOro MpHAOMY IapaneTaMony B 1o3i 1000
mr AUC Ta ti/2 mapaneTamoity 3aiuIIanics He3MIHEHMMY HE3a/leXKHO Bix Yacy NpuitoMy mperapaTy
(mo abo micns in’exuii mikcucenatuay). Ilpu 3acTocyBansi mpemapary uepes 1 ronuny mo a6o uepes 4
roaweH Imicis BeeAeHHA 10 MKr mikcuceHaTHay Cmax ITApaLETaMONy 3MeHIIyBanachk Ha 29 % i 31 %
BiIIIOBiTHO,  MeMiaHa tmax 301MbIIyBanace Ha 2,0 1 1,75 rogunu Binnosiguo. [Iporaosyerses, mo npu
BBEJIEHHI JIIKCUCEHATHIY B MiATpUMYyIOdi g031 20 MKT 6yae crocTepiraTuch e Giibie 3pocTaHHS
tmax 1 3HIDKEHHA Crnax IAPALETAMOIY.

ITpu npuiiomi napaneTamoty 3a 1 ToAMHY N0 BBEAECHHA MKCHCEHATHAY Cmax 1 tmax HApAIIETAMOIY He
3MIiHIOBAJINC.

3 oryany Ha HaBeJeHI Pe3yNbTaTH HEOOXIAHICTL Y KOPEKILT JO3yBaHHS MapaueTaMoily BifCyTHS, ae
HOIOBXKEHHS tmax, AKE CIIOCTEPITaJIOCH, KON IAPaeTaMos IpHHAMarcsA uyepes 1-4 roguHp micms
BBEJICHHS JIIKCHCEHATHAY, IOTPiOHO BpaxOBYBaTH, KOMM Vit ehEKTHBHOCTI HEOOXIOHMH DIBHIKI
M09aToK mii.

Ilepopaneni  xowmpayenmugy.  OOHOKpPaTHUH  NPHHOM  IIEPOPATBHOTO  KOHTPALENTHBY
(eruninectpagiony 0,03 mr / neBonoprectpeny 0,15 mr) 3a 1 roguy mo abo uepes 11 rogus micas
BeneHHs 10 Mkr nikcuceHaruny He BIUMBaB Ha Cmax, AUC, ti2 i tmax eTHHiNECTpamiomy Ta
JIEBOHOPTECTPEIY.

IlprifoM nepOpalbHOTO KOHTpalleNTHBY 3a | roamHy abo 4epes 4 TONMHM TiCNiA BBEACHHST
nikcuceHatnay He BrymBaB Ha AUC i ti2 eruminecrpamiony Ta JIeBoHoprecTpeny, xo4a Cmax
€THHIIeCTpaiony 3HIKyBanack Ha 52 % 1 39 % BianosigHO, Cmax ICBOHOPTECTpENyY 3HHXYBAIACH Ha
46 % 1 20 % BimnoBinHO, a MeniaHa tmax 36inbyBanack Ha 1-3 roaumum. Take 3HMKEHHST Crax Mae
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o0MexeHy KIHIUHY 3Ha4YILICTh, 1 HEOOXIMHICTh Y KOPEKIIil J03yBaHHA IIEPOPaTbHUX KOHTPANEIITHBIB
BIACYTHSI.

Amopsacmamun. Tlpu cyIlyTHEOMY 3aCTOCYBaHHI JMiKCHCEHATHRY B 1031 20 MKI Ta aTOpBaCTaTHHY B
031 40 Mr, SKi npUiiMaIiCh BpaHIl BIIPOJOBXK 6 JHIB, €KCIIO3MITIA aTOPBACTATHHY HE 3MIHIOBAIIACH,
oAl SIK Cmax 3HHKYBAIACHh Ha 31 %, a tmax MOJOBXKYBaBCS HA 3,25 TOAMHH.

Taxoro 30UIBIICHHA tmax HE CIOCTEPIranoch y pasi, KOIM aTOPBACTATHH NpPHHMAaBCS BBedepi, a
nixcuceHatHy| BBomuBcs BpaHni, ane AUC 1 Crax aTopBacTaTHHY IIPH IiboMy 30imburyBamuce Ha 27 %
1 66 % BimnOBiAHO.

Ii 3MiHM He € KIHIYHO 3HAYYIIMMHU, TOMY HEOOXIIHOCTI y KOpPEKNil H03yBaHHS aTOPBACTATHHY IIpH
HOro CynyTHEOMY 3aCTOCYBaHHI 3 JIIKCHCCHATHIOM HEMAE.

Bapgapun ma inwi noxioni xymapuny. 1Ipu o1HOIacCHOMY 3acTOCYBaHHI Bapdapuny B 1031 25 MT Ta
GaraToKpaTHOMY BBEICHHI JIKCHCEHATHAY B A031 20 MKT He BimMiganocs )oaHoro Brusy Ha AUC
a6o MHB (MiXHapoIHe HOpMAaJli30OBaHE BiMHOUIEHHS), TOMI AK Cmax 3HIDKYBatach Ha 19 %, a tmax
TIOOBXYBaBC] Ha 7 FOJUH.

3 ormimy Ha mi JaHi HeoOXiTHOCTI y Kopekuii go3yBaHHs BapdapHHy IpH HOTO CYIYTHBOMY
3aCTOCYBaHHI 3 JIKCHCEHATHIOM HEMae; OJHAK HA IIOYaTKy Ta HPH 3aBEpIICHHI JHKYBaHHI
JMKCHCEHaTHIOM Yy HalieHTiB, sAKi NpuiMaoTs BapdapHH 1/abo IHmI NoXigHi KymapuHy,
PEKOMEHIYEThCs 3aiticHIOBaTH YacTuii MogiTopuar MHB.

Juzoxcun. Tlpy cynyTHBOMY 3aCTOCYBaHHI IIKCHCEHATHTY B 71031 20 MKT Ta TUTOKCHHY B 4031 0,25 Mr
y piHopaxxaoMy craHi AUC quroxcuny He 3MiHIOBanack. [Ipy MEOMY tmax UTOKCHHY 301ABIMBCH Ha
1,5 rogurm, a Cmax 3MeHOMNACh Ha 26 %.

3 ormigy Ha Il JaHi HEOOXiZHOCTI y KOpeKuil A03yBaHHS AWUTOKCHHY NPH HOro CyIyTHEOMY
3aCTOCYBAHHI 3 TIKCHCEHATHIOM HEMae.

Paminpun. Tlpu cynyTHROMY 3aCTOCYBaHHI JikcuceHaTuay B o031 20 MKT i paminpuiy B m03i 5 mr
Brponox 6 auis AUC paminpuny 36inenmiacsk Ha 21 %, Tofl K Cmax 3MeHOmIACE Ha 63 %. Ilpu
1poMy AUC i Crax aKTHBHOTO META00MITY (paMINpHiIaTy) He 3MiHIOBINCE. 3HAYCHHS tmax PAMILIPEITY
1 paminpruiaty 301IBIIMIOCE NPUOIM3HO Ha 2,5 FOIHHH.

3 ormigy Ha Wi JaHi HEOOXITHOCTI y KOPEKUil JO3YBaHHS paMINPHUIY NpH HOro CYNyTHBOMY
3aCTOCYBAHHI 3 TIKCHCEHATHOM HEMAE.

Ocobausocmi 3acHOCY8AHHA.

TIpocresxysanss

3 METOI0 MOKPAIEHHA IPOCTEXKYBaHHSA 010JI0T1YHUX JIIKAPCHKHUX 3ac06iB ¢lijl 9iTKO (piKCyBaTH Ha3BY
Ta HOMEp cepii BBEIEHOT0 JiKapchKoro 3aco0y B MEMUUHIM JOKyMeEHTaMii narienra.

Ilykposuit giader 1 Ty

Ipenapar ConikBa He CIHiJi 3aCTOCOBYBAaTH NAllieHTaM 3 IyKpoBuM miaberom | Tumy aGo mms
JKyBaHHA /1iabeTHIHOTO KETOAU/TO3Y.

3mina micng s’ ekl

TlamieuTiB HeOOXIMHO TONEPEANTH NPO HEOOXIMHICTH TMOCTIMHO 3MIHIOBATH Miclle iH’ekuii, mo6
3MCHIIUTH PH3UK PO3BUTKY Jinoauctpodii Ta aminoinosy mkipu. IcHye moTeHiiHgE PU3KK 3aTPHMKH
abcopOuii 1HCYiHY Ta NOTIPHICHHS ITIKeMIYHOTO KOHTPOIIO IIC/IA 1H €KIil 1HCYHY B MiCHSX IHX
peaxuiit. [ToBigoMITI€THCS, O 3MiHA MiCHA 1H €KITii Ha HOBY @HATOMIYHY JUITHKY IIKipH HPU3BOIUTE
1o rimoriikeMii. PexoMeHyeThCs MIPOBOAUTY MOHITOPMHT PIBHSA INIFOKO3M B KPOBI INC/IS 3MIHHM MicIid
BBEZICHHSI, | MOXHA BpaXyBaTH KOPUT'YBAaHH! 03U aHTHAIa0CTHIHHX [IpEnapaTis.

Iinormixemis

I'imornixemis Oyna HeGaxkaHOIO pEaKIli€io, NpO Ky NOBIMOMIIATIOCH HaifdacTilue IpH JIKyBaHHi
npemaparom Comiksa (auB. posnin «Ilo6igni peakmii»). I'imormikeMis Moxe BHHMKATH, SKIIO 033
npenapaty Coniksa € BUIIOIO, HDK HeoOXiTHa.

dakTopy, fAKi MABULIYIOTH CXHNBHICTH JO BHHHMKHEHHsS TiIOrMiKeMil, BUMAararmTh OCOBIHBO
PETENBHOr0 MOHITOPHHTY Ta MOKYTh IIPH3BOJUTH 0 HEOOXIAHOCTI B KOPEKUiT 03yBaHHs penapary.
Jo Takux $axKTOpiB HAIEXKATh!

- 3MiHA AIISHKY 18 €KIiT,

- 30inplueHHs 9yTAMBOCTI 0 IHCYIIHY (HalpHUKIal, IpH YCYHEHHI CTPeCcOBUX (GaKTOpiB),

- He3BWYHe, HaAMIipHE 260 TpuBame Gi3HYHE HABAHTAXKCHH,

- CyOyTHE 3aXBOPIOBAaHHA (HaIPUIIA] TaKe, 0 CYIPOBOKYETHCS OIFOBAaHH:M, Jiapecio),
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- HEHOCTaTHE Xap4YyBaHHS,

- Ipomyck mpuitoMy Dxi,

- B)KHBAHHS aJIKOTOJIIO,

- JieAKI HEKOMIICHCOBAHI EHIOKPMHHI pOo3Nmany (Hampuxiaf TimoTHPeo3 Ta HEJIOCTATHICTH
NepeHbOi YaCTKH TiNodisa 9M KOpH HaTHUPKOBHX 3aJ103),

- OIHOYAaCHE 3aCTOCYBaHHS JESKHX IHIIMX JIKapChKHX 3ac00iB (HUB. po3ain «B3aeMonis 3 iHmmmu
JIIKAPCHKMMH 3aC00aMU Ta I1HILI BUAH B3aEMOAIN»),

- TpH 3acToCcyBamHi JikcuceHaTmnay 1/abo imcymiHy B kombiHaumii 3 TpemapaTtamm
Cy/bbOHINICEIOBHHN MOXe MiIBUITYBATHCEH PH3MK BUHMKHEHHS TiMOTIKEMil, y 3B’SI3Ky 3 9UM
npenapat CoNiKBa He CIiJ 3aCTOCOBYBATH B KOMOIHALIT 3 TperaparaMu cymb(OHIICEY0BHHH.

Ho3ysauus npenapaty Coitika mOTpiGHO HiAOHpaTH iHAMBiLYaNbHO, 3 YpaXyBaHHAM KIIHIGHOI

BIZTIOBiMj, 2 HOT0 THTPYBaHH: 3AIACHIOBATH BiMOBiTHO 0 MOTPe6H NALiEHTA B iHCYIIiHi (TUB. Po3AiL

«Cnocib 3aCTOCYBaHHS Ta HO3UY).

TocTpuii HaHKpeaTHT

3aCTOCYBaHHS arOHICTIB PELENTOPIiB M0 IMMOKaroHomoxiGuoro menruay-1 (ITI-1) aconiroeTscs 3

PU3HKOM PO3BHIKY TOCTPOTO NAHKPEaTUTy. II0OBIIOMINOCE NPO HEBENHKY KUIBKICTH BHMAIKIE

TOCTPOro NaHKPEATHTY Ha POHI 3aCTOCYBAHHS NIKCHCEHATHTY, X04a IPUIUHHO-HACTiIKOBOTO 3B’ A3KY

3 IPUHOMOM TIPENapary BCTaHOBNEHO He Oyio. [lanienTis noTpiGHo npoindopMysatu mpo xapakTepHi

CHMNTOMH TOCTPOr0 TIAHKPEATHUTY, TaKi K MOCTIMHUI CHIBHIE Oins B KHBOTL. V pasi mimo3pu Ha

NaHKPEaTHT 3aCTOCYBaHHA npenapary COJKBAa HEOOXiTHO NPHIMHHUTH; SKIIO FOCTPHM MAHKPEAaTHT

HiATBEp/DKYEThCs, MIKCHCEHATH] mnpusHayatd Oineme He MoxHa. IloTpiHO mOTpHMYyBaTHCH

06€peKHOCTI IPK IPU3HAYEHHI TIpenapary HalieHTaM 3 HasBHICTIO TaHKPEATHTY B aHAMHESI.

Tsrxe 3aXBOPIOBAHHSA MITYHKOBO-KHIIKOBOTO TPAKTY

3acTocyBanHs aroHicTis petentopis xo I'TITI-1 moxe 6yTu acouiffoBane 3 HEGAKAHIMY PEAKIISIME 3

GoKy NUIYHKOBO-KMIUKOBOrO TpakTy. He nocmimkyBamocs 3actocysanHs mnpemapary Coumiksa

TAIIEHTAM 13 TAOKKMMH IUTYHKOBO-KHIKOBMMY 3aXBOPIOBAHHSAMEL, BKIIOHAOYH TKKH TacTpomapes,

Y 3B’5I3Ky 3 9MM 3aCTOCYBaHH JIKapchKoro 3acoby Comikea TaKuM IAIi€HTaM He PEKOMEHIY€EThCAL.

Traxxe mopyuieHHs QyHKUIT HEPOK

TepaneBTuyHYE TOCBIA 3aCTOCYBaHHS NPENApaTy NAllieHTaM i3 TSHKKHUM [OPYIUEHHSIM (yHKIIiT HUPOK

(wripenc xpearuniHy menme 30 M/XB) Ta TpH TepMiHaNbHil CTaAil XBOpoOU HHpPOK BimCYTHIi.

3acTOCYBaHHs MpeNapary Nali€eHTaM i3 TSHKKUM NMOPYMIEHHAM GyHKIH] HUPOK Ta MpH TepMiHAJBHIMN

crafii XBopoOM HHPOK HE pEKOMEHHAyeThca (muB. posmimu «CHoci6 3acToCyBaHHS Ta HO3E» i

«@Dapmaxororigai B1acTHBOCTI. PapMaKOKiHETHKAY).

OnHoYacHe 3aCTOCYBAHHA IHNIHX JIKapChEKUX 3ac00iB

CHOBINbHEHHsS CIODOXHEHHA LUTYHKA, 3YMOBICHE 3aCTOCYBAaHHSM JHKCHCEHATHAY, MOKe

3MEHILyBaTH MBHAKICTE abcopOuii mikapchkux 3aco6is, mo mpuiiMaroThes nepopaisHo. Ipemapar

Conixea OTpi6HO 3aCTOCOBYBATH 3 OGEPEIKHICTIO Nali€HTaM, IO OTPHMYIOTH JIKApChKi 3aCO6H, ULt

AKHMX € HEOOX1HO MBHAKA abCcOpOIlis B MUTYHKOBO-KUIIKOBOMY TPaKTi, ki BUMATaiOTh PETENLHOTO

KIIHIYHOTO MOHITOPHHYY a0 5IKi MarOTh BY3bKMH TepanmeBTHUHMI iHzexc. KoHkpeTHi pexoMenarii

CTOCOBHO IIPUHOMY TaKMX JIKapChKMX 3acO0iB HaBeNeHO B po3mimi «Bsaemomis 3 iHmmMHm

JIKApCBKHUMH 3aC00aMH Ta IHII BUAM B3aEMOTI».

erizpartaiis

[Nawientam, mo oTpuMyIOTh mpenapat Comiksa, HEOOXiNHO MOBIIOMIATH NPO NOTEHMiMHMI pHU3HK

merinpatanii, TOB’s3aHMM 3 HeO@KAHMMH PEAKUiAMH 3 GOKy ILTYHKOBO-KHIIKOBOTO TPaKTy, i

CTOCOBHO TaKHX HAII€HTIB NOTPIOHO BXKMBATH 3aXO0MIB I 3aIT06ITaHHS TITOBOIEMI].,

YTROpEeHHS aHTHTIN .

3acrocysanns npenapary CONIKBa MOXe NPU3BOJMTH 10 YTBOPEHHs aHTUTLI IO iHCYMiHY riapridy

/abo mikcuceHaTHy. Y pIOKICHMX BUDANKaX HAfBHICTS TAKMX AHTUTIN MOXE 3yMOBIIOBATH

HeOOXiHICTh B KOPEKIIil 03yBaHH: npenapary COJNiKBa 3 METOIO YCYHEHHS CXHIBHOCTI 10 PO3BUTKY

rinep- abo rimornikemii.

VHUKHEHHS TOMUOK B 33CTOCYBaHHI MIKAPCHKOrO 3ac00y

HanienTy nosurHi GyTH IPOIHCTPYKTOBaHI MO0 HEOOXiNHOCTI 060B’I3KOBOI IEPEBIPKH MAPKYBAHHS

MINPHI-PYYKH [IEPER KOKHOKO 16’ €KLI€I0 UL YHUKHEHHS BUIAIKOBO! IUTyTAHMHA MIX IBOMa PisHAMH

nosyBaHHAMH mnpenapaTy CONIKBAa Ta IUTyTaHHHM 3 iHINMME 1H €KUIHHUMH OpoTHAiaGeTHYHHMH

JKapCHKUMH 3ac00amMut.
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Jnis yHMKHEHHS IIOMUJIOK B JO3yBaHHI Ta IOTEHIIHHOrO Nepeno3yBaHHs Hi Hali€HTH, Hi METWYHi
NpaliBHUKA HIKOMM HE TMOBHHHI BHKOPHCTOBYBATH INNpPHI AMA 3a60py JIKAapcHKOTO 3acoby 3
KapTpUIDKa MIIPUL-PYYKH.

[porimiadeTuaHi gikapcebki 3aco0m. 3aCTOCYBaHHS sAKUX Yy komOinanil 3 npenaparom Comixpa me
JOCHipKYBANOChE

3acrocyeannst mpemapary ConikBa He JOCHIIKyBanock B koMbiHanii 3  imribitropamu
munentuaunnentuaasu-4 (JI11-4), npemapaTamu cynbGOHLICEYOBUHY, TIIHIIAMHU Ta HiOTAITa30HOM.
[MTonopoix

lo6 yHuKHYTH HOMIIOK Y JO3YBaHHI Ta MOMUIMBHUX IEPET03yBaHb IIPH MEPEXOIi Ha iHIIHit YaCOBHI
HOsIC, MAIi€HTY Hepe] HOI3AKO00 Clil IPOKOHCYJIBTYBATHCS 3 JIIKApEM.

HonomidkHi pedoBHHH

ITe# nmikapcekuii 3aci6 micTuTh MeHIIe 1 MMonb Hatpiro (23 Mr) Ba onHY 103y, TO6TO MOXKHA BBaKaTH,
OIO BiH MPAaKTHIHO HE MICTUThH HATPIHO.

et mixapcpkumii 3aci6 MICTHTE METaKpe30JI, SKHH MOXKE CIIPHIMHUTY AEPTidHi PeaKiii,

3acmocysanns y nepiod sazimuocmi abo 200y8anHs 2pyodio.

[Mpenapar ConikBa HE PEKOMEHIYEThCA 3aCTOCOBYBATH JKIHKAM DENPONYKTHBHOTO BiKy, sfKi He
BHKOPHCTOBYIOTE 3aCO0W KOHTPAIETITii.

Bazimuicmy. He icHye KNIHIYHOTO NOCBIMY 3acTocyBaHHs npenapary ConikBa BariTHHMH XiHKaMH.
He icHye WIIHIYHHX QaHUX, OTPEMAHHX Y XOA1 KOHTPONBOBAHMX KIIHI9HAX JOCTIIKEHHIX, CTOCOBHO
3acTocyBannsa npenapary Comika, iHCyMiHY IapriHy abo JiKCHCEHATHAy y Ilepiof BariTHOCTI.
Benukuit 06¢ar namux MO0 3aCTOCYBaHHS iHCYNIHy ITIapriHy BariTHHMM XiHkamu (6imsmre 1000
BHIIAJKiB BaTiTHOCTI) BKa3ye Ha T€, IO iHCYJIH IIAPTiH He Mae cuenudivanx HebaXaHHX BIUIHBIE Ha
nepebir BariTHOCTI, @ TAKOX HE CIPUYMHIOE aHi BaJ PO3BHTKY y IUIOAA/HOBOHAPOIKEHOro, aHi
TOKCHYHOTO BIUIUBY Ha HBOTO. JIOCTIKEHHA Ha 1aGOpaTOPHUX TBAPHHAX HE BHSBHIIM O3HAK BILTHBY
IHCYIIIHY IapTiHy Ha PENPOAYKTUBHY CHCTEMY.

He icHye HamexHux NaHMX HIOAO 3aCTOCYyBaHHA JIKCHCEHATHIY BariTHHM jKiHkam. PesyisraTi
NOCTKEHP HA TBaDHHAX CBiO4aTh PO HASBHICTE TOKCHYHOTO BIUIMBY IIKCHCEHATHAY Ha
PENPOAYKTUBHY CUCTeMY (auB. po3ain «@apmaxonorigai BractuBocTi. Jloxiniuni nani 3 Gesnexi»).
IIpenapar ConikBa HE CIiX 3aCTOCOBYBATH IIiJ] 4aC BaTiTHOCTI. SIKIIO MAL€HTKA IJIaHY€ BATiTHICTH
a60 BariTHICTE BKE HACTaNA, TiKyBaHHA nperapaToM CosikBa HEOOXiAHO IPUITHHNTH.

TI'ooysannsa epyodio. Hepinomo, 4u iHCyNiH rnapri a6o JKCHCEHATHX EKCKPETYEThCA B IpyJIHE
Monioko y moauau. ITpenapar Conika He CIIif 32CTOCOBYBATH IIiJ Yac TOAYBAHHS IPYITIO.
Penpodyxmusna @ynxyia. Jlocmimxenns Ha 1a00paTOPHUX TBApHHAX HE BUABWIM Ge3rmocepemuporo
HIKIZTHBOIO BIVIMBY JiKCHCEHATHAY M 1HCYIiHY DIApriHy Ha pelnpOayKTHBHY (QYHKIIIIO.

30amnicms ennusamu Ha weuOKICMy pearyil npu KepYyBaHHIi AGMOMPAHCROPMOM abo IHuUMU
MeEXaHizmMamu.

Ilpenapary Conikga He BIUIHBac ab0 Ma€ HE3HAYHMH BIUIMB HA 3JaTHICTh KEPYBATH TPaHCIIOPTHHMU
3acobamu ab0 MPaLIOBATH 3 IHIMHMHU MEXaHi3MaMHM. 3MaTHICTE Halli€HTa N0 KOHNEHTpAIii yBard T1a
DBMAKICTE HOTO peakuii MOXYTh MHODYIIYBaTHCh BHACTINOK BHHMKHEHHS TilOTTiKeMil dm
rinepriiikemii 260, HanmpuKiIaj, BHACTIAOK 30poBMX po3naniB. Ile moxe Oytn HeGesmeunHmM y
CHTYaIlisIX, KOJH I AKOCTI € 0COGIMBO BAXINBMMY (HALIPHKIIAJ, il 9ac KepPyBaHHS TPaHCIIOPTHHM
3acoboM a60 pobOTH 3 IHIIMMH MEXaHI3MaMH).

IMamienTam HEOOXiAHO MOpagUTH BXXMBATH HEOOXITHUX 3alOGDKHMX 3aXOIiB 3 METOK YHMKHEHHS
TiHormikeMii Mmif 9ac KepyBaHHA TPAaHCHOPTHMM 3aco6oM abo poGorTi 3 iHmumu Mexarizmamu., Ile €
0COOMMBO BRXKIIMBUM IJIA TUX MAN€HTIB, Y SKHUX [EpIN O3HAKH PO3BUTKY TiNoTIikeMii € crnabko
BUpaXKEHUMH abo B3araii BiICYTHI, a TaKOX JUL THX XBOPHX, YV SKHMX YaCTO BHHHKA€ TiOTIiKEMId.
Heo6ximHO peTensHO 3Ba)KyBaTH, UM BapTO CillaTH 3a KepMO ab0 NpauioBaTH 3 IHIMMH MeXaHI3MaMu
Y TAKOMY CTaHI.

Cnocio 3acmocyeanna ma 0o3u.

Ipenapar ComixBa AOCTYNIHEM y ABOX THIaX IINPHI-PYYOK 3 PI3HUMH ONLISMH J03YBaHHST, a caMe
nmpun-pyaka Comixsa (10-40) Ta mmpun-pyuxa Coniksa (30-60). BinmisHicTs MK 103yBaHHAMU
LITPHUI-PYYOK II0B’43aHa 3 IXHIMM Jliaria30HaMU JO3YBaHHA.
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+ Conixsa 100 On./mn + 50 MKr/MiT y nonepeHs0 HaOBHEHIH MINPHI-PYHLi — Kiama3on JI03yBaHHSA
cranoBuTh 1040 oxMHMLE iHCyNiHY TTapTiny B KOMOIHALIT 3 5-20 MKT JiKCHCCHATHIY (mmpu-
pyuxa Comiksa (10—40))

* Comniksa 100 Ox./mn + 33 MKI/MI y HONEPENHBO HATIOBHEHIH INPHI-PYYLl — Aiana3zon I03yBaHHA
cranoBuTh 30-60 opuAMUE iHCYIIHY rnapriny B komOigamii 3 1020 mkr JIKCHCEHATHAY (IIIPHII-
pyuka Comiksa (30-60))

i yHMKHCHHS TOMIWIOK B 3aCTOCYBaHHI IIpeliapaTy JIKap, IO HOTO MpH3HAYa€, MOBHHEH

BIIEBHHUTHCb, L0 B PELIENT] 323HAUEHO IPAaBUIBHE J03YBAHHS Ta AIaNa3oH MOMINOK 103yBaHHs TITIPHL-

PY9KH.

O3YBaHH

Ho3yBauHs noTpibHO NiAOKHPATH IHAMBIAYAIBHO, 3 ypaxyBaHHAM IHAHBINyaTbHOT BiAMOBiNi XBOPOTO,

a HOro THTPYBaHHS 3[IMCHIOBATH BIANOBINHO 1O mHOTpeGM namienta B incymimi. Jlo3yBaHHS

JIKCHCCHATHIY TLABHULIYETHCA a00 3HIKYETHCS PAa3oM 3 JO3YBAaHHAM iHCYmiHY [JIApTriHy i TaKoX

3QJIEKNTH B/l TOTO, AKA IIIPHI-PYIKa BUKOPHCTOBYETHC.

Ilouamroea Oosa. Tepamito 6azanbHEM iHCYIIIHOM 260 arOHICTOM PENEnTOpIB TIIFOKArOHONOTIOHOT0

nentuny-1 (ITIII-1), abo mepopansHEM IyKpO3HHKYBATBHUM JIKAPCHKHM 3aCO0O0M, 33 BHHATKOM

MeThOpMiHy Ta IHTIOITOpiB HATPiH-TMIOKO3HOTO KOTpaHCHOpTEpa 2-ro THIy, nepes MO4aTKOM

3aCTOCYBaHHs npemnapary CoiKBa ¢ MPUIHHITH.

ITouyarkoBa mo3a mpenapary Coliksa BH3HAYaeThcd HA MiNCTABi TNONEPEAHBOr0 NPOTH/IIA0ETHYHOTO

NiKyBaHHS, IPH I5OMY DEKOMEHI0BAHA II0YATKOBA 11032 JIKCHCEHATHY HE NOBHHHA TIEPEBHIYBATH

10 Mxr (muE. Tabnuino 4).

Tabmursg 4

Ilonepenns repamis
HauienTn, siki pamime
He 0TPHUMYBAJIH IHCYTiH
(nepopanbHi
nporuaiadeTnyHi
npenapatyu ado arodict
penentopa I'ITII-1)

Iscyain rnaprin | Incyain roaprin
(100 On./mum)** (100 Onp./mm)**
>2010<300a. | >3010<60On.

Mnpuu- 10 noxinox nosyBanHs 20 mominok
pPyiKa (10 Og./5 mxr) JO3YBaHHA
IMouatkoea | CouixBa (20 Op./10 Mkr)*
mo3a i Ttum| (10-40)
IIIPHI- opuu- : 30 nogimox
PYUKH pPYYKa _ : : ; JO3YBaHHA
ConikBa : ' (30 Om./10 mKr)*
(30-60)

* Omuauus incyniny raapriny (100 Og./min) / Mikporpam NiKCHCEHATHY.

** SIk1Io 3acTOCOBYBaBCsl iHINNIA GasanbHUIl iHCYIiH:

* Tlpu 3acrocysanHI GasaiupHOTO iHCYJiHy ABa pasu Ha 100y aGo iHCymiHy rapriny (300 On./v)
nonepeans 3arajapHa 1000Ba 1o3a HoBuHHA OyTH 3HIKeHa Ha 20 % IpU BHOOPI TTOYATKOBOL TO3K
npenapaty Conikga.

* llpu sacrocyBanHl Gyap-aKoro iHmoro 6a3ansHOro iHCYNiHy HOTPiGHO 3aCTOCOBYBATH Take ik
HpaBUJIO, AK 1A iHCYNiHy raapriny (100 On./mm).

Maxkcumansna no6oBa 1032 CTaHOBUTH 60 OXHHUIB IHCYNiHY TIapriny Ta 20 Mr TIKCHCEHATHY, IO
BiAmoBifae 60 moAinkaM 103yBaHHS.

I#’ exuiro mpenapaty Comikea moTpi6HO 3AIHCHIOBATH ONHH pa3 Ha 100y B MEXKax OJHI€T FOAHHH nepen
inoro. baxano, mo6 npaHgiankHa iH €KLt BHKOHYBAIACH TICPE, ONHHUM i THM CaMUM IpUHOMOM DKi
IIO/IHS TiC/s TOTO, K NaIieHT obepe HalOINbII 3py4uBmit 1714 cebe mpuitoM Dxi.

Tumpysanna oOosysanns. Ilpemapar CoinikBa moTpibHO BBOAMTH BiATOBIOHO 1O IHAUBI Ay aNBEHUX
noTped nauieHTa B iHCymiHi. KOHTpons nimikeMil peKOMeHIyEThCS ONTHMI3YBATH LULTXOM KOPEKIH1
AO3yBaHH: Ha MiACTaBi PIBHIB NIIIOKO3M B IJIa3Mi KPOBi HATIIE (IUB. PO3HiN «DapMakoIHHAMIKAY).
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Iin yac mepeBeneHH: Ha e IPEMapaT Ta BIPOJOBX MEPIINX THXKHIB MIC/IS OBOTO PEKOMEHIYETHCS
3IIMCHIOBATH PETENBHUH MOHITOPHHET PiBHIB IIIEOKO3M.
* SIKINo mauieHT moIMHaE 3aCTOCOBYBATH UMpHI-pydKy Comnixsa (10-40), Toxi 103yBaHHs MOXe
OyTu THTpOBaHe X0 40 HOAINOK A03YBAHHA.
« M posysanus > 40 mOminoOK N03yBaHHA HA K06y THTPYBAaHHS HOTPIGHO MPOIOBKYBATH 3
BHKOPHCTaHIIM Ipui-pydkH Conikga (30-60).
* SIKino mani€eHT NOYHHAE 3aCTOCOBYBATH NMpHU-pydKy Comniksa (30-60), Toxi Io3yBaHH. MOXKE
OyTu THTpOBaHe M0 60 MOMINOK AO3yBAMHS.
M 3araneHoro mo6osoro mosyBaHH# > 60 MOMinOK Ko3yBaHHS npenapar CoikBa HE CIin
3aCTOCOBYBATH.
IMarienTy, AKi KOPUTYIOTh KUIBKICTh 200 9ac BBeEHHS NpENapaTy, HOBMHHI 3AiHCHIOBATH 1€ TibKH
0iJ MEOHIHMM HATIANOM 3 BiJIOBIHMM MOHITOPHHIOM PIBHIB TJIFOKO31 (AUB. po3ain «OcobimBocTi
3aCTOCYBaHHAI»).
Oco0muBi Kareropii nanieHTis
Ilayicumu noxunozo 8ixy (= 65 poxis)
IIpenapat CostikBa MOXHa 3aCTOCOBYBATH NALl€HTaM IOXHIOTO BiKy. Jlo3yBanH: 10Tpi6HO minGHpaTH
IHMBIMYaTBbHO, 3 YPaXyBaHHAM PE3YNbTATIB MOHITOPUHTY PiBHIB TNMIOKO3H. Y HAli€HTIB HOXHIIOrO
BIKY NpOrpecyrodue HOripmeHHsA QYHKIII HHPOK MOXE CTATH TIPHYMHON MOCTIMHOrO 3MEHINEHHS
noTpebu B iHCyiHi. Kopekuis 1031 IIKCHCEHATHIY 3aNeXHO BiX BiKy mamienTa e notpi6Ha. Jocsix
TEpaIeBTUIHOTO 3aCTOCYBaHH: npenapary Comikpa HalieHTaM BiKOM > 75 POKiB € 06MEKCHHM.
Tlayienmu 3 nopywennam Qyuxyii Hupox
Ipenapar Comksa He PEKOMEHAYETECS 3aCTOCOBYBATH MALiEHTaM 3 TSDKKMM NOPYIIEHHAM (QYHKIi
HUPOK Ta NPY TEPMIHANBHIHA CTafii XBOPOOH HUPOK, OCKINBKH JOCBIL TEPAIEBTHYHOTO 3aCTOCYBAHHS
JIKCHCEHATHIY B TAKHX BUNAKAX € HETOCTATHIM.
Hns nanieHtiB 3 nerxkuM a0 NOMIPHHM TOpyIICHHsM GYHKII HHPOK KOPEKIsS A03yBaHHS
JiKCHCEHATHAY HE MOTpiOHAa.
Y mauieHTiB 3 nopymeHHaM yHKIii HUpOK moTpeba B iHCymiHi Moxe GyTu 3MeHIIEHa Y 3B’S3KY 31
3HIDKEHHAM MeTab0mi3My iHCYiHYy.
Y naumi€eHTiB 3 n€rkuM abo MOMIpHMM MOpYmEHHAM (YHKII HHPOK, IO 3aCTOCOBYIOTH MPEIapaT
ConikBa, MOXE BUHHKATH HEOOXiNHICTE y 9aCTOMy MOHITOPHHIY DIBHIB TIOKO3M Ta y BiAHOBIIHIi
KOpEeKIii J03yBaHHI.
Iayicwmu 3 nopywennam Qynryii newinku
JUL1 HAaiienTiB 3 nopymeHHaM (QyHKIIT Ne4iHky KOpexiii Q03yBaHHs JIKCHCEHATHAy HE IOTpibHa
(muB. po3nin «PapMakOKIHETHKaY). ¥ MAII€HTIB 3 nopymeHHaM dyHKUiT neqinky notpe6a B iHCymiHi
Moxe OyTH 3MEHIIEHa y 3B’A3Ky 31 3HIDKEHHAM 3[aTHOCTI OO IVIIOKOHEOIEHE3y Ta 3HIDKCHHAM
MerabonisMy iHcymiHy. V manieHTIiB 3 mopymeHHsM GyHKUIT IEYiHKH MOKe BHHMKATH HEOOXimHICTD
Yy 9aCTOMy MOHITOpHHTY piBHIB IJIFOKO3H Ta Y BiIIOBiAHiH Kopeknil 1o3ysanns npenapary Coikga.
Himu i nionimxu
ITpenapar ComikBa He nepenbadeHul I 3aCTOCYBAHHS [ITAM.

Cnocib ssenenns. [Ipemapar Coniksa cif BBOAMTH IUIIXOM MiAIIKIPHOT iH’€KNiT B TiMAHKY >KHBOTa,
JeMBTOnOAIOHOr0 M 32 a00 cTerna.

Micna mi1 iH’eknii nOTpiOHO 3MIHIOBATH B MeEXax OJHIE] aHATOMIYHOI HiNAHKH (xuBOTA,
mensronoAiGHoro M’s3a abo crerna) Bif ommiel iH’exuii M0 iHIIOT 3 METOK 3MEHIICHHA PH3HKY
BHHUKHEHHS JIiNoqucTpodii Ta/abo MKipHOTo aMinoinosy (RuB. po3ain «Oco6IMBOCT] 3aCTOCYBAHHS»
ta «[To6igni peakmiiy).

[NamienTn DOBMHHI 6yTH IPOIHCTPYKTOBAHI HPO NOCTIHHY HEOOXINHICT, BUKOPHCTAHHS HOBOT TOJIKH.
IToBTOpHE BUKOPHCTAHHSA TOJIKH IHCYIIHOBOI MIIPHII-PyYKH 301IBIIY€E PH3HK 1T GIOKYBAHHS, IO MOXE
TPH3BOAUTH O BBEAEHHA HEAOCTATHHOI ab0 HafMIpHOT 03K Mpemapary.

Ipenapar Coiniksa He AO3BOJAETECA BiOUPATH 3 KAPTPHIDKA TIOIIEPETHBO HAIOBHEHO! IIMNPHII-PYIKA
y IUINpWIl, OCKUIBKH Ie MOXE NPH3BECTH JO THKKOLO IEPefO3yBaHHs (muB. posait «Oco6isi
3aCTEPEKEHHA IIPH BUKOPUCTAHH] IIpETIapaTy» ).

OcobnuBi 3acTepeskeHHs MPH BHKOPUCTAHHI TTpenapaty

Ilepen mepnmM 3aCTOCYBaHHAM IUNPUL-PYYKY NOTPIGHO BUTATHYTH 3 XONOAWIBHHKA Ta TIOTPHMATH
rpu Temmepatypi He Bume 25 °C snpogosx 1-2 rogus.
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[epexn BAKOPUCTAHHAM EPEBIPAIOTE KAPTPHIDK IINPUIT-PYYKH. FIOTO MOMHA BHKOPHCTOBYBATH JIHLIE
TOJI, KOJIH B HbOMY MiCTHTBCS IPO30pHit Oe30apBHuil pO3THH, KU 33 KOHCHCTEHINEI0 HAraaye BOLY,
0€e3 BUIMMHX TBEPAHX JaCTHHOK.

IIpenapar ConikBa He MOXHa 3MINIyBaTH 3 OyIb-AKUM IHIIMM iHCyTiHOM afo0 posBomutH. Ilpu
3MinryBaHH] ab0 pPO3BENEHHI MOXKE 3MIHUTHCH IPOdLIb Iil penapaty B 9aci; KpiM HBOTO, 3MIIITyBaHHS
3 IHIIMMH TIpenaparaMi MOXKe IPU3BECTH 0 YTBOPEHHS 0Caly.

Ileper KOXKHOIO IH'€KIICR0 3aBXIM HEOOXigHO MiA’eNHyBaTH HOBY TONKY. IIOBTOpHO
BHKOPHUCTOBYBATH I'OJIKM HE MOXHA. [[allicHT NOBHHEH YTHAI30BYBATH TOIKY ITCIS KOYKHOT 1M €Kil
V Bunanky OJOKYBAHHS TOJIKH MallicHTaM HEOOXINHO NOTPHMYBaTHCh PEKOMEHZAMNiH, OMHCAHHX Y
KPOIII 3 IncTpyKUiii 3 BAKOPUCTaHHA (IHB. HHXYE).

TlopoxHI MMPHI-PYYKA B AKOJHOMY pa3i He MOXKHA BUKOPUCTOBYBATH IOBTOPHO, BOHH IIOBHHHI 6yTH
HaNeXHNM SUHOM YTUNI30BaH].

Sxmo BaM 3maeTsed, mo mmpHI-pydKa IOLIKOJKEHA, HE BUKOPHCTOBYHTE ii. BissmiTe HOBy. He
BaMaraifitecs CaMOCTIHHO MONATOJUTH MIIPHII-PYIKY.

Jins  3anobiraHHsA  MOXMUIMBOI  Nepenadi  3aXBOPIOBaHb KOXKHA  IMIPHI-PYYKa [IOBHHHA
BHKOPHCTOBYBATUCH TUTEKH OIHHM Malli€HTOM.

IMepen KOXKHOIO iH’€KIIEI0 TOTPIOHO 3aBXKIH NEPEBIPATH €THKETKY, 100 YHUKHYTH IUTYTAHUHH MK
npenapatoM ConikBa Ta iHOIMMH iH’€KUIHHMMU NDpOTHIiaGeTHYHMME JKAPCBKMMH 3ac00aMu,
BKJIIOYAIOYH JABA DPi3HI THIM INPHI-PYyYoK 3 mpemapatoM Cosikea (que. posmin «Oco6misocTi
3aCTOCYBAHHS).

Ilepen 3actocyBaHHAM InpenapaTy ComikBa CIIIJI YBKHO HpPOYMTATH pos3nin «IHCeTpykmis 3
BHKOPUCTAHHS MIIPUI-PYIKU COITiKBay.

Bayxomea indyopMatiis mogo BHKOpHCTaHHS mnprui-pyukn Coniksa

 Inpun-pydxa npu3HadeHa ocobucro Bam i He cnix nepenasatH i iHImM ocobam.

+ He Mo)xHa BUKOPHCTOBYBATH MINPHIL-PYYKY y pasi i MOMKOMKEHHA ab0 pH HAABHOCTI CYMHIBY
[I0/I0 MPABIIBHOCTI 11 QyHKII0HyBaHHS.

+ 3aBKOH CIiI MPOBOIUTH TECT Ha OE3MEKy.

* 3apxau HeoOXIMHO MaTH 3amacHy INDPHI-PYYKY 1 3amacHi TOJKH HA BHIANOK BTpaTH abo
MOIIKOIKEHH OCHOBHOTO Habopy.

1110 noTpiGHO 3HATH UL IPOBEASHHS 1H Xl

« Tlepen BUKOPHCTaHHAM IIIPHI-PYYKY CJII 3aIIUTaTH CBOTO JIKapsd abo MEJCECTpy, K pOGHThCS
1H’ €KIis.

e Sxmo y Bac € saxi-HeOyAp CKIAmHOLII 3 BMKOPHCTAHHAM IIIPHI-DYIKH, HAIPHKIAN, depe3
npobrieMu 3 60Ky 30pY, 3BEPHITHCA 3a TOTMIOMOT OO,

+ Tlepen BHKOPHUCTaHHIM IINIPHII-PYIKH CIIi MEPEUUTATH IO IHCTPYKUit0. V pas3i HEOOTPHMAaHHS X
HacTaHOB B MOXeTe OTPHMATH HaATO BHCOKY ab0 HU3bKY IO3Y MIPEMapary.

JonatkoBi pedi. sxi OyayTh mOTPiOHI IPH BBENEH] ITLOTO MpenapaTy:

* HOBa CTepmiIbHA ronka (muBithea KPOK 2);

* 3MOYEHHH CIHPTOM TaMIIOH;

* CTI#KHI JUI1 IPOKOJIOBAHHA KOHTEHHED M1 BUKOPUCTaHUX [OJIOK Ta IIPUI-DYIOK.

IHCTPYKI[IA
3 euxopucmanna wnpun-pyuxu Cosnikea

Tpumay Tlopwens*

. IIxana
KapTpUIAY !. |Hokazcamr nosa
|
ﬂ(::‘_}r'“f" Conliss- - o H
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.= | !
Kosnauox I'ymona Ilkana Haszea Iepemuxay |Kuonka ans
IUITPHLI- nepeMuaKa rpenapary Ins BUGOpY ~ BHUKOHAHHA
PYUIKH JO3H K’ ekuil

* [opurens He Gyne BUAHO, OKK BH He BBEAETE NEKiIbKa 103.

KPOK 1. ITepeBipTe cBOI0 NNPHI-PYIKY.
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HlonaliMenmre 3a 1 roguHy 10 MpoBeAEHHA iH €KIIH BHAMITH HOBY INITPHI-PYYKY 3 XOJOMMIBHHUKA.
BBeaeHHS XOJOIHOTO HPENapary € OB OOICHUM.

A. IlepeBiprTe Ha3By Mpemapary i AaTy 3aKiH4eHHs TepMiHy NPHAATHOCTI HA €THKETUi IINPHUI-
PYYKH.

. IlepexoHaiitecs B TOMY, 0 Bu B3smu moTpi6Hui Bam mpenapar. (s umpui-pyuxa
OJIUBKOBOT'O KONBOPY, Ma€ KOPUYHEBY KHONKY JJIsi BAKOHAHHS 1H’ €KIT.
. He BUKOpHCTOBYTE 1[I0 IINPUU-PYYKY, K110 Bam moTpiGua go060Ba n03a MeHue

Hix 10 moginox moyeaHHsA a0o skio Bam motpifuo Ginbme Hix 40 mogizox
nosyBauHs. OOropopirs 3 Bammum Jjikapem, fka WHPHU-pYYKa Hajikpaine
mipxoauTs xasa Bamux morpe6.

. He BuKOpHCTOBY#TE IMIPUL-PYIKY TiCII 3aKiHIEHHS ii TEPMiHY IPHIATHOCTI.
P
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C. BneBHiTbCA y TOMY, 1IN0 IPeNapar € Npo30opHM.
e He BHKODHCTOBYHTE WINPHI-PYIKYy, AKIIO PO3YMH IpENapaTy € MyTHHM Ha BHIVLIA,
3abapBIeHUM a0 MICTHTE 9aCTOIKH.

KPOK 2. IIpuenHaiiTe HOBY I'0JIKY.

. He BHKOpHCTOBYHiTe TIOJKH NOBTOPHO. /[ns BUKOHAHHS KOXKHOI iH’€KIII 3aBXKIH
BHKOPHCTOBYWTE HOBY CTEPHIBHY roiky. Lle momomarae 3amoGiraTu GIOKYBaHHIO TOJIKH,
3a0pyIHEHHIO Ta 3aHECEHHIO iHDEKil.

. 3aBKI¥ BUKOPUCTOBYHTE TUIBKH TaKi TOJIKH, SKi € CyMiCHHMH IJBI BUKOPHCTAaHHS 3 MPEMAPaToOM
Couiksa.

A. BisbMiTh HOBY TOJIKY Ta BigkJ/eiiTe 3aXHCHY ILTIBKY.

B. Tpumaiite roaxy npamo i 3akpyTire ii Ha IMPHI-PYYKY KXo 3aKpimienHs. He 3akpywyiite
roJIKy 3aHAJTO CHJILHO.
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C. 3HiMiTh 30BHIIUHiH KOBMAYOK 3 TOJKH. 30epeskiTh HiOro — BiH 3HAI00HTHCA mizHilme,
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D. 3HiMiTI> BHYTPillIHiH KOBIIAYOK I'OJIKH Ta BHKHMHLTE HOro0.

Ko PHCTYBAaHHS TOTKAMIT

IloBombrecs 3 romkamu 3 OOEPEKHICTIO — L HEOOXimHO, IOG 3amobirTH yKONIaM TONKOK i
HepeXpecHOMY 1HQIKyBaHHIO.

KPOK 3. Bukonaiite Tect Ha 0e3meKy.

3aBK M BUKOHYHTE TecT Ha 6e3NeKy Nnepe KOKHOI iH €KLIC0 — IIe HeoOXiaHOo, 1106:

: HepeBipuTH, mo Bamra nmpun-pydxa i rojka npauooTh IPaBHIbHO;

. BIICBHHTHCA ¥ TOMY, 0 By oTpumaete notpibry Bam 103y npenapary.

A. OGepirp 2 moainku A03yBaHHSA, 00epTal0OYH NepeMuKay Ajast BUGOPY AO03H, MOKH MOKAKYHK
031 He OyAe BKa3yBaTH Ha PHCKY «2».

B. HaTHCHITE KHONIKY AJIsl BHKOHAHHA iH €Kil o ymopy.
SIxmo 3 KiHyKKa ronku Gy/ie BAXOIUTH PO3IHH Npenapary, Bama nmpuu-pydka mparoe mpaBuisHo.
Ilepemuxad mist BHOGOPY JO3H NOBEPHETHCS Y MOJIOXKEHHS «0».

SIK1110 pO3YUH NpeNapaTy He BUXOUUTD:
. Bam mMoxe 6yTH MOTpi6HO OBTOPHTH L KPoK 10 3 pasis, nepm HiX By 3Moxere mo6auuTi

PO34HH Hpenapary.

/221
= PP AL -
.;" ﬁ;{r ‘.,'r o )
{ 2?’ L F
[ 'f p

(ﬂ%ﬂm;

Y3romxkeHo 3 martepianamm
peecTpauitHoro Aocke




. SIKmO po3YMH MpenapaTty He BHUXOOWTHME 1 INCAS TPETBOTO pasy, Toika MOxe OyTH
3abokoBaHa. SIKIIIO Take CTaHEeThCA:
—  samimite Toaky (guB. KPOK 6 1 KPOK 2);
—  micas HbOTO BUKOHAMTE TecT Ha Ge3neky nosTopHO (KPOK 3).

. SIKImo i micis MBOre PO3YHH TpenapaT He BUXOAWTHME 3 KiHYMKA TOJIKH, He BHKODHCTOBYHTE
Baury mmpun-pyuxy. Bukopuctaire HOBY IIIPHU-PYYKY.

. He BUKOpPHCTOBYIATE IUMPHIT UL BiXOOPY pO3UHHY Ipenapary 3 Bamrol ImpHI-py K.

Sxmo Bu mo6aunre 0yJab0amky noeirps:

. Bu Moxete noGauntu Gynsbaiiky mOBITPS B po34dnHI Npenapary. Lie HopMansHe sBHIIE, BOHH

He 3amKOASITE Bam.

KPOK 4. Otepits 103y.

. BukopucToByiiTe 0 MNPHI-PYYKY JMIIE JJIA BBEXEHHsS ONHOKPATHOI LIOJEHHOI 103U
06’emom Bix 10 xo 40 moainok no3yBaHHS.
. Hixonn He obupaiite nosy abo He HaTHCKaliTe Ha KHONKY [UI1 BUKOHAHHA iH’ekmii 6e3

mpHexHanol ronkn. Lle Moske mommkoauTy Bauly MINpHII-pYydKYy.

A. BrieBHITBCAl Y TOMY, 1110 T0JIKA IPHEAHAHA 0 INMPHI-PYYKH i 10 IOKAXYHK J03H BKA3YE HA
«D».
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B. OGepTaiiTe mepeMuKayd A BUOOPY M03M, MOKHM MOKAKYUK J03H He Oyxe BKa3syBaTH Ha
noTpiony Bam no3y.
. Sxmo Bu moBepHeTe mepemukad pani, Hixk Bam morpi6so, Bu Moxxere HoBepHyTH HOro y

3BOPOTHOMY HAIPAMKY.

. Sxmo y Bamiii mmipun-pydni 3aqMmmiaocs HEZOCTATHRO OAMHMIE 1id Bamoi nosm,
nepeMyKad i1 BAGOPY HO3H 3YNMHHHTHCS MicHA HaGopy Tiel KUTbKOCTI OJMHHUIIG, IO 3ATHITIACS B
OIIPHUI-PY .
. Sxkmo Bu He Moxere HaOpaTH HOBHY HO3Y, IpH3HadeHy BaM, BUKOpHUCTaliTeé HOBY IIHOpPHUII-

pyHdKy ab0 BBEITh CTUIBKY MOMITOK JO3YBaHHS, CKUTBKHU 3AIMIIHIIOCS, @ PEIITY JO3H BBEMITH 3 HOBOT
MINPHAI-PYYKH. B 15OMY 1 TUIBKH B I[bOMY BHIIA[KY JO3BOIAETECS BBOOUTH JaCTKOBY 03y MEHIIE HIK
10 mmoainok nosysauus. 11 TOro mob 3aBepOIMTH OTpUMaHHS Barroi 1o3u, 3aBI1M BAKOPUCTOBYHTE
irmry nmpuu-pydxy 3 npenaparoM Conikea (10-40), 2 He 6ynp-AKy IHIIY INPHI-PYUKY.

Sk 34HTYBaTH NaHi y BikHI BinoO0pakeHHd 1031
* He BHUKOPHCTOByHTE NIIPHI-PYyYKy, SKIIO Balla OZHOKpaTHa I03a CTAaHOBHTR MEHIIE
10 moJinoK KO3yBaHHs — Ui MOMUIKY FO3yBaHHS IO3HAYeHI Oinumu mudpaMu Ha IOPHOMY
doHi.

S
k\ ‘\_,"’
KinbkicTs opunuus npenapaty y Bamiii mnpuu-pyyni
+  Bama mmpui-pydxa MicTHTS 3arajioM 300 mozinok nosysaniri. Bu moxere obupaTs CBOIO 103y
3 KPOKOM B 1 NOIINKY DO3yBaHHA.
»  He BUKOPHCTOBY#HTE IO LINPHI-PYUKY, AKII0 Bam norpiOHa omHOKpaTHa 1000Ba 1032 MEHIIE
HiX 10 moginok mosyBanss aGo sxuio Bam motpi6ro 6inbnre Hixk 40 IOINOK Z03yBaHHS.
»  Koxza mmpuu-pydaxa MicTUTh Oibiue onmiel 7060801 703H.

YaromKeHo 3 MaTtepianamu
peecTpaLifHoro gocke




KPOK 5. Benits HeoOxinny Bam no3y.
Sxmo Bu Biggyere, mo BaM Baxko HaTHCKaTH Ha KHONKY JJIs BHKOHAHHSA 1H €KIii, He JoKnanaiite
cuITy 11 i HaTHCKAaHHs, OCKINBKY I1e MOXKe 3namMaTy Banry mmpun-py4xy.
» 3aminiTs roaxy (zuB. KPOK 6 «Bin’ ennaiite ronky» i KPOK 2 «IIpuennaiite HOBY TOJKY»),
IiCHs 90r0 BUKOHakTE Tect 3 6e3mexu (nue. KPOK 3).
+  Slxmo Bam Bce e BaXKO HATHCKaTH Ha KHOIKY, BI3LMITh HOBY Py4KYy.
«  He BUKOPHCTOBYHTE IINPHUIT AJ11 BIXOOpY pO3IHHY HpenapaTy 3 Bammol mmpuu-pyukn.

A. Ofepith Micle Js BUKOHAHHA iH €Kil BiINOBiNHO 40 pHCYHKa, HABEIEHOT0 HHUIMKYE.
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B. Bsenits roaky co0i y wkipy Tak, sk Bam noxasysas Bam gikap ado mMequdaHa cecrpa.

« TIlpmu I.ILOMy IIOKH II0 He TOpKaWTecs KHOIKY 11 BUKOHAHHS 1H’ €KIIii.
,-ﬂ-\ TN

«ﬁ-_( . , “‘m.\

C. IoxnagiTh BeIMKHH Najielb PYKH HAa KHONKY AJd BHkoHauwHda in’ekuii. IMicas umworo
HATHCHITSH 1I A0 yopy i yTpuMyiiTe B TaKoMY I10J102KeHHI.
* He HaTHcKaliTe Ha KHONKY IIiJ KyToM — Bams BeuKuii naylens MoXxke 3a0I0KyBaTH 06epTaHHs
nepemMuKadga Uil BHOOpPY JO3H.
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D. YrpumyiiTe KHONKY A BUKOHAHHA IH’€KLil B HATHCHYTOMY MOJIOXKeHH] i micada Toro, sk
Bu mo6auuTe y BikHi Bitodpaxenns nosu «0», noBinsHo mopaxyiite no 10.
Ile Heo6XinHO ULt TOTO, OO BICBHUTHCS B OTPHMAHHI OBHOI O3 Ipenapary

E. Ilicns yrpuMaHHA KHONKHM 1 mopinbHore paxysaHHda o 10 BigmycriTs KHONKY s
BHKOHAHHA iH’exuii. IlicJd HLOro BHTATHITE IoJIKY 3i MIKipH.

KPOK 6. Bix’egnaiite roJjxy.
« [ToBozmbTECA 3 TONKAMK 3 OOEPEXKHICTIO — 1Ie HeoOXimHO, mob 3amodirTy YKojaaM TOJKO i

nepexpecHOMy 1H(IKyBaHHIO.
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*  He napggraiiTe 350By BHYTpINIHINA KOBIAYOK TOJIKH.
A. Bi3pMiTh 30BHIIHIA KOBIAYOK TOJKM 3a Horo Haimmpmyy wactuHy. Tpumaiite rosxy
npAMO i BBeAITH il y 30BHIIIHIA KoBNa4ok roku. Iicas Hs0ro MiuHo NPpUTHCHITL TX OANH
10 OTHOTO.
*  l'onxa MOXE IIPOKOJIOTH KOBITAYOK, SIKIIO BIH HAMATAETHCS il KYTOM.
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B. BisbMiTh 30BHIlUHIf KOBNAYOK IOJKH 3a HOre HARIIHPIIYy YaCTHHY Ta CTHCHITH iioro y
IbOMY Micli. IHITIOI0 PYKOKO ITOBEPHITH NIPHI-PYYKY ACKIIbKA pa3iB LT Bif € HAHHS TONKH.

+  SIKkmio ronka He Bix'€qHANACA 3 NEPIIOTO pasy, cCOpoOyHTe 3HOBY.
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C. BHKHHbLTE BUKOPHCTAHY I'OJIKY Y CTIKMIi 10 NPOKONIOBaNbL KOHTeiiHep a0 BiAMOBiXHO 10
pexoMenganiii Bauioro jikapsa 4n MiclieBOT0 YIIOBHOBaKeHOI0 OpPraHy.

D. Hapsrairs koBNa4oK HINPHI-PYYKM HA3aJ HA WIIPHIU-PYYKY.
»  He xnaziTe mImpHu-pydKy Ha3aa y XOJOAUIBHHUK.

Incrpyxuii moxo 36epiranus.

Ilepes nepomM BUKOPHCTAHHSAM INMPHI-DYYKH 30€piraTH y XOJXOMMIBHUKY IpH TeMneparypi +2 °C -
+8 °C y 3axumieHoMy BiX cBiTia Miciii. He 3amopoxysartu.

Ilicia mepmoro BHKOPHCTAHHSA INTIPHI-DYYKY Clif 30epiraru He Oimsmie 28 auiB mpu KiMHATHIM
TeMIepaTypi Hrwkde 25 °C y 3aXHIIeHoMy BiJ CBITIa MiCITi.

He xnanite Banry mmpui-pydKy Hazalx y XOJODMIBHUK,

[Ticya xoxHO iH’€KNil Ha IMPUN-PY9Ky CIIJI 3HOBY HAJraTH KOBHAYOK 3 METOKO 3aXMCTY Bif CBiTNA.
He moxxma 36epiraTh IIPUI-PYYKY 3 DPHKPIIUICHOIO KO HEl FONKOK0.

ExecmmyaTtamis.

3i NmpHU-PYYIKOI0 CHifx MOBOAMTHCA 3 obepexmicrio. Skmo BaM s3maeTses, mo mmpun-pydky
IIOINKO/DKEHO, HE HaMarauTecs ii HOJIaroguTH, Bi3EMITh HOBY.

3axuCT OIIPHI-PYYKH Bif HWIy Ta OpyIdy: 30BHINHIO HOBEPXHIO IIMPHI-PYUKH MOYKHA OJHINATH,
OpOTHPAalO4H ii BOJOrOK TKAHWHOK (3MOYEHOK juine Bojdowo). He zaHyproiite y pimuny, He
OpOMHUBATeE i HE 3MALTYHTE MITPUI-PYIKY — II€ MOXe Il TOMIKOIUTH.

Vrunisanis OMpUI-pydKH: NMEpPeN YTHI3auielo IIpUI-DYYKH 3HIMITH 3 Hel ronky. Buxwmpaiite
HOUIPHI-PYYKY TaK, IK pEKOMEHIOBAHO MICIIEBHMHE PETyJIATOPHUMU OPTaHAMH.

AHimu. besneka ta ehextupHiCTs npenapaty Comikpa mis TiKyBaHHA HiTeil (BikoM 1o 18 pokis) He
BCTaHOBMEHI. JlaHi 3 IIbOro NpUBOIY BiICYTHI.

Ilepeoosyeanna.
V pasi BBeneHHA 6UTBIIOT 1031 NpenapaTy CollikBa, HiXK BHMArajlock, MOXXYTh BUHUKHYTH HeGaxaHi
peakuil y BUDIIAAI rinorikeMii Ta po3nafip 3 60Ky DUIYHKOBO-KHIIKOBOTO TPAKTY.
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Enizoau rimornikemii IErKoro CTyIeHs, SK IPaBHIo, MOXKYTh OYTH yCyHeH] NepopalbHUM IPHHAOMOM
ByTJIeBOAiB. MoXxe BUHHKHYTH HEOOXIIHICTE ¥ KOPEKINT JO3yBaHHA JIIKapChKOro 3acoby Ta y BHECEHH]
3MIH Y PEXUM XapIyBaHHI 49U Pi3HYHOI aKTUBHOCTI.

Binpnr THKKi €mi30 4 TiNOrmiKeMil, Aki CyHpOBOIKYFOTHCS KOMOIO, CyLoMaM# abo HEBPONOTIYHHMU
MOPYIIEHHSIMH, BHMAaraloThb BBENCHHS TNIIOKaroHy abo  BHYTPITHLOBEHHOTO  BBENCHHS
KOHIIEHTPOBAHOI0 PO3UMHY IJIFOKO3M. OCKIUTBKH TINOITIKEMIss MOXE BHHHKHYTH TOBTOPHO HaBiTh
IICINs OYEBHIHOIO TOKPAIEHHS KIIHIYHOTO CTaHy NAUleHTa, HEOOXIMHUMH 3aX0MaMH MOXKYTh OyTH
TPUBAIMI MPHITOM BYTJIEBOIIB Ta CIOCTEPEKEHHSA 34 CTAHOM [alli€HTa.

V pasi BuHUKHEHHA HebaxxaHUX peaklliif 3 60Ky ITYHKOBO-KMIIKOBOIO TPAKTy MOTPIOHO pO3MOYaTH
BiANOBIAHY NIATPHMYIOTY TEPAIILIO BIAMOBIAHO N0 KNiHIYHHX 03HAK Ta CHMIITOMIB, [IO BiA3HAYAOTHCS
y mauicHTa.

Ilobiuni peaxuyji.
IMo6iwrHuMU peaxuisiMH, PO AKi HaiyacTinie NOBIAOMIIUIOCE i Jac NiKyBauHA mpenapaTom CoIrikea,
Oynu rimorimikemis Ta posnamH 3 60Ky MITYHKOBO-KMITIKOROTO TPaKTy (AHB. HIKYE posmin «Omic
OKpEMHX MOOITHHX PEaKITii»).
ITo6iymi peakuii, mOB’A3aHi 13 3aCTOCYBaHHAM IIpemaparty, IO CIOCTEpIraymcs I 9ac KIiHITHUX
JOCIIIKEHD, HABOAATECA Y Tabymi 5 3a kareropiamu «CrcreMa-Opras-Kiacy y nopsaky 3MeHIICHHS
9acTOTH BHHHMKHEHHS (Iy»e gacto: > 1/10; wacto: Big > 1/100 mo < 1/10; megacro: Bix > 1/1000 mo
< 1/100; pimko: Bix > 1/10 000 mo < 1/1000; aysxe piako: < 1/10 000; gacToTa HEBimOMa: HEMOXKIIHBO
OLIiHMTH 32 HASBHAMY JGHUMM). Y MEKaX KOXKHOI TPyTIH 9acTOTH HOGiuHI peaKitil HaBeAeHO B HOPSIIKY
3MEHIIIeHHsI CTYIIeHs IXHBOT cepH03HOCTI.

Tabamus 5

Kareropii Yactora
«Cucrema-
Opran-Knac»| dyxke 4acTto Yacto Hevacto Piakxo Hegigomo
MedDRA
Tudexuidini Ta Haszodapusrir
napa3uTapHi Iadekuis
3aXBOPIOBAHHA BEPXHIX
MUXATTBHUX
LUISIXiB
Poznanu 3 6oxy Kponus’auxa
IMYHHOL
CHCTEMH

MeTaGomiuni Timormixemis
Ta aJiMEeHTapHi

DO3JIanu
Posnaau 3 6oky 3anamopouenna | ['omosHuit 6116
HEPBOBO1
CHCTEMH
Poznanu 3 6oky Hynora Hucnencis CroBiTbHEHHS
LUTYHKOBO- Hiapes Bine B KHUBOTI | cOOpOXHEHHS
KHIITKOBOTO bmosanna LLyHKa
TPakTy
I'enaTtobiniapai XKopuui
NIOPYILEHHSA KOHKPEMEHTH
XoneuucTuT
Poznanu 3 6oky IHkipauit
LIKipu Ta aminoinos
I K IPHEX Jlinopuctpodin
TKAHUH
3aranbHi Peakuii 8 micui | ITinsumena
poznagu Ta 18Kl BTOMJIIOBAHICTE

peakuii B Micui

OV 7 A
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BBCJICHHI
IIpenapaTy

Ormmic oxpeMux noGiuHKX peakiii

Tinoznixemis. B Tabmini 6 HaBemeHO IaHI PO 9YacTOTy 3aJOKYMEHTOBAHOI CHMITOMATHIHOL
rinormikemii (<3,9 mmone/m) Ta TKKOI Timormikemii mpH 3acTocyBaHHI npemapary Comiksa Ta
TIpenapaTy NOPIiBHAHHA.

Tabnura 6
IloGiuni peakuii y BHIVIAAl 3aJ0KYMEHTOBAHOI CHMIOTOMATHYHOI rimoriikemii afo Tsoxkoi
rimorjixkemii

IanienTH, aki panime He Ilepexin Bin Hepexia Big aronicra
OTPHUMYBAJIHU iHCYIH 0a3anbHOro iHcyniny| peuenropis IIIII-1***
" . AromnicT
Coniss | enaprin |Tisencemaman | | e | Conirga. | PenemTopis
=~ THII-1%%*
N 469 467 233 365 365 255 256
3aJ0KYMEHTOBAHA CHMIITOMATHYHA TiMoraikemis*
IMauienty, 120 110 15 146 155 71 6
y  saxux | (25,6 %) | (23,6 %) (6,4 %) (40,0 %) | (42,5%) (27,8 %) 2,3 %)
BUHUKJIA
no6igHa
peakuis, n
(%)
KinpkicTs 1,44 1,22 0,34 3,03 4,22 1,54 0,08
no0igHmx
peaxiii
Ha
HauieHTo-
pIK, B
Tsoxka rinoriikemia™**
Kinskicth 0 <0,01 0 0,02 <0,01 <0,01 0
TO0I9HIX
peakmii
Ha
TaIi€HTO-
piK, n

* 3agOKyMEHTOBaHA CHMITOMATHYHA TilOTIIKEMisl BH3HAYANACH SK OIS, MiA 9ac sIKOI THIIOBI
CHMITTOMY TIHOTIIKeMil CYIPOBOMKYBAIMCH BH3HAUCHOI KOHICHTPALIEO IMIIOKO3M B IUa3Mi KPOBi
< 3,9 MMONB/J1.

** TegoKKa CUMIITOMATHIHA TIMTOTNIKEMIs BH3HAYANACH K SIBHIIE, 1[0 BUMArajgo JOINOMOTH iHOIOL
0cofOu I aKTHBHOTO BBENEHHS BYIVIEBOAIB, INMIOKaroHy abo IMPOBEINCHHs IHIMMX peaHiMarliifiHux
3aXO0/IiB.

**% JliparnyTua, eKceHaTH/ JBidi Ha 700y abo i3 MPOJIOHrOBaHUM BHBITLHEHHSM, OyIariIyTH] aGo
anbirmyTua.

Poznaou 3 boxy uwnyrxoeo-xkuuikosozo mpakmy. Posnagu 3 OOKy IUIyHKOBO-KHIIKOBOTO TpaKTy
(uynota, 6roBaHHA T2 Alapes) Oyax MoOGI9HIMY peakliaMu, IPo AKi JaCTO NOBIIOMILIIOCH BOPOHOBXK
mepiofy 7NiKyBaHHA. Y HAIi€HTIB, fKki oTpuMyBamM mpenapaT Coiikea, 9actoTra IIOB’f3aHOi 3
JMiKyBaHHAM HYZOTH, Aiapei Ta 6moBanHs craHOBWIa 8,4 %, 2,2 % Ta 2,2 % Bimnosimwo. Io6igni
peaxiil y BUTILI1 po3IadiB 3 00Ky NIIYHKOBO-KHIIKOBOTO TPAKTy MEPEBAKHO OYIIH JIETKOTO CTYIICHS
Ta MaJli TPaH3UTOPHHI XapaKTep.

Poznadu 3 boxy imynHoi cucmemuy. Ilpo aneprivni peakiii (KpOMMB’SHKa), MOXINBO II0B’43aHI i3
3actocyBanmaM mpenapaty Coniksa, Oymo mnopimommeHo y 0,3 % wnamdentis. IIpo Bumamxu
TeHepaTi30BaHHX AJIEPTIYHMX pEeakIlilf, BKIIOYAO4H aHAQUIAKTHYHI peakiil Ta aHTiOHEBPOTHYHUI
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HaOpsAK, NOBIOOMILUIOCH Wi Hac MICAIPEECTPalifHOTO 3aCTOCYBaHHS IHCYNIHY ITIapriHy Ta
JIIKCHUCCHATHUITY.

Luynozennicme. 3actocyBaHHs nperapaty CojikBa MO)Ke MPHU3BOAWTH A0 YTBOPEHHSA AHTHTLI JO
iHCYIiHY rIapriny i/abo JikcuceHaTHIY.

Yacrora BHIIaJKIB yTBOPEHHS aHTHUTLI 10 1HCY/IIHY IMIapridy craHosuna 21,0 % ta 26,2 %. [Ipubnusuo
y 93 %% marmieHTiB Bifi3HAaYaNach IIEPEXPECHA PEAaKTHBHICTH aHTHTLI 10 IHCY/IIHY IJIapTiHy CTOCOBHO
JIFOACBKOTO iHCYIIiHY. HacToTa yTBOPEHHA aHTHTLI O JIIKCHCEHATHY CTaHOBIIA npubausHo 43 %. Hi
CTaTyC aHTUTUI OO IHCYNiHYy INapriHy, Hi CTaTyC aHTHTI OO JIKCHCEHATUAy He MajiM KIiHi9HO
3HAYYIIOTO BOJIKBY Ha Oe3MeKy um eQeKTHBHICT 328CTOCYBAHHS IPEMApaTy.

Posnaou 3 boxy wixipu ma nicwripuux mxanun. Jlinomuctpodis # IMKIpHMH aminoino3 MOXyTh
BMHHKATH B MicIi iH’exiii IHCYIiHIB 1 TpU3BOAKTH 10 3aTpuMKH abcopbuil iHcyminy 3 Hporo. [locriiine
3MIHIOBaHHA MicIA i eKIii B Mexax ofHiel AULTHKY Tijla MOXe JOIIOMOTTH 3MEHIINTH I1i Peakiiii abo
3amo0irTH iM (B, po3zin «OcoOIMBOCTI 3aCTOCYBAHHS»).

Peaxyii 6 micyi in’exyii. V gedxux nanientiB (1,7 %), mo OTpEMyBanM Tepamilo, SKa BKIIOYATA
BBEICHHS IHCYIiHY, B ToMy 91ucii npenapary CoiikBa, BiI3HAYaJMCh [IOYEPBOHIHHSA, MiCLIEBE
HabpakaHHA Ta cBepOiHHS B Michi iH ekl

Yacmoma cepyesux ckopouens. Ilpu 3acTocysansi aronicTis penenropis I'TIII-1 moBimomMmsiocs mpo
30LIBIICHHS 9aCTOTH CEPIEBUX CKOPOYECHB; TPAH3UTOPHE 301NBMICHHS YaCTOTH CEPLIEBUX CKOPOYEHb
CIIOCTEpITAIOCh TAaKOXK 1 B paMKax JeAKHX NOCHLDKEHB 3aCTOCYBAHHS JIKCHUCEHATHAY. 3a
pesynbTaTaMH BCiX AocuifkeHs 3 Gasu 3acTocyBaHHA upenapary ComikBa HE NPH3BOAMIO 0
36iNBIIEHHS CepefHbOl JACTOTH CEPLEBUX CKOPOIEHb.

TMoBiIOMIIEHHS TTPO MiA03PIOBaH] oOIYHI pearnii

IMoeimomueHHs npo No6igHI peakii mce peecTparii TikapcbKkoro 3acofy Mae BaxJIMBe 3HadeHHs. Lle
Ja€ 3MOry IPOBOAWTH MOHITOPHHT CIHIBBITHOLIEHHS KOPHCTH/PH3MK IPHM 3aCTOCYBaHHI I[BOTO
JiKapchKoTo 3aco0y. MemyuauM Ta GapMaileBTHIHHUM NpalliBHUKaM, a TAKOXK Maiienram abo ixgiM
3aKOHHUM IPEICTaBHAKAM CJIL MOBIAOMILATH PO yCi BUNAOKH [iJO3PIOBAHHX MOGIYHUX peakiiiil Ta
BiACYTHOCTI eheKTHMBHOCTI JIKapCHKOTO 3aco0y depe3 aBTOMAaTH30BaHy iHbopMariiiiHy cucreMy 3
¢dapmakoHarnaay 3a mocunaHHaM: hitps://aisf.dec.gov.ua.

Tepmin npagatrocTi. 36 Micauis.

TepMin NpPUIATHOCTI MICAS NEPIIOro BHKOPUCTAHES IINPHI-pYUKH: 28 gHiB.

36epiratu npu Temuepatypi Hmkde 25 °C. He samopoxysatu. He oxomomkysatu. He 36epiraru 3
MIPUKPIIUIEHOIO TOKO0. 30epiraTy mIpHn-pydKy y MicIi, 3aXHIIEHOMY Bil JOKEPEN MPSIMOTO TEIIa
ta cBiTiaa. [Tic/st xoxxHOI 1H €Kil Ha MMIIPHI-PYYKy CIIi 3HOBY HAAATaTH KOBIAYOK 3 METOI 3aXHCTY
BIJ CBITJIA.

YmoBH 30epiranus.

36epizamu ¢ nedocmynnomy onn dimeii micyi,

HImpu-pyuKH. 1o He nepedyBaloTh Y BUKOPUCTAHHI:

36epirate y X0JomWIEHUKY (1pu Temnepatypi +2 °C - +8 °C).

He 3aMopoxxyBaTH Ta HEe JOILyCKAaTH KOHTAaKTy 3 MOPO3MABHMM BiMTiNEeHHAM a0 HAKONMYYBAYaMH
X0JOIy.

36epiraTy DIMPUI-PYIKY Y 30BHIMIHIM KapTOHHIM YIIAKOBIII 3 METOIO 3aXHCTY Bij CBITIA.
HInprii-pyYKH, MCI NePIIOro BHKOPHCTAHHS:

‘VmMoBu 36epiranas MUBITECA y po3Aini « TepMiH IpUOATHOCTI».

Hecymicnicmp.
Ie#i nikapcpkui 3aci6 He MOKHA 3MinOTyBaTH 3 Oy Ib-IKUM iHIMHUM iHCYNiHOM a60 pO3BOAUTH.

YuaxkoBka.
Ne 3 abo NoS: mo 3 mn y KapTpuIDKi, BMOHTOBaHOMY B OZHOPA30BY IUNPHI-PYUKY; mo 3 a6o mo 5
LINPHI-PYYOK B KAPTOHHIH KopoOLi. ['oJIky B yIIakoBKY He BKIIFOYEHI.

Kareropis Binnycky. 3a penentom.
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Bupo6ank. Canodi-Asenric Joitunann I'm6X.

Micue3naxo:keHHsI BHPOGHHKA Ta Oro axpeca Micus IPOBaJsKeHHs JisILHOCTI.
Innycrpimapx Xvoxct-Bpronimrmrpacce 50, H500, H590, H600, H750, H785, H790, HR21,
Dpankdypr-Ha-Maiiui, I'eccen, 65926, HiMeuunna.

3aaBHuK.
TOB «Canodi-ABenTtic Ykpainay, Ykpaina.
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