COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 003.07.2025 Ne 16539

OBILIAA XAPAKTEPUCTHUKA|VIEKARPCITBEHHOTIO TIPEITAPATA )

V JlaHHbIN JIEKapCTBEHHBIM Mpernapar NOMJICKUAT JOMOJHUTEIBHOMY MOHUTOPHUHTY. DTO MO3BOJUT
OBICTPO BBIABUTH HOBYIO MH(oOpMaIuio o 6e3omacHocTH. Mbl oOparniaemMcsi K pabOTHUKAM CHCTEMBI

3/IpaBOOXPaHEHHS C TIPOCHOOI COOOIIATh O JTFOOBIX MOI03PEBAEMBIX HEKETIATEIbHBIX PEaKIUIX.
[Topsimok cooOIeHns 0 HeXKeNaTeIbHBIX PEeaKIUIX MPEeACTaBIIeH B pa3aene 4.8.

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O [IPEITAPATA

Comuksa ConoCrap, 100 EJI/mn + 50 MKT/MI1, pacTBOpP AJIs TOJAKOKHOTO BBEICHUS.
ComukBa ConoCrap, 100 EJI/mn + 33 MKT/mI1, pacTBOpP IJIs TOJAKOKHOTO BBEICHUS.
2. KAYECTBEHHBIA U KOJIMYECTBEHHBIA COCTAB
JleiicTByrOIIME BENIECTBA: WHCYJIMH TJIAPTHH ™, TUKCHCEHATH]I.

CoymkBa ConoCrap, 100 EJI/mi + 50 MKr/Mi1, pacTBOD JUIS HOJKOKHOTO BBEACHUS

Kaxxnas npenBaputenbHo 3anoiaHeHHas mwnpu-pydka coaepxkut 300 EJl nncynuna riaprus u 150
MKT JIMKCHUCEHaTH/1a B 3 MJI pacTBOpA.
B xaxnaom mi cogepxkutcs 100 E/] nncynuna rmaprud u 50 MKT JTMKCHCEHATHUIA.

CosmmkBa ConoCrap, 100 EJI/mi1 + 33 MKI/MII, pacTBOD JUIS HOJKOKHOTO BBEACHUS

Kaxxnas npensapurensHo 3anojHeHHas mmnpui-pydka coaepxkut 300 EJl uncynuna riaprud u 99
MKT JIMKCHUCEHaTH/1a B 3 MJI pacTBOpA.

B xaxnaom mi cogepxkutcs 100 E/] nncynuHa rmaprud U 33 MKT JTMKCHUCEHATHUIA.

*Tlomy4eHo ¢ ucnonb3oBanueM Escherichia coli no texnonoruu pexkomOunantHon JTHK.
BcnomoraTenbHble BelIeCTBa, HaIMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: Kaxabplid M pacTBOpa COJEPKHUT 2,7 MT MeTakpe3oiia (cM. pa3aensl 4.4.).

[TosHbI nepedyeHb BCIIOMOraTENIbHBIX BELIECTB PUBEJEH B pasneie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

PacTBop AJ1 MOIKOKHOTO BBE/ICHUSI.

[Ipo3paunplii, 6ECIIBETHBIN WIIA TTOYTH OECIIBETHBIN PACTBOP.

4. KJIIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

B HemocTaTO4YHOW CTETIEHH KOHTPOJIUPYEMBIN CaxapHBIA IualdeT 2 TUMNa y B3POCHBIX MAIMEHTOB C

HOEJIBI0 YIYYIICHUA TIIMKEMHUYCCKOTO KOHTPOJIA B KAYCCTBE AOIIOJHCHHA K AUCTE U MMOBBIICHHOMN
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(usnyeckoil Harpyske B KOMOMHAIMH € METHOPMUHOM (B COUCTAMMN- [FiH| (O3 T COAETRApA ¢

unruouropamu HI'JIT2 (HaTpuii-TIr0KO3HBIX KO-TPAHCIIOPTEPOB 2 TUIIA).
4.2. PesxuM 103MpOBaHus U CNIOCO0 MPUMEHEHHUS
Jnst yno6cTBa MHIMBUAYAILHOTO TT0100pa n0361 npenapaT Commkea ComoCTrap BBITYCKaeTCs B IBYX

HIMPUL-PYyYKaX, TPEIOCTABISIONIUX BHIOOP PA3IUYHBIX J03.

Paznmuuust Mexmy STUMHU ABYyMSI HIIPHUI-PYYKaMU 3aKJIIOYAIOTCS B JTUAIAa30HE 103 JIEHCTBYIOIIMX

BELIECTB B LIIIPUII-PYUKaX (CM. HIXKE).
e Comuksa ConmoCrap 100 EJI/min + 50 mkr/min (munpuu-pyuka 10-40)

Comuksa ConoCrap 100 EJI/mn + 50 Mxr/mut oGecrieunBaeT cTyneHdaryio 103upoBky oT 10 1o 40 E/]

MHCYJIMHA [JIapTUH B COYETaHUU C 5-20 MKT JIMKCHCEHATH/A.

1 mar no3el B mnpun-pyuke Comnmksa ConoCrap cogepxut 1 EJl mncynuna rmaprud u 0,5 Mxr

JJUKCHUCCHaTHIA.

B Tabnume Ne 1 mpencTaBieHbl 1036l MHCYJIWHA TTIAPTUH U JIUKCUCEHATHA B KKJOM IIAre JI03bI
npenapara Conuka ConoCrap B mmpui-pyuke 10-40. DTy naHHbIE MO3BOJISIIOT OLEHUTH J03bI

KOMITOHEHTOB B UHJIMBHIyaIbHO MMOJ00paHHOM 103€ Mpemnapara.

Ta6mmma Nel. Jlo3b1 MHCYIMHA TJIAPTUH U JTUKCUCEHATH 1A B KAK/IOM IIare 0361 penapara CojukBa

ConoCrap (mmpui-pydka 10-40).

Ilar po3el mpemapata Coanksa

ConoCrap (mnpuu-pyuka 10-40) Hucyaun raaprud (EJ) JlukcuceHatua (MKr)
10 10 5

11 11 5,5

12 12 6

13 13 6,5

14 14 7

15 15 7,5

16 16 8

17 17 8,5

18 18 9
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e ComukBa ConoCrap 100 EJI/mn + 33 mxr/ma (mmpui-pyuka 30-60)

Comuksa ConoCrap 100 EJI/mn + 33 Mkr/mut oGecrieunBaeT cTyneHdaryio 103upoBky oT 30 1o 60 E/]

WHCYJIMHA TJIapruH B coyeTanuu ¢ 10-20 MKT JTMKCHCEHATHIa.

I mar no3er B mmpun-pyuke Conuksa ConoCrap comepxut 1 EJl nncynuna rimaprud u 0,33 MKr

JJUKCHUCCHaTHIA.




B tabauie No2 mpencraBieHbI J03bI WHCYJIH

COOTBETCTBYET QRCHEFTHOMY QTYETY
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1a TIIAPTHH (B W KGHCeHATHY |B, MaA0M, [ATC/ 1035

npenapara Conuka ConoCrap B mmpui-pyuke 30-60. DTu JaHHBIE MO3BOJIAIOT OLEHUTH J103bI

KOMIIOHCHTOB B MHIUBHIyaJIbHO MMOJOOPAHHOM J103€ Tperapara.

Tabmuma No2. Jl03bl HHCYJIMHA TJIAPTUH U IMKCUCEHATUIA B KXKIOM IIIare 1036l npenapara Comuksa

ConoCrap (mmpui-pydka 30-60).

Illar pgo3el  mpemapata CoJnkBa

CouoCrap (munpuu-pyuxa 30-60)
30
31
32
33
34
35
36
37
38
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40
41
42
43
44
45

46

HNucyaun raaprux (EX) JlukcuceHaTuja (MKr)
30 10

31 10,33
32 10,66
33 11

34 11,33
35 11,66
36 12

37 12,33
38 12,66
39 13
40 13,33
41 13,66
42 14
43 14,33
44 14,66
45 15
46 15,33
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Uro0b1 n30exaTh OMMOOK MPU NPUMEHEHUHU Tpernapara, JIeHalluidi Bpay JOJKEH YyOenuThCs, 4TO

BbIOpaHa MpaBWIIbHAS JI03MPOBKA IpenapaTa U yKas3arhb LIar 103kl IPUMEHHUTEIBHO K IITPUL-PYUKE.

PexxuM 103upoBaHus

JHo3za mnpenapara ConmkBa ConoCrap HomKHA MOAOUPAThCS WMHIWBUAYalbHO HA OCHOBAaHUU

KIIMHAYCCKOI'0O OTBCTA U TUTPOBATHCA, HCXOAA U3 HOTpGGHOCTI/I nanucHTa B HWHCYJIHUHC. HpI/I

npuMmenenuu npenapara Conuksa ConoCrap A03a TUKCHUCEHATHAA OCTENEHHO YBEIMYUBACTCS WU

YMCHBIIACTCA BMECTC C HOSOfI HWHCYJIMHa TJIapruH, a TakKXE 3aBUCUT OT TOI'O, KakKasad u3

BBIIIICYKA3aHHBIX IIMPHI-PYYeK HUCHOIb3yeTcs. Jlo3bl TUKCUCEHATHAAa B COCTaBe (PUKCHPOBAHHOM

KOM6I/IHaI_[I/II/I U MOHOIIpErapaTre JIMKCUCCHATUIAa HC GYI[yT UICHTUYHBIMU. HpI/IMeHeHI/Ie mpuI-

PYYKH ComukBa COJ'IOCTap IMMO3BOJIACT MOCTCIICHHO TUTPOBATh U BBOAWUTH J03bI JIUKCUCEHATHIA OT 5
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MKT J10 20 MKT, ncnonb3yst mmpui-py4xy Congxsa Conocwap T0r40 © marnom §,5-MEr; 7o) 10 KT 10

20 Mmkr, ucnosb3ys mwnpu-pyduky Comnuksa Conocrap 30-60 ¢ marom 0,33 mxr. [Ipu ucnonb3zoBanuu
MOHOIIpenapaTa peKuM yBEIMUYEHHUS JJO03bl BKIIOYAET TOJIbKO /1Ba mara: 10 Mkr u 20 MKT, Ipu 3TOM
HET BO3MOYKHOCTH IIOCTENEHHO YBEIMYMBATh 03y, KaK IMPH HCIOJIb30BAHUU (UKCHPOBAHHOM
komMOuHauu. [locreneHHas TUTpauus JUKCUCEHATHIa B COCTaBe (UKCUPOBAHHONH KOMOMHAIMM C
mrarom 0,5 Mxr win 0,33 MKr oTiIM4aeTcs OT TUTPALMU MOHOIIpenapaTa JIMKCUCEHATHa, KOTopast
npoBoauTcs B 2 stana: 10 Mxr u 20 mxr. Takum obpazom, nepeBof ¢ npenapara Conuksa ComoCrap
Ha KOMOHMHALMIO MOHONpENnapaToB B J033aX, MIACHTUYHBIX MOJOOPaHHBIM MpPHU TUTPALUH

¢buKcHpoBaHHON KOMOWHAIINY, HE MTPEICTABIISETCS BO3MOXKHBIM B OOJIBIITMHCTBE CIy4aceB.

Koppeknuio 1036l WM M3MeHEHHE BpeMeHu BBeleHus mnpenapara Conmksa ConoCrap ciemyer
MMpOBOAWUTL TOJIBKO TIOA Bpa‘{€6HBIM Ha6JIIOI[eHI/IeM C COOTBCTCTBYHOIIUM MOHUTOPHUHTOM

KOHIIEHTPAIIUH TITIOKO3bI B KPOBH (CM. pazaen 4.4.).
Hauanvnas 0oza npenapama Conuxea CoroCmap

[lepen nauanom Tepanuu npenapatoM Comuksa ConoCrap cieayeT NpeKpaTHTh TEPaIuio JH0OBIM
JpyruM 6a3aabHbIM MHCYJIMHOM, arOHUCTaMHU PELENTOPOB IUtokaroHomnonoonoro nenruaa-1 (I'TIII-

1), mepopalbHBIMH THUIIOTJIMKEMUYECKHUMH CpeacTBaMu (KpomMe MeT(hOopMHUHA W WHTHOMTOPOB

HIJIT2).

HavanpHast mo3a mpemapata Conumksa ConoCrtap BeIOMpaeTcsi, MCXOJs W3 MPEIIICCTBYIOIIETO
JICUCHUSA THUIIOTTIMKCMUYCCKMMU TMIpfriapataMd, W HC [JOJDKHA IIPCBbIIIATL HAYAJIIBHYKO 03y

mukcucenatuaa 10 MKT.

Havanbenas no3a npenapara Conuksa ConoCrap

IIpenmecTByrouiee jieyeHue

IIepopanbHble WNucynun  rnaprun | MHCYnuH rJaprud
TUIOTJIUKEMHU- (100 EJ1/mm)** (100 E1/mm)**
4ECKUe

>20 EJl - <30 EJ] >30 EJI- <60 EJ]
npemnapaTbl WU

arouuctel [TIII-1

(marueHTsI, HeE
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L

UHCYJINHA)

Havanpnas | [npun- 10 maroB no3el | 20 maroB 03Bl
71032 M THII | pydKa (10 EII/5 mkr)* (20 EJI/10 mxr)*
HITTPUL- Conuksa
pyUKH ConoCrap
(10-40)

Topun- 30 maroB 035l

pyuka

(30 E/10 mxkr)*
Conuksa

ConoCrap
(30-60)

* enquann nHcynuHa raaprud (100 EJl/mn)/MKr nukcuceHatuia.

[TanmenTsl, nonyvaromue menee 20 EJl mHCyIMHA IIIapruH, pacCMaTpUBAIOTCS KAaK MHCYIMHHAWBHbIE
MALACHTHI.

** Ecnu UCToIb30BalIcs APYyTroi 0a3aibHBIA WHCYJIHH:

e Jlnsa 6a3anpbHOrO MHCYIMHA (BBOAUMOTO 2 pasza B CyTKH) Wi uHcynuHa riaprud 300 EJl/mn
(BBoguMoro 1 pa3 B cyTkH), OOIIYIO0 CYTOYHYIO /103y HEOOXOAMMO CHadaja yMEHBIIUThH Ha

20 %, a 3aTem BbIOpaTh CTapTOBYIO 103y npenapara Conuksa ConoCrap.

e Jlns moboro apyroro 0a3aabHOTO MHCYJIMHA CIIEAYET MPUMEHSATH TO )K€ MPaBUIIO, YTO U JIJIS

uHcynuHa raapru (100 EJ1/mo).

MaxkcumanbHas cytouHas no3a npenapara Conuksa ConoCrap cocrasiser 60 maros no3st (60 EJL

WHCYNHHA rIapruH U 20 MKT TUKCHUCEHATH/IA).

[Ipenapar Conuksa ConoCtap BBOIUTCS MOAKOXKHO 1 pa3 B CyTKM B TeueHue 1 9 mepes JtoObIM

IMPpUEMOM IHUIIH.

[IpenmoutuTenbHO, YTOOBI MpaHAMaNbHAS (Hepe] NpUEeMOM MHUIIM) HHBEKIHS MpernapaTa

Comuksa ConoCrap mpoBOIMIACH €KETHEBHO MEPE] OJHUM U TEM K€ TPUEMOM ITHIIH, BEIOPAHHBIM,
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KaK Hauboyiee MOAXOIAIMA Ui mauuental B ciywgg ) MpofypRa: BEEIEHYs 038, Mpeiapara

Conuxsa ConoCrap, ee ciieyeT BBECTU B T€UeHHUE | 4 nepes CciaeayouM IpUueMOoM IHIIH.
Tumposanue 0ozvl npenapama Conuxea ConoCmap

[Ipenapar ConukBa ConoCrtap AOMKEH [I03UPOBATHCA B COOTBETCTBUM C WHIUBUIYaIbHOU
NOTPEOHOCThI0 manueHta B UWHCynuHe. C  LEenbl0  YIYYIICHUS TIMKEMHUYECKOTO0 KOHTPOJIS
pEKOMEHAyeTCsl KOPPEKTUPOBATh J03y IMpernapara Ha OCHOBAaHUHU OIpPENEICHHUs KOHLEHTpalUu

TJIFOKO3BbI B IJIa3M€ KPOBU HATOIIAK.

IIpu nepexome Ha Ttepanuio mnpenaparoM ConukBa ConoCtap W B MOCIEAYIOIIAE HEAETH

PEKOMCHAYCETCA NPOBECACHUE TIIATCIIbHOTO MOHUTOPUHI'a KOHOCHTPALIUMH T'JIFOKO3bI B KPOBH.

e Ecnu nedyeHue manuenTa HauMHAETCsl ¢ UCnoib3oBanus mmpuil-pydku Comuksa ConoCrap (10-40),

TO C MOMOUIBIO ATON MINPHUI-PYUKH 1032 MOXKET TUTPOBaThCA 10 40 11aroB 10361

o [Tpu 001X CyTOUHBIX A03aX > 40 m1aroB 103bl/CyTKH CIIEAYET MEPEHTH HA UCTIOIH30BAHUE IITTPHII-

pyuku Conuksa ConoCrap (30-60).

e Ecnu ieyeHre manuenTa HAaYMHAETCs ¢ UCoiab3oBaHus mmpuil-pydku Conuksa ConoCrap (30-60),

TO C TOMOUIBIO ATON MINPHUI-PYUKH 1032 MOXKET TUTPOBAThCA 0 60 11aroB 10361

o [Ipu oOmMX CyTOYHBIX [103ax > 60 1IaroB JO3bI/CYTKM HEJb3S HCIOIb30BaTh IMpenapaT

Conuksa ConoCrap.

Oco0ble rpyInbl NALKMEHTOB

Ilayuenmul 6 6o3pacme > 65 n1em

[Ipenapar ConukBa ConoCtap MOKHO MIPUMEHSTh y MAIMEHTOB B Bo3pacTe > 65 net. Jlo3a nomkHa
KOPPEKTUPOBAThCSI MHIUBUIYaJIbHO, UCXOAS U3 MOHUTOPHHIa KOHIEHTpPAI[M TJIOKO3bl B KPOBH.
OneIT IpUMEHEHHUS IIpenapaTa y HalleHTOB B BO3pacTe > 75 JIeT OrpaHuyeH.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

[Ipenapar ConukBa ConoCtap HE PEKOMEHAYETCS MalMeHTaM C IMOYEYHOM HEIO0CTaTOYHOCTHIO
TSDKEJIOW CTETEHU M TEPMHUHAJIBHOW CTaIUE MOYEYHON HEJOCTATOYHOCTH, MOCKOJIBKY OTCYTCTBYET

TepaHGBTI/I‘IeCKHﬁ OIIBIT MPUMCHCHUS JINKCUCCHATU/IA B HaHHOﬁ IpynIc manucHTOB.
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V MAIKEHTOB € MOYCYHON HEO0CTATOYHOCTBIO [CpeTHEH ¥ JICIKOME ¢TETIRHA TSKE¢ i KOPPOKIAS 10351

JUKCUCEHaTHAa He TpeOyeTcs. Y MalHMeHTOB C IMOYEYHOW HEAOCTAaTOYHOCTHIO MOTPEOHOCTh B
WHCYJIMHE MOXET OBITh CHUKEHA M3-32 CHIDKEHHOTO MeTaboI1M3Ma HHCYTUHA.

YV nmanueHToB ¢ MOYE€YHOM HEJJOCTATOYHOCThIO CPEHEN U JIETKOM CTENEHHU TSAKECTH MPU TPUMEHEHU N
npenapata ConukBa ConoCrap TpeOyeTcs MOHUTOPUHT KOHLEHTPALUU TIIOKO3bI B KPOBH U MOXKET
noTpebOBaTHCS KOPPEKIIUS JO3BI.

Tayuenmoi ¢ HapywieHuem QYHKYuU neveHu

BrusiHue medeHouHON HEeIOCTaTOYHOCTH Ha (apMakokuHETHKY mpenapara Comuksa ConoCrap He
U3y4aJioch.

Koppekiuu 10361 THKCHCEHATH/IA Y TTAIIMEHTOB ¢ IECYEHOYHON HEJJOCTATOYHOCTHIO HE TpeOyeTcs (CM.
pasgen 5.2.). Y NalMeHTOB ¢ MEYEHOYHOW HEIOCTaTOYHOCTHIO MOTPEOHOCTh B MHCYJIHMHE MOXKET
YMEHBIIATHCS BCIEACTBUE CHIXKEHUS CIIOCOOHOCTHU K TJIFOKOHEOTE€HE3Y U 3aMe/IeHUs] MeTabonu3ma
WHCYJMHA. Y TalMEHTOB C IEYEHOYHOW HEJOCTaTOYHOCTHIO MOXET MOTPeOOBaThCS YacCThIH
MOHUTOPUHT KOHLIEHTPAIMU TJIFOKO3bI B KPOBU U KOppekius 103kl npenaparta Conuksa ConoCrap.

Jletu 1 ToaApPOCTKH 10 18 mer

be3onacHocTh u 3 pextuBHOCTh Mpenapata Conuka ConoCrap y nereld U moIpoCcTKOB Miafmie 18
JIET HE YCTaHOBJICHA.

Cnooco0 npuMeHeHus

[Ipenapat Conuksa ConoCtap Helab3s BBOAUTh BHYTPUBEHHO U BHYTPUMBILIEUHO.

[penapar Conuksa ConoCtap BBOIUTCS MOJKOXKHO B 00J1aCTh )KUBOTA, TUIe4a WK Oepa.

MecTa MHBEKIMI CleayeT YepeoBaTh B Ipeaeiax OJHON 00sacTu (KUBOT, TUIEUO WM O€Ipo) OT
OJTHOW HMHBEKLIMU K CleAyIoled, 4ToObl CHU3UTh PHUCK JIMIOJUCTPOOUU M JIOKATU30BAHHOIO
amMHIIIon103a KoxH (cM. paszaensl 4.4. u 4.8.). Henb3s BBoAUTH npenapaT B 00JIaCTH JTUIIOAUCTPODUH
¥ aMUJIOU1032 KOXKH.

[TaneHThI JOIKHBI BCET/1a HCTIOJIb30BaTh HOBYIO MIITY, TaK Kak IIPH HOBTOPHOM HCIIOJIb30BAaHUU UIJT
UHCYJIMHOBOW INIMPUI-PYYKH YBEJIUYMBACTCS PUCK 3aKyNOPKH HIJIBI, YTO MOXET INPUBECTH K
NEepe03UPOBKE WM HENOCTaTOYHOM J03UpOBKE. B ciyuae 3aKynmopkM WUIJ MAaLUEHTHI JIOJKHBI
CIIEZIOBaTh MHCTPYKLMSIM, ONHCAaHHBIM B «MHCTpyKIMHM 10 HCHONB30BAHUIO Iperapara
ComukBa ConoCrap» (cm. pazzaen 6.6.).

[Ipenapar CommkBa ComoCrtap Henb3s HaOuUpaTh W3 KapTpUDKA MPEIBAPUTEIHHO 3aINOJTHCHHOU
IINPHUL-PYYKH B IIIPHULL, 4TOOBI N30€XaTh OIMOOK J03UPOBAHMS U MOTEHIMAIBHON NEPeI03UPOBKH

(cM. pazmen 4.4).
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4.3. IIporuBomoka3zaHusi

e [unepuyyBCTBUTENHHOCTh K WHCYJIMHY TJAprUH, JHUKCUCEHATHUIy, WA K IOOOMY WH3
BCIIOMOTaTeNbHbIX BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.

o Caxapnsiii guabet 1 Tuna.

e JImaGeTHuecKHil KeToaIUI03.

e Tskenble 3a00seBaHus KemyouHO-KumedHoro Tpakta (JKKT), Bkitouas ractpomnapes.

e [loueynas HemoCTaTOYHOCTH TspKenoW creneHu (kaupeHc kpeatunuHa (KK) menee 30
MJI/MUH).

4.4. OcoOble ykazaHusi 1 Mepbl PEI0CTOPOKHOCTH NPU NPUMEHEHHH

Caxapsblii quader 1 Tuna

[Ipenapar Conukea ConoCrtap mpoTUBONOKA3aH MAIlUEHTaM C caxapHbIM auabeTroM | Tuma wim s
JeYeHHs TuabeTHuecKoro keroauao3a (cm. pasaen 4.3).

I'unormukeMust

l'unornukemus sBnsercs HauOoiiee YAcTOM HeXenaTeabHOW peakuued BO BpeMs JICUCHHS
npenapatroM ConukBa ConoCrap. ['mmornvkeMusi BO3HHUKAeT, e€ciu J103a mpenapata ColukBa
ConoCrap BbIlIIE, YeM MOTPEOHOCTH B HEM.

@DakTopbl, MOBBIMAIOIINE IPEAPACIONOKEHHOCTh K TUIOINIMKEMHUH, TpPEOYIOT TIIATEIBHOTO
MOHUTOPMHIAa W MOTYT HOTpeOOBaTh KOPPEKLHUIO pexuma Jo3upoBaHud. K stum ¢akropam
OTHOCSITCSL:

- MU3MEHEHHE MECTA NHBEKLINN;

- NIOBBIIIEHNE YYBCTBUTEIBHOCTH K HMHCYJIMHY (Hampumep, U3-3a MpPEKpalleHus AeHCTBUS
CTPECCOBBIX (PaKTOPOB);

- HETPUBBIYHBIE, 00JIee TSHKENbIE UITH 0oJiee JUINTENbHbIe (PU3NYECKUE HArpy3KHU;

- COIYTCTBYIOIINE 3a00JIeBaHus (HApuMep, pBOTa, AUapes);

- HEI0CTaTOYHOE MOTPeOICHUE MUIIIH;

- IPOMYCK IIpueMa MUIIH;

- yHoTpeOsieHHe alKorois (3TaHOIa);

- HEKOTOpbIE€ HEKOMIICHCUPOBAHHbIC SHJOKPHUHHBIC HApYLICHUs (Takhe KakK TUIIOTUPEO3 U
HEI0CTaTOYHOCTh TOPMOHOB I€pEeHEN N0 IMNopHU3a UIH KOPbl HAIOYEUYHUKOB);

- COITYTCTBYIOIIIasl TEPAIUs HEKOTOPHIMH JIEKAPCTBEHHBIMU MpemnaparaMu (cM. pazzaen 4.5.).
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 03.07.2025 Ne 16529
IIpy  OMHOBPEMEHHOM TPUMEHEHUU JTMKQUCEHATHIA] A/ AVHH | (WH Oy R |HC ) (TPQU3BAIHBIMH

L =]

CyJb()OHMUIMOYECBHHBI MOBBIIIECH PUCK PA3BUTUS TUIIOTIUKEMUH, B CBSI3U € 4eM, npenapat Coauksa
ConoCrap He cieqyeT NPUMEHATh B COYETaHUH C penapaTaMu CyiIb(OHUIMOUYEBUHBI.

Ho3a mpenapara ConukBa ConoCrtap 0KHA TOAOHUPAThCS WHAMBUIYAIBHO MO KIMHHUYECKOMY
3 deKTy U TUTPOBATHCS, UCXOsI U3 TOTPEOHOCTH MaIeHTa B MHCYJIMHE (CM. pazaen 4.2.).

['unepronkemMus

l'uneprivkemMust MOXKET pa3BUTHCS y MAaLMEHTOB, eciy go3a npenapara Conuksa ConoCrap HUKE,
4eM OTPEOHOCTh B HEM.
K ¢akropam pa3BUTHS THIEPTIUKEMHH OTHOCSTCS:

e mpornyck BBeaeHus 1036l penapara Conuksa ConoCrap win BBEIEHUE HEIOCTATOUYHOM J103bI;

e HapyIIeHUE MPaBUJ XPAHCHHUS MIPENapaTa;

e HapyuieHue paboThI MIPHUI-PYIKH;

® CTpecc, YMOIIMOHAIBHBIC PACCTPONCTBA;

e uH(pEKIMOHHBIC 3a00JIeBaHNs, TTOBBIIICHHAS TEMIIEpaTypa Tela;

® HEJaBHO MEPEHECEHHbIEC ONIEPATUBHBIC BMEIIATENIbCTBA;

® OJHOBPEMEHHBIN IPUEM MPEMAPATOB, CHIDKAIOIINX TUMOTITMKEMUIECKOE ICHCTBUE HHCYITNHA

(cM. pazzmen 4.5.).

OCHOBHBIMH CHMIITOMaMH THUIEPIIIMKEMHUH SIBISIOTCS JKaXa, YYalleHHOE MOYCHCITyCKaHUE,
yCTallOCTh, CYXOCTh KOXH, TMOKPAaCHEHWE JHIlA, TMOTEps] AaNMeTHTa, CHUXKCHHE apTepHaATLHOTO
JABJICHUS, YYaIlleHHOE cepaneOueHne, TIOKo3ypus, KeToHypus. [Ipu pa3sBUTHU THUIIEPTIUKEMUN
BO3PACTAET PUCK Pa3BUTHS AMAOETHUECKOTO KETOAIN103a.
[ManuenT nomxkeH OBITh WHOOPMHPOBAH O TOM, YTO NPHU Pa3BUTHH CUMIOTOMOB M TPHU3HAKOB
TUTNEPIIIMKEMHH CJIETyeT HEMEJICHHO OOpaTUThCS K Bpady JIs MPOBEACHUS OOCICTOBaHHS U
MOJTyYeHUST HEOOXOAMMOM METUIIMHCKOM TTOMOIITH.

JInnoaucTpodus M JIOKAIN30BaHHBIA aMIUIONI03 KOXKH

[ManeHThI 1OJKHBI OBITH TPOMHCTPYKTUPOBAHBI O TOCTOSTHHOM U3MEHEHUU MECTa HHBEKLIUHU, YTOOBI
CHHU3UTHh PHCK Pa3BUTHs JUIMOAUCTPOGUH U JIOKAITW30BAHHOIO aMMiIonao3a Koxu. CyliecTByer
NOTEHIMATIbHBI PUCK JIETIOHUPOBAHMS M CHUXKEHHA aOcopOLUM MHCYJIMHA M YXYJILIEHHS
IJIMKEMUYECKOTO KOHTPOJIS I0C/I€ MHBEKIUM HWHCYJIMHAa B MeCTa C JaHHBIMHM pPEaKLUsIMHU.
Coo01manock, 4To BHE3aIMHOE U3MEHEHHE MECTa UHBEKIIUU Ha HETIOPAXEHHYIO 00JIaCTh IPUBOJIUT K

PAa3BUTUIO THUIIOTTIMKCMUH. ITocne cmMmeHBl MecTa HHBCKIIUU PCKOMCHAYCTCA MOHUTOPHUHT
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 Ne 16539

KOHIIEHTPALIUK [JIIOKO3bI B KPOBH U KOPPEKIIUSY 1031, KNOME TOT0, MOPKET TIOTPeOOBATHGS ASMEHEHKE

A03bI TUNIOTJTIMKECMUYCCKUX ITPCIIApaTOB.

OcCTpBIii TAaHKPEATUT

[Ipumenenue aronucroB peuentopoB ['TIII-1 cBsizaHO ¢ pUCKOM pa3BUTHSL OCTPOrO MaHKpEaTHUTA.
3aperucTpupoBaHO HECKOJBKO CIIy4aeB OCTPOro IMaHKpeaTUTa MpU NPUMEHEHUU JMKCUCEHATH[A,
XOTS HE OBUIO YCTAHOBJICHO NPUYUHHO-CICACTBEHHOW B3aUMOCBS3M MEXIY HHMHU. [lanimeHTHI
JOJKHBl OBITH MPOMH(MOPMHUPOBAHBI O XapaKTEPHBIX CHMIITOMAaX MaHKpeaTUTa: IUTEIBHO
coxpaHsitomuecs (MepcUCTUPYIONINE) CUIbHBIE 60K B kuBOTE. [Ipu momo3peHnH Ha MaHKpeaTUT
npumeHenue npenapara Conuka ConoCrap cienyer npekpatuthb. [Ipyu moaTBEpKASHUN AHArHO3a
OCTpPOro TMaHKpeaTuTa He CleAyeT BO300HOBIATH JjedeHue mnpernaparom Comnuka ComoCrap.
[Ipenapat ConukBa ConoCrap cieayer NpUMEHSITh C OCTOPOKHOCTBIO Y MAIIUEHTOB C MAHKPEATUTOM
B aHaAMHe3e.

Octprie 3a00JICBaHUS YKETYHOTO IIY3BIp

[Ipumenenne aronuctoB penentopoB ['TIII-1 OO0 accouMupoBaHO C OCTPHIMU 3a00JIEBAHUSAMU
KETYHOTO MMy3bIpsi. Y MalMEHTOB, MOJIyYaBIIMX JUKCHCEHATH], OBUIM 3aperuCTPUPOBAHBI OCTphIC
3a00J1€BaHUsl KETYHOTO Iy3bIps, TAKME KAK JKEIYHOKAMEHHas OOJIe3Hb WM XOJIELUCTHUT, XOTS
IPUYMHHO-CJIECTBEHHAs CBSI3b UX Pa3BUTHs C NPUEMOM JIMKCHCEHATHJa He ObLIa yCTaHOBIICHA.
[MTanenToB cienyer HHGOPMHUPOBATH O XaPAKTEPHBIX CHMIITOMAX OCTPOro 3a00JIeBaHHS KETIHOTO
ny3bIpst: 00JIb B BEpXHEH YacTH KHUBOTA, JINXOPAJIKa, TOIIHOTA, pBOTA U kenTyxa. [Ipu nogo3penun
Ha JKEIYHOKAMEHHYI0O OO0JIe3Hb IOKa3aHbl HCCIIEAOBAaHMS JKEIYHOIO Iy3bIps U IOCIELyoLIee
HaOJIFOJEHUE.

ITpuMeHeHre v TAIIMEHTOB C TSHKEIILIMU 3a0oaeBannsaMu JKKT

[Ipumenenne aronuctoB perentopoB I'TIII-1 mMoxeT OBITH CBA3aHO C Pa3sBUTHEM HEXeNaTEIbHBIX
peakuuii co ctoponbl XKKT. ITpenapatr ConukBa ConoCrap He u3ydaics y NallUEHTOB C TAKEJIbIMU
3aboneBanusmu JXKKT, BKITtouas TspKeInblil racTpornapes, 1 To3ToMy IpuMeHeHne npernapaTta ColnkBa
ConoCrap y naHHbBIX IALIMEHTOB NIPOTUBOIIOKA3aHO (CM. paznen 4.3.).

IloyeyHasg HEAOCTATOUYHOCTD TSAKEIION CTEIICHU

OTCyTCTBYEeT TEpanmeBTHYECKUN ONBIT NPUMEHEHUs Ipenapara y MAalUeHTOB C IOYEYHOH
HenocTatouHOCThIO0 Tspkenmoi crenmeHn (KK menee 30 mur/mMuH) WM ¢ TEpMUHAIBHOW cTaguein
[IOYEYHON HENOCTaTOYHOCTU. [IpruMeHeHue npenapara NPOTUBONIOKA3aHO Y NMALUEHTOB C II0YEYHOU
HepocTaTouHOCThI0 Tshkenoi creneHn (KK menee 30 Mui/MHH) WM TepMUHAIBHOW MOYSUHOM

HEJI0CTaTOYHOCTHIO (CM. pazaensl 4.2. u 5.2.).

12



COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 03.07.2025 Ne 16539
OHOBpEMEHHOE MPUMEHECHHE JICKAPCTBEHHBI Inpenapar_mqs*, CNEOOBATENBHOCTL 0017)

3aMeyIeHHEe ONIOPOKHEHUS JKETyKa IPU IPUMEHEHUH JTMKCUCEHATH 1A MOYKET 3aMEUISITh CKOPOCTh
abcopOuMu JIeKapCTBEHHBIX MpenapaToB, NMpHUHUMaeMbiX BHYTpb. [Ipemapar ComukBa ConoCrap
ClleflyeT HPUMEHATh C OCTOPOKHOCTBIO Yy MALMEHTOB, NMPUHUMAIOIIUX BHYTPb JIEKAPCTBEHHBIE
npenaparsl, KoTopble ObICTpo BeackiBatoTcs B XKKT, TpeOyroT TIATENbHOTO KIIMHUYECKOTO KOHTPOJIS
WIM UMEIOT y3KUH TeparneBTUUYeCKUi HHIEKC (cM. pasaen 4.5.).

Acnupanus npy o011ell aHeCTE3UH WIHN [IIYOOKON celalluu

CooOuranocs 0 ciayyasx aclupaiyy Wi acCnupalioOHHON MTHEBMOHHUH Y MAI[MEHTOB, TPUHUMAIOIINX
aronuctsl perentopoB ['TIII-1, mpu nmpoBeaeHUU nporeyp Mo OOIIe aHecTe3nel i riay0oKon
cemauueid. Crenyer yduThIBaTh IOBBIIIEHHBIM PHUCK OCTAaTOYHOI'O JKEIYIOYHOIO COAEPKUMOTO
BCJICJICTBUE 3a/IeP’KKA OINOPOXKHEHHUsS JKENyJlKa TIepel MPOBEJCHUEM IMpOLeaAyp IOoja OOIei
aHeCTe3MeH WK rITyOOKOH ceamuei.

Jlerunparanus

[Manenrtos, nomyyatoumx jeyenue npernaparom Conuksa ConoCrap, ciemyeT HHPOPMHPOBATEH O
NOTEHLIMAJIbHOM PHUCKE JETUJpATalUU B CBSA3H C PA3BUTHEM HEXKEJIATENIbHBIX PEAKIUI CO CTOPOHBI
KKT u o cobmrogeHnu Mep mpea0CTOPOKHOCTH BO H30EKaHUE TTOTEPH KUIKOCTH.

O0pa3oBaHye aHTUTET

[Tpumenenne npemnapara ConnkBa ConoCrtap MOXKET BbI3bIBaThH 00pa30BaHHE aHTUTEN K UHCYJIHUHY
[JIAPTUH  W/HIM JIMKCUCEHATUAy. B penkux ciydasx Npu HAJIUYAW TaKUX AaHTUTEN MOXKET
notpeboBaThcst Koppekiuus 1036l npenapata Conuksa ConoCrap ¢ 1eablo KOPPEKIMH TEHICHIUN K
Pa3BUTHIO TUIIEP- WIHA TMIIOTVINKEMUH.

IIpenorBpaiiieHue OIIMOOK Opy BBEACHHUH IIpCriapara

[TaneHTsl MODKHBI OBITH MPOMHCTPYKTUPOBAHBI O HEOOXOAMMOCTH BCETJa NMPOBEPSTH ITHUKETKY
HIMPUL-PYUKH [T€pel KaXIbIM BBEICHUEM TIperapara, 4To0bl H30€KaTh CIy4yaifHOTO MepenyThIBaHUS
Mexay cobor aByx mmpui-pydek CommkBa ConoCrap, MUMEIONIMX pa3IudHble KOHIICHTpAIUU
JNEHCTBYIOIIMX BEIECTB, WJIM NEPENyThIBAaHUSA C JAPYTUMH IIIPHUI-PYYKaMU C JIPYTUMH
UHBEKIMOHHBIMHA TPOTHBOANA0CTUYECKIMHU TIPErapaTaMH.

s toro uytoObl M30exaTh OMMOOK JO3UPOBAHUS MpernapaTa U MEpPeNOo3UPOBKH, MAIIMEHTHI U
MEAUIMHCKNE paOOTHUKN HUKOTa HE JOJDKHBI UCIIOJIb30BaTh IMPHUIL AJIs U3BJICUCHUS MIperapaTa 13
KapTpuKa NpeABapUTENbHO 3anoHeHHoW mmpul-pyduku Connksa ComoCrap.

JIpyrue TUIOrIMKEeMUYSCKHE TTPENapaThl
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He wusywanock onHoBpemeHHOe TpuMeHeHud npenapatd) CormreaREomodrap (e ABrdguropamMu

COOTBETCTBYET QRCHEFTHOMY QTYETY

JUIICIITUAUIITICIITU AAa3b1 IV, IMPOU3BOAHBIMU Cy.)'[b(bOHI/I.HMO‘IeBI/IHBI, TIIMHUAaMU, ITHMOTJIMTa30HOM.

BcrmoMorarenbHBIE BEIIECTBA

[Ipenapar CommkBa ConoCtap COAEPKUT METaKpe30Jl, KOTOPBI MOMKET BBI3bIBATH PAa3BUTHE

AJUIEPTUYECKUX PEaKIUi.

[Ipenapatr ConukBa ConoCrap coxepxutr meHee 1 mmons (23 mr) Hatpus B OJHOM J03€. JTO

03HAYaET, YTO OH IPAKTUUYECKU HE COAECPKUT HATPUIL.

4.5. BzaumoaeiictBue ¢ JPYrMMH JIeKAPDCTBEHHBIMHM TMIpernaparaMu #W JApyrue BHAbI
B3aUMOAeHCTBUI

Hccnenosanus no B3anmopeicteuio npenapara Conuksa ConoCrap ¢ ApyruMu JeKapCTBEHHBIMU

CPEICTBAMU HE MPOBOIUIHCH.

dapmakoguHaMHUYECKOE B3aUMOJIEUCTBHE

Psin nmexapcTBEHHBIX CPEICTB BIHUSET Ha METa0OJIM3M TJIOKO3BI, BCIEACTBHE YEro NpU UX
OJTHOBPEMEHHOM NPUMEHEHUH C MHCYJIMHOM MOXET MOTPeOOBATHCS KOPPEKLHUs J03bI MHCYJINHA U
0c00EHHO TIIaTeNbHOE HAOII0IeHUE, BKIIIOYasi MOHUTOPUHT KOHIIEHTPALIUH TIIFOKO3bI B KPOBH.

- JlekapCTBEHHBIC CpEICTBA, KOTOPHIE MOTYT YBEIHYMBATH THITOTJIMKEMHYECKOE IEeHCTBUE
WHCYJIMHA H CKJIOHHOCTh K pPa3BUTHIO THUIOTJIUKEMHUH: TMEPOpPaTbHBIC THIIOTIMKEMHUYECKUC
npemnapaTbl, HMHTHOWTOPHI aHTHOTEH3HWHIpeBpamartomero ¢epmenta (AIID), camumunarsl,
au3onupamun;;  ¢ubpaTsl;  (QayokceTMH, — WHTMOMTOpBI ~ MoOHOamuHOKcHnIazel  (MAO);

MEeHTOKCU(PMILTNH; TPOTIOKCU(EH; MPOTHBOMUKPOOHBIE CPENICTBA U3 TPYMIIHI CYIb(haHUIAMUIOB.

JlekapCTBEHHBIE CPENICTBA, KOTOpPHIE MOTYT OCIA0JIATh THIOTIMKEMHYECKOE ICHCTBUE
WHCYJIMHA: TIIOKOKOPTUKOCTEPOUIBI, NTaHA30J, IUA30KCU[, JUYPETUKH, TIIOKArOoH, W30HUA3U],
ACTPOTEHBI M TMPOTECTareHbl, MPOW3BOJAHBIC (EHOTHA3MHA, COMATPOIMH, CUMIATOMHUMETHYECKHE
JIEKapCTBEHHBIC CpeACTBa (Hampumep, HSnuHEDPUH [aapeHaMH]|, calbOyTamol, TepOyTalvH);
TOPMOHBI IIMTOBUIHOW KENEe3bl, ATHIIMYHBIC AHTUIICHXOTUYECKHE JIEKAPCTBCHHBIC CPEICTBA
(HampuMmep, OJIaH3aIMH U KJIO3alMH) U HHTUOUTOPHI IPOTeas.

Bera-agpenoOnokaTopsl, KIOHUIWH, COMU JIUTUS U ITAHOJI MOTYT, KaK YCHWJIUBATh, TaK H
0CJIa0JIATh TUIOTIIMKEMHUYECKHH 2P (HEeKT HHCYITHHA.
- [TeHTaMUAMH MOKET BBI3BIBATH THITOTIIMKEMHIO, TIOCIIE KOTOPOH B HEKOTOPBIX CITyYasiX MOXKET
Pa3BUBATHCS TUTICPTITUKEMUSI.
[Tomumo 3TOTO, TIOJT BO3ICHCTBUEM CUMIATOIUTHYECKUX JICKAPCTBEHHBIX CPEACTB, TAKMX Kak OeTa-

aZpeHoOJOKaTOpbl, KJIOHWUIWH, TYyaHETUAUH U  PE3EpHHH, MPHU3HAKU  aJpEeHEePruyYecKoiu
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
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KOHTPPETYJIALMA (aKTUBALMH CUMIIATHIECKOW|HEPBHOW CHOTEMBI |8 OFBE Ha/ THRPTIHKEMIAFO) MOy T

OBLITH MEHEE BBIPAKCHBI UJIM OTCYTCTBOBATD.

DdapMaKOKMHETUYECKOE B3aUMOJIENCTBUE

JlukcuceHaTua sSBISETCS MENTUIOM U HE METa0O0JIM3UpYyeTCs ¢ OMOIIbI0 M30(E€PMEHTOB CHCTEMBI
uuroxpoma P450. B wucciaegoBaHusiX inm  vitro JMKCUCEHATH] HE BIUSUI HAa aKTUBHOCTh
POTECTUPOBAHHBIX U30(EPMEHTOB cUCTEMBI IUTOXpoma P450 umym TpaHCIOpTEpOB y YelIOBEKa.
Brusanue 3a0epicKu OnopodicHeHUs: HcenyoKa Ha abcopoyuio NPUHUMAEMbIX GHYMPb 1eKapCMEeHHbIX
npenapamos

3anepkKa ONOPOKHEHUS JKeNy/IKa MPU MPUMEHEHUH JIMKCUCEHATH/Ia MOXKET YMEHBIIUTh CKOPOCTh
abcopOuMK  JIEKapCTBEHHBIX  IpEnapaTroB, NpUHUMAaeMbIX BHYTpb. CiemgyeT coOmonaTh
OCTOpPOKHOCTh TPU OJHOBPEMEHHOM IpHUEME BHYTpPb JICKAPCTBEHHBIX IPENapaTroB C Y3KHUM
TEpaneBTUYECKUM JAMANa30HOM WM TPeOYIOIUX THIATEIbHOr0 KIMHUYECKOT0 MOHUTOpHUHTA. Eciaun
TaKMe Ipernaparsl cjaeayeT IPUHUMATh BO BpeMs €/Ibl, allHeHTaM CIIeyeT pEeKOMEHA0BaTh UX MpUeM
C TeM NMPUEMOM IHILH, KOTJAa He BBOAUTCS JUKCHCEHATH . JIeKapcTBEHHBIE Mpenapathl Js IpuemMa
BHYTPb, 3(PPEKTUBHOCTH KOTOPHIX OCOOEHHO 3aBUCHT OT MOPOTOBBIX KOHIICHTpAlWH, TaKkue Kak
AHTUOMOTHKH, CIIeTyeT MPUHUMATh HE MeHee YeM 3a | 4 10 nin yepes 4 4 mocjie UHbEKIUH IpenapaTa
Conuksa ConoCrap.

l"acTpopesucTeHTHBIE Mpenapatkl ciaelyeT MIPUHUMATh He MeHee 4eM 3a 1 4 10 uiu uepes 4 4 mocie
uHbeKuu npenapara Conuksa ConoCrap.

C napayemamonom

Koppekuuu no3el mapaneramoia HpH OJHOBPEMEHHOM HpuUMeHeHuu ¢ mpernapatoM Colnksa
ConoCrap He TpebyeTrcs, OJHAKO B cllydae HEOOXOTUMOCTH OBICTPOrO Hayajla JACUCTBHUS
napaieramosia, €ro ciaeayeT NpuHUMaTh uyepe3 1-4 yaca nocne uHbeKHMM npenapata Coiuksa
ConoCrap BBHAY BO3MOXHOTO YBEJIWYEHHS] BPEMEHH IJOCTHKEHHSI MaKCHMaJIbHOW KOHIIEHTpAIUH
napaiieraMmorsia B Tia3Me KpOoBH.

C nepopanvuvimu KOHMPAYEenMUGHLIMU NPEenapamamul

[ManreHTKaM, IPUMEHSIOIINM NEPOPAbHBIE KOHTPALICITUBHBIE IIPETapaThl, CIeIyeT PeKOMEH/10BaTh
MIPUHUMATh HEe MeHee yeM 3a 1 4 1o unu yepe3 11 4 nocne nabekuuu npemnapara Conukba ConoCrap.
C amopsacmamunom

[TanmenTam, NPUHUMAIOLINM aTOPBACTATHH, CIEAYEeT PEKOMEH0BATh €ro MpueM He MeHee ueM 3a |

y 10 uin yepe3 11 1 nocne nabekuu npenapara Conuksa ConoCrap.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
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Koppexkitust 10361 Tpy COBMECTHOM NIPUMEHEHYH aTopBagTaTaHammpenapard Connksg ComoCrap He

Tpebyercs.

C sapgpapurom

Koppeknuu 10361 BapdapuHa Ipu ero COBMeCTHOM IpumeHeHnu ¢ npenapatom Commksa ComoCrap
He TpeOyeTcs, OJHAKO PEKOMEHIYETCsl YaCThli MOHUTOPUHT MEKIYHAapOJHOTO HOPMAJU30BaHHOTO
ornomenust (MHO) B Havalne u mocie okoH4aHus tepamnuu npemapatom Conrksa ConoCrap.

C oucokcunom

Koppeknuu 10361 AMTOKCHHA TIPU €r0 COBMECTHOM TpuMeHeHuH ¢ npenaparoM Conuka ConoCrap
He TpeOyeTcsl.

C pamunpuniom

Koppekuuu 10361 pamunpuia npu ero COBMeCTHOM IpuMeHeHnH ¢ npenaparoM Comnuksa ConoCrap
He TpeOyeTcsl.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

JKeHIMHEI ¢ ACTOPOAHBIM ITOTCHIMAJIOM

[Ipumenenne mnpenapata ConukBa ConoCTtap HE PEKOMEHAYETCS JKEHIIMHAM C COXPAHEHHBIM
JE€TOPOHBIM OTEHINAJIOM, HE IPUHUMAIOIIUM KOHTPALEITUBBI.

bepemeHHOCTD

OTCyTCTBYIOT JaHHBIE KOHTPOJIUPYEMBIX KIMHUYECKHX HCCIIEIOBAaHUI MO MPUMEHEHUIO B IIEPUOA
6epemennoctu npenapata Conuksa ConoCrap, HHCYJIMHA TJIapTUH UIH JTUKCHCEHATHIA.

B wuccnenoBaHMAX Ha JKMBOTHBIX Oblla IPOAEMOHCTPUPOBAHA PENPONYKTHBHAs TOKCUYHOCTH
JMKCHceHaTHa (CM. paszen 5.3.); He BBIABICHO SMOPHOTOKCUYHOCTH U T€PATOTCHHOCTH UHCYJIMHA
TJIApTUH.

[ToTenumanpHelid puck ans dyenoseka HeusBecTeH. [Ipenapar Conuksa ConoCTap nNpoTUBONOKa3aH
npu 6epeMEeHHOCTH (M3-3a COZEP)KaHMsI B COCTaBE MperapaTa JMKCUCEHATH/IA).

[Tpu nnanupoBaHUM OEPEMEHHOCTH WM €€ HACTyIIeHuH JedeHue npenaparom ConukBa ComoCrap
CJIETyeT IPEKPATUTD.

JlakTanus

Het naHHBIX O IPOHUKHOBEHUU B IPYAHOE MOJIOKO Y€JIOBEKA MHCYJIMHA [NIAPTUH WIN TUKCUCEHATHIA.

[Tpumenenue npenapata Conuksa ConoCrap B epuo rpyIHOr0 BCKapMJIMBaHUS IPOTUBOMOKA3aHO.

DepTUILHOCTE
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Uccenenosanvisi, MPOBEICHHbIE HA JKUBOTHBIX C [HCYIMHOM DTAPIH A A K C A HANAION L HE NOKa3au

COOTBETCTBYET QRCHEFTHOMY QTYETY

X HCITOCPCACTBCHHOT'O H€6HaFOHpI/I}ITHOFO BOSI[GﬁCTBHH Ha (bepTI/I.HBHOCTB.

4.7. BansiHMe Ha CHOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMH CpeACTBAMHM H padoTaTh C
MeXaHU3MaMH

[Ipenmapar ConukBa ConoCtap HE OKa3bIBaeT WJIM OKa3bIBA€T HE3HAYUTEIBHOE BIIMSHHE Ha
CIIOCOOHOCTH YTPaBJIATh TPAHCHOPTHBIMU CPEICTBaMU WM paboTaTh ¢ MexaHusMmamu. OpHako
CIIOCOOHOCTH KOHIIEHTPUPOBATHCS U PEAarMpOBATh MOXKET OBITh HAPYIICHA HU3-32 TUIIOTIUKEMUHU WIIH
TUTNIEPTIIMKEMHUH, WM, HAaOpUMEpP, B pe3yibTaTe HapYLICHUs 3PEHUS. DTO MOXET MPEACTaBIATh
OTMACHOCTh B CHUTYallMsX, KOTJIa 9TH CIIOCOOHOCTHM HMMEIT 0oco0oe 3HaueHue (Hampumep, Mpu
yIpaBiIeHUU TPAHCIOPTHBIMU CPEJCTBAMH HIIM PabOTE C MEXaHU3MAMH).

[ManmenTam cregyeT pPeKOMEHIOBATH COONIOAATH MEPBI MPEAOCTOPOKHOCTH, YTOOBI H30€kKaATh
TUTIOTJIMKEMHUH BO BPEMs YIPABICHUS TPAHCIIOPTHBIMHU CPEICTBAMH WA PabOThI ¢ MEXaHU3MaMHU.
OTO0 0COOEHHO Ba)KHO y T€X MAIMEHTOB, Y KOTOPBIX OCJIa0JIEHO WJIM OTCYTCTBYET pacro3HaBaHHE
CUMITOMOB, MPEABEIIAIONINX PAa3BUTHE TMIIOTTIMKEMUN, UM Y MAIMEHTOB C YacThIMHU 3MU30JaMU
TUMOTIIMKEMUH. B Takux chnyyasx JOJDKeH OBITh PAacCMOTPEH BOIPOC O IIEIECO00Pa3HOCTH
yIpaBeHUs] TPAHCTIOPTHBIMH CPEJCTBAMU WJIM MEXaHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

Pesrome mpoduiist 6e3onacHOCTH

Haunbonee HaCTbIMU HEXCIJIaTCIIbHBIMU pPCaKusIMHn BO BpEMs JICUCHUA nmpemnapaTromMm
Conuksa ConoCTap ABJIIIIUCH TUIIOTTIMKEMUA U HEXEIATCIBbHBIC PEAKIIUU CO CTOPOHEI XKEJIYJA04YHO-

KUIIEYHOT'0 TpakTa (cM. mojapasaen «Omnrcanue oTIeIbHBIX HEXKENATeIbHBIX PEAKIIHi» ).

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HexenatenbHble peakivd, CBsI3aHHBIE C MPUMEHEHHEM IIperapara ¥ HaOJIOJaBIIUECS B XOJe
KIIMHUYECKHUX MCCIEA0BAHUMN, MPEACTABIECHBI IO CUCTEMHO-OPTaHHBIM KJIACCaM B TIOPSIKE YOBIBAHHUS
Y4acTOTHI UX Pa3BUTHS: o4eHb yacTo (> 1/10); wacto (> 1/100, Ho < 1/10); Hewacto (> 1/1000, HO <
1/100); penko (= 1/10 000, o < 1/1000); ouens peako (< 1/10 000); wactoTa HemsBecTHa (Ha

OCHOBAaHHMH UMCHOIIUXCSA JaHHBIX OUCHUTH HCBOSMO}KHO).

YacroTa
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Cucremno- Ouenn yacro |Yacro Hemacyol [1OBEATE [Hapmerak, (01017)
OPraHHBIN Kjacce HCH3BECTHA
Wndexnun u Hazodapunrut
WHBa3uU

Nudexums BepXHUX

JbIXaTEIbHBIX ITyTEH
Hapymenus co Kpanusauna
CTOPOHBI UMMYHHOMH
CHUCTEMBI:
Hapymenus co [M'unmornmukemu
CTOPOHBI s
MeTabonu3ma u
MUTaHUA
Hapymenus co I'onoBokpysxe |I'onoBHas 60k
CTOPOHBI HEPBHOU HUE

Jucres3us
CHUCTEMBI
Kenynouno- TomHoTa Hucnencus
KUILIEYHBIE Huapest bousb B xuBOTE
HapyIIEHHs Ppora
Hapymenus co AMWION03 KOXKHU
CTOPOHBI KOXKH U

. Jlunonucrpodus

MOIKOKHBIX TKaHEU AucTpod
OO6mre HapyIIeHUs Peaknuu B IloBbmIIEHHAA
U PEaKLUH B MECTE MecTe YTOMIISIEMOCTD
BBEJICHUS WHBEKIINU

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEeaKIIUMA

Tunocnuxemus

B cnenmyromeit Tabnuiie ommcaHa 4acToTa JTOKYMEHTAJIbHO MOATBEPIKICHHBIX CHMITOMATHYECKHX

runonmkemMuit (< 3,9 MMOJIB/TT) U TSOKEJION THUIIOTJIMKEMUU Kak Juts npenapata Conuksa Cosocrap,

TaK W JJis [perapaTa CpaBHEHUS.
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ATl e =il ol o o s o O T B
T B TR T ' | e i 1 1

L o Ay o B Y

IManmenTsl, He nonyyaBmue nedenus | Ilepeson asanpHOoro | Ilepeson Cc TEPANUM
HMHCYJTMHOM HHCYJIMHA arOHNUCTaMHU penenTopoB
I'TIII-1
CommkBa Wncynia Jlnkcuce | CommkBa Wucynua Conukaa ATOHHCTHI
ConoCrap | rimapru HaTHUJI ConoCrap TJIApTHH ConoCrap penenTopoB
I'TIII-1
KonuuectBo | 469 467 233 365 365 255 256

NaluCHTOB

I[OKyMeHTI/IpOBaHHaH IpOoTEKaroIas ¢ KIIMHHUYECKOH CUMIITOMATHKON THIIOTJIUKEMHS *

ITaumentsr ¢ | 120 110 15 146 155 71 6
SIU30I0M
runiormukem | (25,6 %) (23,6 %) (6,4 %) | (40,0 %) (42,5 %) (27,8%) (2,3%)
uu, K-BO
MMalMEHTOB
(%)
Dnu30a5l 1,44 1,22 0,34 3,03 422 1,54 0,08
TUIIOTJIUKEM
AA HA OJUH
MaIUeHTO-
roJI, K-BO

Tspxenast TUITOTTHKEM U ¥ *

Dnu30a5l 0 <0,01 0 0,02 <0,01 <0,01 0
TUIIOTJIUKEM
AH Ha OJIUH
MaIUeHTO-
roJI, K-BO

ﬂOKyMeHMMPOGLIHHble cunociukemudecKue neaiceiameslbhvle peadkyuu, npomexkaroujue ¢ KAUHUYECKOLL

cwwnmomamukoﬁ, Uiu msaotceilble cunociuKemMudecKue neacenameilbHvle peaxkyuu

*  JIOKyMEHTHUPOBaHHAs, MPOTEKAMIas C KIMHUYECKON CHUMITOMATHUKON THIOTIMKeMHUs Oblia
AMU30/10M, BO BPEMsI KOTOPOTO TUIMYHBIE CUMIITOMBI TUIIOTJIMKEMUHU COYETAINCH C YCTaHOBIIEHHOU
IUIa3MEHHOW KOHILIEHTpAIMeH IIII0K03bI B KpoBH < 70 Mr/mi (3,9 MMoIb/m).

** Taxenas, mpoTeKaromas ¢ KIMHUYECKOW CHMITOMATHUKON THUIOTIMKEMHEs ObLa SIMU3070M,
nOTPeOOBABIIUM MTOMOIITH APYTHUX JIOCH ISl TOTO, YTOOBI aKTUBHO BBECTH YTJIEBOBI, TJIFOKATOH WJIH
MPOBECTH IPYTHE MEPOTPUSATHS, HAIIPABICHHbBIE HA MOEPKAaHUE OCHOBHBIX KU3HEHHBIX (DYHKITHIA
OpraHu3Ma.

Hapywenus co cmoponvl 2KKT

Hexenartenpubie peakuuu co ctoponbl JKKT (TomHoTa, pBOTa M qriapesi) 4acTo perucTPUPOBATUCH
BO BpeMsl JiIeUeHHUsl. Y MalMEeHTOB, MOTyJaromux jJedeHue npenaparom Conuksa ConoCrap, yactoTa

CJIy4aeB TOIIHOTHI, TUAPEH U PBOTHI, CBA3AHHBIX C JieueHneM, coctaBisiia 8,4 %, 2,2 % u 2,2 % (B
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COOTBETCTBYET SKCNEPTHOMY OTYETY
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KIMHHYecKuX ucenenosanusax LixiLan-O u LixiLan-L) mc$;5%; 08% a1 L2k ©00TBEr¢CIBEH O (B

KIuHUYeckoM uccienoBanuu LixiLan-G). Hexxenatenbubie peakiun co croposbl JKKT B ocHOBHOM

ObUIM YMEPEHHO BBIPAKECHHBIMU U MPEXOISAIHMHU.
Hapywenus co cmoponvl uMMyHHOU cucmembl

Coo0manioch 0 pa3BUTUU AJUIEPTHUECKON peakiuu (KpamuBHUIA), BO3MOXKHO CBSI3aHHOW C

npumeHenneM npenaparta Conuksa ConoCrap, y 0,3 % manueHTosB.

Bo BpeMmst mocTperucTpalnOHHOro MPUMEHEHHs HHCYJIMHA TTIAPTHH U JIMKCUCEHATH A HaOII0JauCh
Cllydad TeHEpaM30BaHHbBIX AJUIEPTUYECKUX DPEaKUMH, BKIIOYas aHAQUIAKTUYECKHUE PEAKLUH U

AQHTMOHEBPOTHUYECKUM OTEK.
Hmmyrnocennocms (obpazosanue anmumen)

[Tpumenenue npenapara Conuksa ComoCTtap MOKET IPUBECTH K 00pa30BaHUIO aHTUTEN K MHCYJIUHY

TJIAPTUH W/WIHM TUKCUCeHATHay (cM. paznaen 4.4.).

[Tocne 30 Henens neyenus npenaparom Conuksa ConoCrap B 1ByX uccienoBanusx ¢assl 3 (LixiLan-
O u LixiLan-L) yacTtora oOpa3oBaHus aHTUTEN K UHCYJIHMHY riapru cocrasisia 21,0 % u 26,2 %.
[Tpumepno y 93 % nanueHToB aHTUTENa K HHCYJIMHY TJIapTyUH IPOIEMOHCTPUPOBAIN IEPEKPECTHYIO
PEaKTUBHOCTh C YEJIOBEYECKMM HHCYIMHOM. YactoTa 00pa3oBaHUS aHTUTEN K JIMKCHUCEHATHAY
cocTaBisuia npubnu3uTensHo 43 %. Hannune aHTUTEN K MHCYJIHMHY TJApTrUH U JUKCUCEHATHUILy He

OKa3bIBAIO KJIMHUYECKH 3HAYMMOTO BIIUSHUS Ha 6€30MacCHOCTh U 3(PPEKTUBHOCTD.
Peaxyuu 6 mecme 66edenus

Y Hekotopbix mnanueHToB (1,7%), moMydalomUMX HWHCYJIMHOTEpANHio, BKJIOYAs IpernapaT
Conuka ConoCrap, HabII0JATUCh IPUTEMA, JIOKAITBHBIN OTEK, 3y/] B MECTE€ HHBEKLUHU. DTH SABICHHS

0OBIYHO TIOCTEIICHHO YMEHBIIAIUCH U TIPOXOIUIN 0€3 JICUCHHS.
Yacmoma cepoeunvix coxpauenuti (4CC)

[Tpu npumenenun aronuctoB perentopo ['TIII-1 coobmanock 06 yennuernu YCC, a B HEKOTOPBIX
UCCIIEIOBAaHMAX JIMKCUCEHATUAA Takxke HaOmoganochk BpemeHHoe ysenuuenue UCC. B muiane6o-
KOHTPOJIMPYEMBIX KJIMHUYECKUX uccienoBanusx Il ¢a3pl ObU10 MOKa3aHO OTCYTCTBHE MOBBIIICHUS

cpennux 3HaueHu YCC.
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3abonesanus KodcU U NOOKONCHOU KLEeMYAMK (NOCNEOOBATENBHOCTE 0017)

L

Jlunoguctpodus (B Buae aumoaTpoduu WIN JUMOTHUIIEPTPODOHUH) W JOKAITM30BAHHBINH aMUJIOUI03
KOXH MOTI'YT BO3HHUKATbL B MCCTC HHBCKIUU U CHUXATb MCCTHOC BCACBIBAHUC JICKAPCTBCHHOI'O
nmpenapara. IlocTosHHas cMeHa MecTa HHBCKIMU B Mpcaciax 06HaCTI/I HMHBCKIIHUN MOXET IIOMOYb
YMEHBIINTh WM TPEAOTBPATUTh JaHHBIC MmociencTBus (cM. pazgen 4.4.). UmeroTcs cooOmieHus o
pPa3BUTHH THIEPIIIMKEMUAN TPU TOBTOPHBIX HMHBEKIHUSAX B O0JIACTh aMIIIOWI03a KOXH. [lpm
BHC3AaITHOM H3MCHCHHUUN MCCTAa MHBCKIMU Ha HCIIOBPCIKACHHYIO O6HaCTB COOGH.IEUIOCB O pa3BUTHUU

THITOITIMKEMUU.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O TOM03pEeBAaCMBIX HEXKENATENbHBIX pPEaKIHsIX TOCIe PEeTUCTpaluu
JICKapCTBEHHOTO TMpemnapara ¢ Melbio 00eCTieueHUs HEPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS
«10Jb3a — PUCK» JIEKapCTBEHHOIrO Mpemnapara. MenuIUHCKUM pa0OTHUKAM PEKOMEHAYEeTCs
coo0IIaTh 0 JIOBIX MOJ03pPEBAaEMbIX HEXKETIATeNbHBIX peaklUaX JEeKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHUS O HEXeIaTeNbHbIX PEaKIHIX TOCYIapCTB — YICHOB

EBpa3uiickoro 3K0HOMHU4ECKOr0 COI3a.

Poccuiickaa ®eoepayus

denepanpHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

anpec: 109012, r. MockBa, CnaBsHCKas 1omap, 1. 4, crp. 1

ten.: +7 (800) 550-99-03

azipec dNMeKTPOHHOM mouThl: pharm@roszdravnadzor.gov.ru

UHTEpHeT-calT: http://www.roszdravnadzor.gov.ru

Pecnyonuxa Kazaxcman

PI'TT na TIXB «HamuoHanbHBIA LEHTP SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIMIIMHCKUX
uznenuit»  Komurera MemuuuHCKOro #  (apMaleBTHUECKOro  KOHTposis  MUHHCTEpCTBa
3npaBooxpaneHust Pecny6omuku Kazaxcran

aapec: 010000, r. Acrana, yin. A. UmanoBa, 1. 13

Ten.: +7 (7172) 235-135
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ajipec 3NEeKTPOHHOM mouThl: farm@dari.kz (NOCNEOOBATENBHOCTE 0017)

L

uHTepHET-canT: www.ndda.kz

4.9. Ilepeno3upoBka

CuMnOTOMBI

NMeroTes orpaHnYeHHbIE KIMHUYECKUE JaHHbIE B OTHOILIEHUH NEpe03UpoBKH IpenapaTta Conmksa
ConoCrap.

B0o3MOXHO pa3BUTHE TUIIOIVIMKEMUU M HEXenaTelbHbIX peakuuii co cropoHsl XKT B cimydae
npeBbIIeHus Tpedyemoit 10361 mpenapara Conukea ComoCrap.

Jleuenue

ONU30/16I TUIOTJIMKEMHH JIETKOW CTENEHH BBIPAXKEHHOCTH OOBIYHO MOTYT KYNMHPOBATHCS MPUEMOM
JIETKOYCBOSIEMBIX YTJIEBOJIOB BHYTPb. MoOeT moTpedoBaThcs KOPPEKLHUs 03bl MpernapaTta, AUEThI
WJIM HUHTEHCUBHOCTU (PU3UUYECKOI HArpy3KH.

bonee Tsxensle 3MU30/1b61 THIOTIIMKEMUH, BILIOTH 10 PA3BUTHUS KOMBI, CyA0POT WIIM HEBPOJIOTUYECKHUX
HAPYIICHU MOTYT KYIUPOBATHCS BHYTPUMBIIICYHBIM/TIOJAKOKHBIM BBEJICHHUEM TJIIOKATOHA WIIH
BHYTPHBEHHBIM BBEJICHHEM KOHIIEHTPUPOBAHHOTO pacTBOpa JEKCTPO3bl (TJIIOKO3bI). Moxer
noTpedoBaThCs JUIMTEIbHBIA MPHEM YIJIEBOJAOB U HaOIOJICHHWE Bpada, TaK Kak IMOC]IE BUIUMOTO
KJINHWYECKOTO YIy4YlIEHUSI BO3MOKEH PELUINB TMIOTJITMKEMHH.

B 3aBucumocTH OT KIMHMYECKMX TMPOSIBICHUH M CHUMITOMOB CJEIYyeT HauyaTbh TEpamuio,
NOJIEP’KUBAIOITYI0 OCHOBHBIE KU3HEHHBIE (PyHKINH, a 1032 nnpenapara Conuksa ConoCrap gomKHa
OBITH CHIDKEHA JI0 IPEIMUCAaHHON MAI[UEHTY J03bI.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHuUYecKue CBOMCTBA

dapMakoTepaneBTUYECKas TPYTIa: CPEACTBA I JICUCHUS CaXapHOTO [uadeTa; MHCYIUHBI U UX
AHAJIOTW; NHCYJIMHBI JUIMTEILHOTO JEHCTBHS U UX aHAJIOTHU JJIs1 HHBEKIIMOHHOTO BBEJCHUS.

Kong ATX: AI0AES4.

MexaHu3M IeHCTBUS

Ilpenapam Conuxea ConoCmap

[Ipenapar Conuksa ConoCrtap sBisieTCs KOMOMHHPOBAaHHBIM IIpEMapaToM, B COCTaB KOTOPOTO
BXOZT JIBa FMIIOITIMKEMHUYECKUX CPEJICTBA C JOMOIHIIOIUMU APYT Apyra MEXaHU3MaMH JIeHCTBHSL:
WHCYJIMH TJIapTUH, aHAJIOT MHCYJIMHA JUIUTEIBHOTO JeWCTBUS, U JINKCUCEHATU, aTOHUCT PELIENTOPOB

I'TIII-1. [leficTBuE npenapara HallpaBJIEHO HA CHUYKEHUE KOHLIEHTPALMH TII0KO3bl B KPOBU HATOIIAK
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¥ [OCNe NpueMa MU (TOCTIPaHANATIBHOM| KOHUECHT PRI | FFIFORO3BI B [RPABA){ TFO (YIyAlaeT

TNIMKEMUYECKH KOHTPOJIb Yy TAIMeHTOB C CaXapHbIM JAuabeToM 2 TWma, HO TMPH 3TOM
MUHHUMH3UPYETCS YBEIMYECHUE MACCHI T€JIa U PUCK PA3BUTHSI TUIIOTJIMKEMUHU.

Hncynun enapeun

OcHoBHOM (QyHKIIMEH HHCYJIMHA, B TOM YHCIIE HHCYJIMHA [JIaPTHH, SABIISETCS PEryJsiius MeTabonu3ma
[JII0KO3bL. THCYIJIMH U €ro aHaJIOry CHUKAI0T KOHIIEHTPALIMIO TIIOKO3bI B KPOBHU, 33 CUET YBEITUUCHUS
nOTPeOJICHUsT TIIFOKO3bI MEepUPEPUUSCKUMU TKAaHSIMH (B OCOOCHHOCTH, CKEIIETHBIMHU MBIIIIAMUA U
YKUPOBOI TKaHBIO) U MOJABICHUS 00pa30BaHus INIIOKO3bI B IeYeHH. VIHCYIMH MOAABIIAET JIUIOIU3 U
MIPOTEOJIU3, a TAKKE YBEIMYUBAET CUHTE3 OeiKa.

Jluxcucenamuo

Jlukcucenartua ssisiercst aronuctom peuentopos ['TII-1. Peuentop I'TIII-1 siBnsieTcs MuiieHbto aist
HatuBHoro [TIII-1, »>HAOr€HHOrO0 TOPMOHA BHYTPEHHEW CEKPEIUMU, KOTOPBI MNOTEHIUPYET
[II0K0303aBUCUMYIO CEKPEIINIO MHCYIMHA OeTa-KJIeTKaMu U MOAABIISET CEKPELUIO ITI0KaroHa ajbga-
KJIETKaM¥ TIOJIKETYTI0YHOU KEeJe3bl.

JlukcuceHaTua CTUMYJIUPYET CEKPELMIO HHCYJIMHA B OTBET HA MOBBIIIEHNUE KOHLIEHTPALIUU TJIFOKO3bI
B KpoBU. OJIHOBPEMEHHO IMOJABISAETCA CEKpenus TIiaoKaroHa. Kpome 53Toro, JIHMKCHCEHATH[
3aMeJUIsIeT OOPOKHEHHUE KelTy1Ka, YMEHbIIIast 32 CYET 3TOr'0 CKOPOCTh a0COPOLINH IITFOKO3bI U3 MUIIH
U €€ TIOCTYIJIEHUE B CUCTEMHBIN KPOBOTOK.

dapmakoarHaMHUYECKUE CBOWCTBA

IIpenapam Conuxea ConoCmap

KomOuHanust MHCyIMHA TTIapTUH U JTUKCHCEHATH/Ia HE OKa3bIBaeT BIMSIHUS Ha (apMaKoJIOTHYECKOe
NEeHCTBUE WHCYJIMHA TJIapruH. BiusHue KOMOWHAIIMM WHCYJIMHA TJIAPTUH W JIMKCHUCEHATHIA Ha
dapmakoIoruyeckoe JAeWCTBHE JIMKCHCEHATHUAA B KIMHUYECKHX wuccienoBanusx | a3l He
U3y4aJioch.

AHaJOTMYHO OTHOCHUTENIFHO MOCTOSIHHOMY MNPOQMII0 «KOHLEHTpALMs/BpeMsa» 0e3 BbIpaKEHHBIX
NMUKOB B TEYCeHHE 24 4 TpU BBEACHHM TOJBKO WHCYJIWHA TJIAPTUH, MPH BBEICHUU KOMOWHAIMH
WHCYJIMH TJIAPTHH + JTUKCUCEHATHT PO UITh «CKOPOCTh YTHUIIH3AINH TIIFOKO3BI/BPEMsD) OBLIT CXOKHUM,
0e3 BbIpaKEHHBIX MMHUKOB.

JmuTenbHOCTh NEWCTBUSA MHCYIMHOB, BKiItoyas npenapat Conuksa ConoCrtap, MOXKET BapbUPOBaTh
KaK y pa3HbIX MAIMEHTOB, TAK U Yy OJHOTO M TOTO € MaIllMEHTA.

Hncynun enapeun
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B KIMHHYECKHMX HCCIENOBaHUAX MHCYnuHA riiaprud (190 E ) runommkeManeqyoe) N¢HeTBIE

BHYTPUBEHHO BBOJUMOIO WHCYJIMHA TJIApPTUH OBUIO NPUONH3UTENILHO TaKUM K€, KaK H Y
YeJI0BEYECKOT0 MHCYJIMHA (MPU BHYTPUBEHHOM BBEICHUU 000X MPEMapaToB B OJIMHAKOBBIX J103aX).
Jluxcucenamuo

B 28-mHeBHOM MI1a1ie00-KOHTPOIMPYEMOM HCCIICIOBAHUN Y TAIIUEHTOB C CaxapHBIM TUA0ETOM 2
THUIIA 110 OLICHKE BIUSHUS JTUKCHUCEHaTHAa B 103ax 5-20 MKr 1 unu 2 pasza B CyTKM Ha KOHIIEHTPALHIO
[JIIOKO3bl B KPOBHM IOCJE MpUEMa CTAHIAPTHOTO 3aBTpaka, JIMKCUCEHATU[, BBOJUMBIA B 3TOM
ucciaenoBaHuu yTpoM B go3e¢ 20 MKr 1 pa3 B CyTKH, MOAIEPKHBAT CTATUCTHYECKH 3HAYUMOC
CHIDKEHHUE TTOCTIPAHINATILHON KOHIIEHTPAIIUH TJIFOKO3bI B KPOBH TOCIIE 3aBTpaKa, o0e/1a U y>)KUHA.
[Tocne crangapTU3MPOBAHHOTO TECTOBOTO IMpPUEMa MEUYEHHOW H30TONOM MHUIIM JTUKCUCEHATU]
3aMeUIsUT OMOPOKHEHHUE JKeNyJIKa, CHUXKAs 3a CYET ITOTO CKOPOCTh abCOpOIMM TIIOKO3BI MOCIE
npuema nunii. Qe 3aMeTIeHUsT OTTOPOKHEHUS JKEITyKa COXPAHSJICSA K KOHITY HCCIEI0OBaHUSI.

Knuanueckas 2dbdeKkTUBHOCTE U 0€30I1aCHOCTE

Bbesomacnocts u 3 dextrBHOCTS Tpenapata ConukBa ConoCTap B OTHOIICHUH TIIMKEMHUYECKOTO
KOHTPOJISI OLICHUBAIIUCH B XO/I€ TIPOBEACHHUSI TPEX PAHIOMU3UPOBAHHBIX KIIMHUYECKUX UCCIICTOBAHMIA
y MalMEeHTOB C CaxapHbIM IuabeToM 2 Tuna:

e xiuHuyeckoe wuccaenaopanue (LixiLan-O) ¢ axkTUBHBIM KOHTPOJEM, TPOBEICHHOM Y
NAI[MEHTOB C CaxapHbIM JIHMa0eToM 2, He MOJIyYaBIIMX paHee Teparnuio HWHCYJIHMHOM H C
HEJOCTAaTOYHBIM  INIMKEMUYECKMM  KOHTpPOJIEM MpH  IPUMEHEHHWH  [epOpalibHbIX
TUTOTJIMKEMHYECKHUX TIPErapaTos;

o mHHYeckoe uccienoanue (LixiLan-L) ¢ akTHBHBIM KOHTPOJIEM B CPABHEHUH C HHCYJIMHOM
rJIapruH (Iepexos ¢ Tepanuu 6a3aabHbIM HHCYJIUHOM),

e xiuHu4eckoe uccaenaopanue (LixiLan-G) ¢ akTHBHBIM KOHTPOJIEM B CPABHEHHUH C arOHUCTaMH
peuentopos ['TIII-1 (mepexox ¢ Tepanuu aronuctamu perentopos ['TIT-1).

B kaxnom wucciegoBaHMM C aKTUBHBIM KOHTpoJieM JjedeHue mnpenaparom Cosmka ConoCrap
NPUBOJIMIO K KIMHUYECKU M CTATUCTUYECKH 3HAYMMBIM YIIYUIIEHUSM YPOBHS TIIMKUPOBAHHOTO
remoriobuna Alc (HbAlc).

Hoctmwxkenue 6onee Huzkoro ypoas HbAlc u 6onbiee cumkenue yposus HbAlc He mpuBoauiio k
YBEJIMYEHHUIO YaCTOThl Pa3BUTHS CIIydyaeB TUIOTJIMKEMUU MPU KOMOMHUPOBAHHOM JIEUYEHUH IIO
CPaBHEHMIO C BBEJICHUEM MHCYJIMHA IJIapryH OTAEIbHO (cM. pasaen 4.8.).

B xnuHMYecKoOM HCCIeIoOBaHUM TIPH JOMOJHEHUH K MeTQOopMHUHY JieueHrne HaunmHamu ¢ 10 maros

70361 (10 eanHUI] MHCYIMHA TTAPTHH U 5 MKT JIMKCUCEHATH/1a). B KIMHUYECKOM UCCIeI0BaHUU TIPH
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 03.07.2025 N2 16539
nepexozie ¢ 6a3aNIbHOr0 MHCYJIMHA HaYaIbHAs 032 COCTABIsIIR 20 MAroR, 1035 (2 Qe MMl HCY IMHa

rimaprul U 10 Mkr mukcucenaruaa) uinu 30 maros 103sl (30 equHUI] HHCYIMHA TapruH U 10 MKr
JUKCUCEHATH/Ia), B 3aBUCUMOCTH OT MPEABIAYIIECH T03bI HHCYIHHA. B 000MX HCCIEI0BaHUAX 03y
TATPOBaIM | pa3 B HENEIIO0 Ha OCHOBE M3MEPEHHBIX 3HAYCHHI KOHIIEHTPAIIMU TJIFOKO3BI B TUIa3Me
HATOIIaK.

Knunuuecxoe ucciedosanue ¢ axmuHblM _KOHMPOIEM, I’ZD06€0€HHO€ Yy nayuenmoe C caxapHsvim

ouabemom_ 2 muna, He noaydaeuiux panee mepanuro  UHCYIUHOM U C He0OCmAamo4HbIM

SAUKEMUUECKUM KORMPOJIEM NPU NPUMEHEHUU NePpOopPaAIbHblX 2UNOSTIUKEMUUYECKUX npenapamos (HFH)

1170 manmeHTOB C caxapHbIM AuabeTroM 2 Tuma ObUIM PaHIOMH3UPOBAHBI B  OTKPHITOE,
KOHTPOJIMPYEMOE HCCIIEIOBAaHUE C AKTUBHBIM KOHTPOJIEM MPOAOJKUTENBHOCTBIO 30 Hexenb i
oueHku s¢dexTuBHOCTH U Oe3omacHocTH mnpenapara Conuka ConmoCrap MO CpaBHEHHUIO C
MpUMEHEHHUEM B OTAeNbHOCTH HHCYIMHA ThapruH (100 EJI/min) u nukcucenatuna (20 Mkr).
[TarueHTsl ¢ caxapHbIM AMa0eTOM 2 THIA, MOJy4YaBUIME TOJIBKO MET(HOPMHUH WM METPOPMHUH U
BTopoi [II'TI (mpenapar cynbhOHUIMOUYEBUHBI MK TIUHU, Wi uaruoutop HI'JIT2, nunu uarudurop
punentuauanentuaasbl-4 (HAI11-4)), u koTopble HE HOCTUIIM TTTUKEMHYECKOTO KOHTPOJIS HAa 3TOU
tepanuu (nuanazoH HbAlc 7,5-10% nns manneHToB, KOTOpPbIE paHee MoJTydail TOJIbKO MET(HOPMUH,
u 7-9% 1uisl MallMeHToB, KOTOphIE paHee moydanu MmeTgopmuH u Bropoii [1I'TI), Bomiu B BBOIHBIM
NepUOJI UCCIICAOBAHUS MPOJOJDKUTEIBHOCTBIO 4 Henenu. Bo BpeMs aToii BBogHOU (ha3bl jeueHue
MeT(GOpPMUHOM OBUTO ONITUMHU3UPOBAHO, a puMeHeHue moObix apyrux I1I'TI 610 npekpamieno. B
KOHIIE BBOJHOW (ha3bl MalMEHThl, COCTOSHUE KOTOPBIX HE KOHTPOJIUPOBAIOCH JTOJKHBIM O00pa3oM
(HbAlc 7-10%), Ot paHIOMHU3HMPOBAHBI B TPYIIbl A NpUMeHeHHs npernapara Coiuksa
ConoCrap, MHCYJTMHA TTIApTHH WK JIMKcuceHatuaa. M3 1479 nauenToB, HauaBIIKUX BBOAHYIO (a3y,
1170 O6bumn  panpomusupoBaHbl. OCHOBHBIMM TNpUYMHAMH  OTKa3a OT Iepexoja B
paHIOMHU3HPOBaHHYIO (ha3y ObUTH 3HaYeHUE TI0KO03bI B mia3Mme Haromak (I'TIH) > 13,9 Mmons/a u
sHadenne HbA lc < 7% wmm > 10% B KoHIIE BBOAHOM (ha3bl.

PangomMu3upoBaHHbIE TALIMEHTHI C CAXapHBIM JHA0ETOM 2 THIIa UMENH CISIYIOIINE XapaKTePUCTHKH:
CpenHui BO3pacT cocTaBisit 58,4 roia, mpuueM OOIBIIMHCTBO MaueHToB (57,1%) OblTn B BO3pacTte
ot 50 10 64 net, 50,6% nanuenToB ObuTH My>xunHaMu. Cpenauii uaaeke maccol Tena (MMT) B Hadane
WcclenoBanus coctaBmi 31,7  Kr/m’, y 63,4% mnanuentoB MUMT > 30 Kr/M?. Cpennsis
IPOJIOJDKUTEIBHOCTh CaxapHOro JualdeTa cocTaBisula OkojJo 9 yer. MeThopMHUH  SBIISICS
o0s13aTenbHOM 0a30BOM Tepanuei, mpu 3ToM 58% maruenToB noayvanu Bropoi [T mpu ckpuHuHre,

pu 3ToM 54 % manueHToB — Npenaparsl CyIb(POHUIMOUYEBUHBI.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 03.07.2025 Ne 16529
Ha nenene 30 Beenenus npenapara Comuksg ConoCrap HabIoanoes| CTRRMCTNHET KN SHAUHMOE

ynyumienue ypoBHs HbAlc (3nauenume p < 0,0001) mo cpaBHEHHIO C BBEIEHHEM OTACIHHBIX
KOMIIOHEHTOB. B mnpeaBapuTenbHO 3aJaHHOM aHalW3€ JTOM NEPBUYHOM KOHEYHOM TOUYKHU
HaOJI0laeMble pa3finyMsl COOTBETCTBOBAIM HcXxoaHOMYy ypoBHI0O HbAlc (<8% wmu >8%) wnm
ucxonuomy ucnosib3oanuto [I'TI (Toasko Merdopmun nnu metdopmud + Bropoit ITITI).

CM. TabuuIty U pUCYHOK HIXKeE, TJIe YKa3aHbl JpyTUe KOHEUHbIE TOUKU HCCIIeIOBAHMUS.

Pe3syabrarsl yepe3 30 Heaesib — KJIMHHUYECKOE MCC/IEIOBAHHE 10 100aBJIEHUI0 K MeT(hOPMUHY

(Moguuumnposannas I'TT-nonyasiums)
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ConukBa Nucynun JIukcuceHaTHu/
ConoCrap rJIapruH
KoanyecTBo Cy0beKTOB HccaenoBaHus | 468 466 233
(Mmopu¢punuposannas ITT-nonmynsums)
HbAlc (%)
Ucxonuelii ypoBeHb (cpeaHee 3HaueHue; mocine|8,1 8,1 8,1
BBOJIHOM (ha3bl)
3aBeplicHe UCCIIeI0BaHUs (CpelHee 3HaueHue) | 6,5 6,8 7,3
W3menenne cpemHeKBaApaTHIHOTO 3HAYCHHS 110 |-1,6 -1,3 -0,9
CpPaBHCHHI0O C WCXOJHBIM ypOBHEM (cpeiaHee
3HAYCHHE)
Pa3znuria mo cpaBHEHHIO ¢ HHCYJIMHOM TJIAPTHH -0,3
95 % noBepuUTENHHBIN HHTEPBAT [-0,4, -0,2]
(3HaueHue p) (<0,0001)
Pa3nuIia mo cpaBHEHHUIO C JIMKCUCCHATHIOM -0,8
95 % nmoBepUTENIbHBIN HHTEPBAT [-0,9, -0,7]
(3HaueHue p) (<0,0001)
KonmuectBo mammentoB (%), kotopeie mocturiu |345 (74 %) 277 (59 %) |77 (33 %)
ypoBHs HbAlc <7 % Ha nenene 30 neuenus™
YpoBeHb I11I0K03bI B IJ1a3Me HATOUIAK (MMOJIb/JT)
HcxonHbrit ypoBeHbB (cpeaHee 3HAUCHIE) 9,88 9,75 9,79
3aBepIieHre UCcaea0BanmsI (CpeaHee 3HaueHne) | 6,32 6,53 8,27
M3menenne cpemHeKBaApaTHIHOTO 3HAYCHHS 110 |-3,46 -3,27 -1,50
CpPaBHEHHMIO C HCXOOHBIM YypOBHEM (cpeaHee




CO0

5]

ot 03.07.2025 N2 16539

TCTBYET QKCIHEPTHOMY OTYETY

3HAYCHHE)

(NOCHEL

LBATElNBL

OCTE 0017)

PasHuna cpenHeKBaJpaTHYHOTO 3HAYEHUS I10
CpPaBHEHUIO ¢ TJIAPTHHOM (CpeIHee 3HaUYCHNE)

(95 % JIN)

(3HaueHue p)

-0,19

[oT -0,420 mo
0,038]
(0,1017)

PaBHI/ILIa CPCAHCKBAIPATUYHOTO 3HAYCHHUA 110

CpPaBHCHUIO C JIMKCUCCHAaTHA0OM (cpe;[Hee

3HAYCHUE)
(95 % AN)

(3HaueHue p)

-1,96

[oT -2,246 1o
1,682]
(<0,0001)

IocTnpanananbHasi TJIHKeMHsI d4epe3 2 4Yaca

(MMoJIB/T) **

HcxonHbit ypoBeHbB (cpeaHee 3HAUCHIE)

15,19

14,61

14,72

3aBepuieHre UCCaeI0Banus (CpeIHee 3HAUCHNE)

9,15

11,35

9,99

HN3menenne CPEAHCKBAAPATUYHOT'O 3HAYUCHUA 110

CPaBHEHHIO C UCXOJHBIM YPOBHEM

-5,68

-3,31

4,58

PaBHI/ILIa CPCAHCKBAIPATUYHOTO 3HAYCHHUA 110
CPaBHCHUIO C TIapTUHOM (cpeaHee 3Ha‘-IeHI/I€)

(95 % JTI)

-2,38

[oT -2,79 o -
1,96]

PaBHI/ILIa CPpCAHCKBAJIPATUIHOTO 3HAYCHHUA 110

CpPpaBHCHUIO (¢ JIMKCUCCHAaTHAOM (cpe;[Hee

3HAYCHHE)

(95 % JI)

1,10

[ot -1,63 10 -0,57]

Cpennss Mmacca Teja (Kr)

HcxonHbrit ypoBeHSB (cpeaHee 3HAUCHIE)

89,4

89,8

90,8

W3meHeHne cpenHEeKBaApaTUYHOrO 3HAYCHHS IO
CPaBHCHHIO C UCXOJHBIM YpOBHEM (CpelHee

3HAYCHUE)

-0,3

1,1

23

CpaBHeHI/IC C UHCYJIMHOM TIJIapryuH

95 % nmoBepUTEIbHBIN HHTEPBAT

(3HaueHue p)

-1,4

[oT -1,9 nmo -
0,9]
(<0,0001)

CpaBHeHI/Ie C JIUKCUCCHATUIOM

27
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 No 16539

95 % noBepuTeIbHBIN HHTCPBAT™ (NOCNEODBATENBHOCIEHA@16])
KoauuyectBo (%) nmanueHToB, JOCTUTINX YPOBHS | 202 17 65
HbAlc <7,0 % 06e3 yBeauueHusi Macchbl Tesa Ha|(43,2) (25,1) (27,9 %)
Hepaese 30 neyeHus

Pasnumna B mone ManmWeHTOB IO CPaBHEHUIO C 18,1

IpYNIoON MIPUMEHEHHSI MHCYJIUHA TJIapTHH

95 % nmoBepUTENIbHBIN HHTEPBAT [oT 12,2 nmo

24,0]

(3HaueHue p) (<0,0001)

Pasnuna B nmone mMmanMeHTOB IO CPaBHEHUIO C 15,2

TPyNIoON TPUMEHEHUsSI TUKCUCCHATHIA

95 % noBepUTENBHBIN HHTEPBAT* [oT 8,1 o 22,4]
CyTo4Hasi 1032 HHCYJIHHA [JIAPTUH

CpennexBanpaTuaHas 103a HHCYInHA Ha Henene 30 (39,8 40,5 He nmpumennmo

(cpenmnee 3HaueHNE)

* He BKJTIOYEHO B IIPEIBAPUTEIILHO YCTAHOBICHHYIO METOAMKY MOCIICIOBATEILHBIX UCTIBITAHUI
** [locTnpanananbHas TIIUKEMHS yepe3 2 yaca MUHYC KOHIIEHTpAIMs TJIFOKO3bI Mepe MPUEeMOM

MMHUIIHA

Pucynok 1. Cpennmii ypoBenr HbAlc (%) mno Busutam B TedeHne 30-HeaeIbHOIO

PAHAOMH3UPOBAHHOIO MEPUOA JIeYeHHU S
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B rpynme nmanuenToB, nomy4dasimmx npernapat ConukBa ConoCrtap, ObUIO MOTYYEHO CTAaTUCTHYCCKU
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 03.07 2025 N2 16539
3HAQYUMO OOJIBIIEE CHIKEHHUE CPEIHETO 7-TOUGUHOTO YPOBHA T fOK036L B TIFdIMe IPH CaMORAHTpOIIE

M0 CPAaBHEHHIO C UCXOTHBIM ypoBHeM Ha Hepene 30 (—3,35 MMoIb/1) o CpaBHEHUIO C MallMeHTaMH B
rpymnie WHCYIuHA Thnapruf (2,66 mMoinb/n; pasauna —0,69 MMOJB/JT) U ¢ MalMEHTaMHu B TPyIIe
mukcuceHatuaa (—1,95 mmons/n; pazauna —1,40 mmons/n) (p < 0,0001 mans obeux rpymm). Bo Bce
MOMEHTBI BPEMEHH CPEJIHAS KOHIICHTpAIUs [JII0OKO3bI B M1a3Me Ha Henene 30 Oblia HUXKE B TpyIIe
npenapara Conuksa ConoCrap, yemM B Ipynie MHCYJIMHA IJIapIUH U B IPyNIE JUKCUCEHAaTUAA, 3a
UCKJTIOUYEHHEM E€IMHCTBEHHOTO 3HAYCHMS JO MpHEeMa 3aBTpaka, KOTOpOe ObUIO CXOXKHMM B TpyIIe
npenapara Conuka ConoCrap ¥ MHCYJIMHA TJIAPTHH.

Knunuueckoe uccnedosanue ¢ akmueuuim KOHmMpoJjiem 6 cCpad6HerHuu ¢ UHCYIUHOM 2ldpP2UuH (nepexod C

mepanuu 6a3anbHbIM UHCYAUHOM)

736 ManKueHTOB ¢ caXxapHbIM AHa0eTOM 2 TUIIA MPUHSIIN Y9acTHE B PaHIOMU3HPOBAHHOM, OTKPBITOM,
MHOTOIIEHTPOBOM HCCJIEIOBAHUU C AKTUBHBIM KOHTPOJIEM MPOJOKUTEIBHOCTHIO 30 HElenb B ABYX
napajuIeIbHBIX TPYMIax JIedeHus! 171 oleHKH 3 dekTuBHOCTH U O6e30macHocTy npenapaTta Conuksa
ConoCrap no cpaBHeHHIO ¢ HHCYIMHOM riaprud (100 EJl/m).

[TanmeHTh! ¢ caxapHbIM qUabeTOM 2 TUMA, MPOUIEANINE CKPUHUHT, TOTyJYald JIeYeHne 0a3aibHBIM
WHCYJIMHOM B T€UEHHUE, 10 KpaiHel Mepe, 6 MecsI1eB, ¢ TPUMEHEHNEM CTaOMIIBHON CYTOYHOMN 103l
oT 15 mo 40 emunwmI OTHETHLHO WM B coueTaHWu ¢ omHum wim aByms III'TI (merdopmun nmu
CyJIb(OHMIMOYEBUHA, WM TIMHUZ, uiau uHruoutop HIJIT2, wim unruburop /I1I1-4), ypoBeHb
HbAlc cocraBun 7,5-10% (cpenuuit ypoens HbAlc 8,5% mnpu ckpununre) u konuentpanus ['TIH
< 10,0 mmonb/nm uim 11,1 MMOJIB/JT B 3aBUCUMOCTH OT MPEIBIIYIIECTO JICUCHHUS.

[Toce ckpuHUHTA MAIMEHTHI, TOAXOASIINE 1)1 ydacTus B ucciaeaoBanuu (n=1018), ObutH BKIIFOYCHBI
B BBOAHYIO (pa3y MCCIIeI0BaHUS MPOIOJDKUTEIEHOCTHIO 6 HEACIb, T OHU MPOXOAMIIN JICUCHHE, WITH
ObUIM TepeBe[CHbl Ha WHCYJIWH TJApTHH, B CIydyae, €CIM OHU TMPUMEHSUIM APYrod Oa3albHBIHA
uHCynuH. TurpoBanu/cTabUnu3upoBaid 103y HWHCYJIWHA TPU COMYTCTBYIOIIEM NPUMEHEHHH
MeTdopmuHa (ecim ero ucnoias3oBasin panee). [Ipuem apyrux I1I'TI 6bu1 ipexparieH.

ITo oxonuyanuu BBOJHOM (a3bl manueHTs ¢ ypoBHeM HbAlc 7-10 %, konuentpauueit ['TIH < 7,77
MMOJIB/TT U CYTOYHOM H030W MHCynuHA riaaprud otr 20 mo 50 exuHUI] ObLUTH PaHIOMU3UPOBAHEI B
rpyniy npumeHenus npenapara Comuksa ComoCrap (n = 367) nu6o uHCyIMHA TapruH (n = 369).
VY nmanueHToB ¢ caxapHbIM quabeToM 2 Tuna ObLIM CleIyIOIINe XapaKTepUCTUKH: CPeIHUN BO3pacT
cocrasmsut 60,0 ser, mpuueM O60NBIIMHCTBO MAMEeHTOB (56,3%) ObutH B Bo3pacte ot 50 mo 64 neT, a
53,3% naruenToB ObuH sxeHiHamu. Cpeaauii UMT B Hauane uccnenoBanus cocraBui 31,1 Kr/M2,

y 57,3% nauuentoB UMT > 30 Kr/M?. CpenHsist IpoI0JDKUTETLHOCTh CaxXapHOTo quadeTa cocTaBisiia
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 Ne 16539

npubIM3UTENbHO 12 J1eT, a cpenHss NpOAPLKUTENBHPCIE [ I MICE THY FOUISIOH¢CHeN0BaHMIO

JeYeHHUsI HAa OCHOBE 0a3albHOTO WHCYJIHMHA COCTaBIsUIa MpUOMM3uTeNbHO 3 roaa. llpu ckpuHHHTE
64,4% mnauMeHTOB MONMyYald HHCYJIWH TJapruH B KadecTBe OaszaiabHOro MHCynuHa, a 95,0%
MalMEHTOB MOJYyYaJId KaK MUHUMYM OJIUH comyTcTBytomuii [TI'TI.

Ha nenene 30 mpumenenus npenapata Conuksa ConoCrap HaOII01a710Ch CTATUCTUYECKH 3HAYNMOE
ynyumienue ypoBHs HbAlc (3Hauenue p < 0,0001) no cpaBHEHHUIO C BBEIEHUEM WHCYJIMHA TTIAPTHH.

CM. TabuuIty U pUCYHOK HHXKeE, TJIe YKa3aHbl JpyTUe KOHEUHbIE TOUYKU MCCIIeIOBAHMUS.

Pesyabrarsl yepe3 30 Heneab — HccCiaed0BaHME MANMEHTOB € CaXapHbIM Aua0eToM 2 THIA,

HEKOHTPOJMPYeMBbIM Ha Tepanmuu 0a3ajdbHbIM MHCYJIWHOM, MoauduuupoBannas ITT-

NnonyasAMs
CounkBa HWucynnH riaaprun
CoaoCrap
KoauyectBo cy0OBbeKToB uccjenoBanus | 366 365
(Moaudumupoannasa ITT-nonyasuus)
HbAlc (%)
Hcxonueiii ypoBeHb (CpemHee 3HAYCHHE, TOCIe BBOIHOM | 8,1 8,1
(ha3mwr)
OkoHuaHue JIeueHus (CpeaHee 3HaUCHHUE) 6,9 7,5
W3MmeHeHue cpeTHEKBaJpaTHYHOT O 3HAaYEHHS 110 CpaBHEHHMIO | -1, 1 -0,6
C UCXOAHBIM YPOBHEM (CpelHee 3HaUCHHUE)
Paznuna no cpaBHEHUIO ¢ HHCYJIMHOM TJIAPTHH -0,5
95 % noBepUTENbHBIN HHTEPBAT [-0,6, -0,4]
(3HaueHue p) (<0,0001)
KonmuectBo mammenTtos (n, %), kotopsie gocturiau yposHs | 201 (54,9 %) 108 (29,6 %)
HbAlc <7 % na nenene 30*
YpoBeHb ITI0K03bI B IIJIa3Me HATOLIAK (MMOJIb/JT)
HcxonHbrit ypoBeHSB (cpeaHee 3HAUCHIE) 7,33 7,32
3aBepieHue Ucce10BaHus (CpeaHee 3HauYeHNE) 6,78 6,69
W3MmeHeHue cpeTHEKBaJpaTUYHOT O 3HaUeHHS 10 cpaBHEHMIO | -0,35 -0,46
C UCXOJHBIM YPOBHEM (CpelHee 3HaUCHHUE)
Pa3nnna no cpaBHEHHIO ¢ MHCYJIMHOM TJIapTHH 0,11
95 % nmoBepUTEIbHBIN HHTEPBAT [oT -0,21 10 0,43]
IMocTnpanauajdbHAas KIMKeMUs yepe3 2 yaca (MMOJIb/JI) **
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COOTBETCTBYET QKCIHNEFTHOMY QOTHETY
ot 03.07.2025 Ne 165329
(NDCNEOOBATENEHOCTE 0017)

HcxonHbIit ypoBeHB (cpeaHee 3HAUCHIE) 14,85 14,97
3aBepuIeHrEe UCCaeI0BaHus (CpeIHee 3HAUCHNE) 9,91 13,41
N3Mmenenue cpeTHEKBapaTHUHOTO 3HAYEHHS 110 CPaBHEHHUIO | -4,72 -1,39
C UCXOJHBIM YPOBHEM (CpeaHee 3HaUYCHHE)
PaszHunia cpegHekBaapaTHYHOTO 3HAYCHHS 10 CPABHEHUIO C|-3,33
rJIapruHoM (CpeHee 3HaYCHHE)
(95 % AN) (ot -3,89 nmo -2,77)

Cpennss macca Teja (Kr)
HcxonHbIit ypoBeHB (cpeaHee 3HAUCHIE) 87,8 87,1
M3menenune cpeqHeKBaIpaTHIHOTO 3HAYCHHS TI0 CpaBHEHUIO | -0,7 0,7
C UCXOJIHBIM YPOBHEM (CpeHEE 3HAUCHHE)
CpaBHEHHE ¢ HHCYJIWHOM TJIapTruH -1,4
95 % noBepuUTENHHBIN HHTEPBAT [oT -1,8 m0 -0,9]
(3HaueHue p) (<0,0001)

KosnuectBo (%) nmanueHToB, KOTOpPbIEe JOCTUIJIN YPOBHH | 125 49

HbAlc <7,0 % 0e3 yBeanueHus Macchbl Tej1a Ha Hegene 30 | (34,2 %) (13,4 %)
Pasnuna B gone mamueHTOB MO CpaBHEHHIO ¢ rpymmoi 20,8
MPUMEHEHUS! HHCYJIMHA TTIapTHH
95 % moBepuUTENHHBIN HHTEPBAT [oT 15,0 mo 26,7]
(3HaueHue p) (<0,0001)

CyTouHasi 1032 HHCYJIHHA [JIAPTUH
HcxonHbIit ypoBeHSB (cpeaHee 3HaUCHIE) 35,0 35,2
Koneunas Touka (cpemHsis) 46,7 46,7
M3menenne cpemHEKBaIpaTHIHON 1036l HWHCynuHa Ha|l0,6 10,9
Henene 30 (cpenHee 3HAUYCHHUE)

* He BKIIFOYCHO B MpeaABapUTCIIbHO YCTAHOBJICHHYIO MECTOJAUKY ITOCIICAOBATCIIbHBIX HUCIIBITAaHUH

*# JTloctmpanauanbHas TJIMKEMHUS depe3 2 Yaca MHUHYC KOHIIGHTpalMs TJIIOKO3bI Tepen

IMPUEMOM IMHUIIU

Pucynok 2. Cpeanee 3Hauenume HbAlc (%) mno Busurtam B TedeHue 30-HeaebHOIO

PaHAOMHU3UPOBAHHOIO NEPUOJA JeUYeHH S
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Knunuueckoe uccredosanue ¢ akmusnuim KOHMPOLEM 8 CpaAsHeHUulU ¢ aconucmamu peyenmopos I T111-

1 (nepexoo ¢ mepanuu azonucmamu peyenmopos I TI1-1)

OddextuBHOCTh U Oe30macHocTh npenapara ComukBa ComoCrap Mo CpaBHEHUIO ¢ HEU3MEHEHHBIM
0 uccienoBaHus JieueHueM aroHuctoM peuentopoB [TIII-1 wu3ydanu B xome 26-HeneabHOrO
OTKPBITOTO PaHAOMH3UPOBAHHOTO HCCIIeIOBaHUsA. B nccnenoBanme ObUTH BKITIOYEHBI 514 anueHToB
C caxapHbIM AMa0eToM 2 THMAa, HE JOCTUTILIME HaJJIekallero KOHTpOJs 3a0ojeBaHMs (YpOBEHb
HbAlc 7-9% BKIIOUMTENHHO) MpH JIEYCHUHM HA TMPOTSIKCHWH, MO MEHbIIeW Mmepe, 4 MecsIeB
JUPAryTUAOM U OKCEHATHJIOM WM AYJariayTUIOM, alOUTIyTUIOM JIMOO 3KCEHATHIOM
MIPOJIOHTUPOBAHHOTO NIEUCTBUSI HA MPOTSHKEHUM MO MEHbIIEH Mepe 6 MecsilieB B MaKCHMAJIbHOM
NEpEeHOCUMON J103€ B COYETAaHHMM C MET(HOPMHHOM B OTIACIBHOCTH WJIM B KOMOMHAIUH C
nuoriuTazonom, uaruouropom HI'JIT2 nnm o6oumu npenaparamu. [1ariueH T, COOTBETCTBOBABIIHE
KpUTEpUSM BKJIIOUYEHHUS, OBbLIM pPaHIOMHU3UPOBAHBI B TPYIIbI NpuMeHeHus mnpenapata Coiuksa
ConoCrap wunm npenmectByromero aronucra penentopo ['TIII-1 B gomosHeHue K

npeauecTsyomemMy jgedenuto I[I'TI

Ha MoMeHT ckpuHUHroBOTO 06ceioBanus 59,7% y4acTHUKOB UCCIEIOBaHHUS IPUHUMAIIN ar OHUCTBI
peuenrtopos I'TIII-1 1 nnm 2 pa3a B cytku, u 40,3% nanueHTOB NPUHUMAJIA arOHUCTHI PELENITOPOB
I'TITI-1 1 pa3 B Henenmto. Ha MOMEHT ckpuHHHTOBOTO 00caeaoBanus 6,6% y4acTHUKOB UCCIEIOBaHUS
npuHUMaNU nuorauTasod, u 10,1% ydactHukoB npunumanu uHruourop HI'JIT2 B komOuHaum ¢
MeTGopMUHOM. XapaKTEPUCTHKH HCCIEAyeMON MOMYJSIHUH: CpeaHuid Bo3pacT 59,6 ner, 52,5%

YYaCTHUKOB UCCIIEIOBAHMSI — MY>KUUHBI. CpeHsIs MPOAOKUTENBHOCTh quadeTa coctaBuia 11 ner,
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CpeiHsiss TPOJIOJDKUTENIBHOCTh  MPEIIECTBYOLICH — TEPAITH [~ ANOHUETOM | pamerriopas]) 1IEIII-1

cocraBmia 1,9 roma, cpenuuii UMT cocraBun mnpuOmusutenbHo 32,9 kr/m”, cpeansis pCKO

cocraBuna 87,3 mi/mun/1,73 M, y 90,7% namuentoB pCK® cocrapuna > 60 mi1/MuH.

Ha 26-i1 nenene B rpynmne npumenenus npenapara Conmrkba ConoCrap Ha0IH01a710Ch CTATUCTUYSCKU
3HaunMmoe yiyuiieHue yposHeir HbAlc (p < 0,0001). Pe3ynbrarhl 3amiaHupoOBaHHOTO aHAIU3a 10
noaTuiny aronucra perentopo ['TII-1 (nexapcTBennas Gpopma st npuema 1-2 pasa B cyTku win |
pa3 B HEJEII0), BHITOJHEHHOTO NPU CKPUHUHTE, YKa3bIBAJIM Ha TO, 4TO M3MeHeHue ypoBHeld HbAlc
Ha 26-i Hezene OBLIO CXOXKMM MEXIY BCEMH MOJATPYNIAaMH U COTJIACOBBIBANIOCH C JIAHHBIMU
MEePBUYHOTO aHaiM3a B oOmied momyssiuu. Ha 26-i Hemene cpemHss CyTOYHas J03a Mperapara

Conuxsa ConoCrap coctaBuia 43,5 maros 103bl.
Jlpyrue nieneBble KpUTEPUU MCCIEIOBAHUS CM. B TaOIMIIE M HA PUCYHKE HIIKE.
Pe3ynbTaThl 26-HeAeIbHOT0 MCC/IEI0BAHUS Y NMALMEHTOB ¢ HEKOHTPOJHMPYEMbIM CaXapHbIM

auaderoM 2-ro THNA, NOJAYYaBIIMX JedeHHMe aroHucramu penentopos ITIII-1 B

mMoauuurpoBanuoil nonyasiuuu I'TT

CounkBa Aronuct peunenrtopos I'TIII-
CoaoCrap 1
KoanuecTBo cyobekToB uccaenoBanus (mITT) 252 253
HbA1lc (%)
Hcxonueiii ypoBeHb (cpemHee 3HaveHwe;, mociue | 7,8 7,8
BBOJTHO# (ha3bl)
OxoHyaHue JieueHus (cpeaHee 3HaYCHUE) 6,7 7,4
Msmenenune, paccuurannoe wmerogom  HK, | -1,0 -0,4
OTHOCUTENFHO HCXOAHOTO YpOBHS (cpenHee
3HAYCHHE)

Paznuria mo cpaBHEHHUIO ¢ aroHUCTOM perenropos | -0,6 [-0,8, -0,5]

['TII-1
95 % JIOBEPUTEIIBHBII WHTEPBA)
(BemamHA P) (<0,0001)
KonauuectBo mnamuentoB (n, %), mocrurmmx | 156 (61,9 %) 65 (25,7 %)

ypoBHsa HbAlc <7 % na 26-ii Henete
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Y

Paznura B JoJie nanuerToB (95 %

36,1 Philat 28, P o A Yo) | L HOCTE 0017)

JIOBEpUTENIbHBI WHTEpBal) B CPaBHEHHH C

aronnctoM perenropos ['TIT-1

Benmnauna p <0,0001
KoHuenTpanusi rjimoko3bl B IIa3Me HATOLIAK
(MMOJIB/JT)
Hcxonubiii ypoBeHb (CpeiHee 3HAUCHHE) 9,06 9,45
OkoHYaHUE HCCeI0BaHMs (CpeIHee 3HAUCHHE) 6,86 8,66
H3meHeHue, paccyuTaHHOE METOA0M HK, | -2,28 -0,60
OTHOCHUTENIFHO  HMCXOOHOTO  ypoBHSA  (cpemHee
3HAYCHHE)
Pasznuria mo cpaBHEHHIO C aTOHKCTOM penentopos | -1,67
I'TII-1 (ot -2,00 o -1,34)
(95 % moBepuTENbHBIN HHTEPBAN) (<0,0001)
(Benm4anHAa P)
MIIT yepe3 2 yaca (MMOJIBL/T)*
Hcxonublii ypoBeHb (cpenHee 3HaUCHHUE) 13,60 13,78
OxoHYaHue UccleaoBaHus (cpeHee 3HaUCHHE) 9,68 12,59
H3meHeHue, paccuuTaHHOE METOJIOM HK, | -4,0 -1,11
OTHOCUTENIFHO  HMCXOAHOTO  ypoBHA  (cpenHee
3HAYCHHE)
Pa3HocTh cpemHWX 3HAauYCHWH, paccudTaHHas | -2,9
meronoM HK, mo cpaHenuio c arommctoMm | (ot -3,42 mo -2,28)
pertentopoB  I'TIII-1  (cpemnee  3mauenwme) | (< 0,0001)
(95 % nmoBepuTENbHBIN HHTEPBAN)
(Benm4amHAa P)
Cpeanss macca Tesa (Kr)
Hcxonublil ypoBeHb (cpenHee 3HaUCHHUE) 93,01 95,49
H3meHeHue, paccuuTaHHOE METOJIOM HK, | 1,89 -1,14
OTHOCUTENIFHO  HMCXOAHOTO  ypoBHA  (cpenmHee
3HAYCHHE)
CpaBaenne ¢ aronucroMm penenitopoB  ITIII-1 | -3,03
(95 % JIOBEPUTEIIBbHBII uaTepBan) | (2,417-3,643)
(Benm4anHAa P) (<0,0001)
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FHIIIT yepes 2 yaca MUHYC KOHIEHTPALMA TIIFOKO3E[ P PHeMeM Fuier O Th 0017)

Pucynok 3. Cpennunii yposeno HbAlc (%) mo Bu3uTaM B Xole 26-HedeIbHOr0 IepHOAA

PaHAOMM3UPOBAHHOTIO JieueHus: — MoaupuuupoBannas nonyasauus I'TT (mITT)

85
JNleyenne

B B-E-E Vic. rmaprun/Tvke.
83 & Aronvct peuentopa IMr-1

8.2
8.1 4
8.0+
79 4
7.8
.7 4
78
7.5 4

7.4

CpegaHee + CO (%)

.34
724
7.1 4
7.0 4
6.9
8.8+

67 4

6.6

65 4

Hepena

Knunuueckoe uccnedosanue 0is OUEHKU 3d)qbekmuenocmu u bezonacrHocmu nepesooa Ha npenapam

Conuxsa ConoCmap nayueHmos ¢ caxapHbim ouabemom 2 munda, He KOHmpoJaupyemvim Ha pexcume

mepanuy 20mMosbiMUu cmecimu uncyaurna 1 uau 2 pasa 6 cymxu

DddexTuBHOCTL U Oe30macHocTh npenapara ComukBa ConoCrap u3ydanu B Xoje 24-HeIeabHOTo
uccnenoBanus 4 (azbl, B KOTOPOM IALIMEHTOB C CaXapHbIM 11a0eTOM 2 THIIA IEPEBOAUIIN Ha TEPAIIHIO
npenapatoM Conuka CosnoCrap ¢ TOTOBBIX CMECEH MHCYJINHA.

B wuccrnenoBanue ObUTM BKIIOYEHBI 162 marueHTa ¢ caxapHbIM JUa0eTOM 2 THUIA, HE JTOCTHUTIINE
HaJJIeXxalero KouTpos 3abonesanus (yposenb HbAlc >7,5% u <10,0%) nipu jgedyeHun roTOBBIMU
CMECSIMU MHCYJIMHA Ha MPOTSHKEHUH >3 MecstieB U <10 JeT B coueTaHuM WK 0e3 COYSTaHUS C OJHIM
WIA JIByMSl THIOTTMKEMHUYECKUMH Ipernaparamu (MeTGOopMUH B MOHOTepamnuu, MEeT(HOpMUH B
couetannn ¢ wuHruOutopamu HIJIT2, wmm wunarn6uropamu JIII1-4, win nOpoOU3BOAHBIMU
CyJb(OHMIMOYEBHUHBI — BCE TIpenapaThl ObLIIN B CTAOMIIBHBIX J103aX B TeueHue 3 mecsien). ['oToBbie

CMeCH MHCYJIMHA BKJItoyanu: uHCynuH acnapt (30%) + uncynus acnapt npotamuH (70%); UHCYIHH
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mu3npo (25%) + UHCYIMH JM30PO TPOTaMuH [(75%); CYOMeH3A AeTOBETECKOID MHCY Mia vzpdan

(70%) u yenoBedeckoro peKOMOMHAHTHOTO MHCYIHMHA (30%); CyClIeH3HUs 4YeTI0BEYECKOr0 HHCYIIMHA
u3odan (75%) 1 4eI0BEYECKOT0 PeKOMOMHAHTHOTO MHCYJIMHA B J03aX >12 equHui B cyTKH U <50
€IMHUI] B CYTKHU.

Bw160p crapToBoii 10361 npenapata Conrka ConoCtap OCHOBBIBAJICS HA CHUKEHUHW TPEABIAYIIEH
MOJIHOM J103bl TOTOBOM cMecu HMHCyiuHA Ha 20% c ajganTauudei 10 MaKCUMalbHO pPa3pelieHHON
CTapTOBOM 10361 MuKcuceHaTuaa 10 mxr/cytku. /s BeiOopa cTtapToBOil 10361 npenapata Colnksa

ConoCrap pyKoBOJICTBOBAIUCH aITOPUTMOM, MIPEACTABICHHBIM B TaOIUIE HIDKE.

Tabnuia BeiOOpa crapToBOit 10361 penapata Conuksa ConoCTap npH nepeBojie ¢ TOTOBBIX cMeceit

WHCYJIMHA
[Ipenpimymass o6mas  go3a | CtaproBas no3a mnpemapara | [lnpun-pyuka ConoCrap
roroBoi cmecu wuHCyauHa | ComukBa ComnoCrap (mmaru
(EM4/cyTkm) JI03BI)
>38 30 mnpui-pydka 30-60
<38 no 225 20 mmpui-pydka 10-40
24 19 mmnpuu-pydxa 10-40
23 18
22 18
21 17
20 16
19 15
18 14
17 12
16 13
15 12
14 11
13 10
12 10

[Ipumeyanusi: nsi MPEAIISCTBYIOMICH TMOJHOW 103bI TOTOBOM cMecu wHCyhaumHa <12 EJl/cyTku,

COOTBETCTBYIOIIAs CTAPTOBAsH 1032 UHCYJIMH TJapruH + qukcuceHatu ovuta Mmenee 10 EJI, koTopyto
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TEXHUYECKH HEBO3MOXKHO BBECTU C MOMOLIBK wimpuiy pyary |1 Commksa Comegnap(10:40).| Takum

o0Opa3oMm, MUHUMaJIbHAs cTapToBas no3a npenapara Conuksa ConoCrap cocrasisia 10 EJL

Ha MomeHT ckpuHHHTOBOTO 00cnenoBanus 89,5% y4yaCTHUKOB HUCCIIEIOBAHUS IPUHUMAIU TOTOBbIE
CMECHU MHCYJIMHA 2 pa3a B CyTKH, U 10,5% nmanueHToB NpuHUMAaIN FOTOBBIE CMECH MHCYJIMHA | pa3 B

CYTKH.

XapakTepuCTUKU HCCIAEAYyEeMON MOMyJSuu: CcpeaHui Bo3pact — 65,1 ner, 54,9% ydacTHUKOB
UCCIIeIOBaHMs — MYXYUHBI. CpemHsisi MPOAOKUTEIBHOCTh quabera cocraBmiua 15,7 yer, cpenHss
MPOJOHKUTEILHOCTD MPEAIIECTBYIONIEH Tepany TOTOBEIMU CMECSIMU MHCYIMHA cocTaBuia 1,9 roza,

cpemamit UMT cocTaBun npu6nusuTensHo 29,39 kr/m?.

Ha 24-i1 nenene B rpynne npumenenus npenapata Conuksa ConoCrap Ha0/II01aJ10Ch CTATUCTUYECKH
3HaunMoe ynyuineHue ypoHeir HbAlc (p <0,0001). HMcxomHo cpemHsist 1032 TOTOBOH CMeECH
nHcynrHa coctaBwia 37,8 EJl u Ha 24 nenene nosa npenapara Conuksa ConoCrap coctaBuiia 40,6
I1aroB J03bl.

Jlpyrue 1ieneBble KpUTEPUHU HCCIEIOBAHUS CM. B Ta0JIMIIE M HAa PUCYHKE HIDKE.

PesynbraThl 24-He1ebHOTO HCCIIEI0BAHNUS Y TAIIMEHTOB C HEKOHTPOJIMPYEMBIM CaXapHbIM 11a0EeTOM

2 THUIIA, IOJYy4YaBIIUX JICYCHUEC I'OTOBBIMH CMECAMUA NHCYJIMHA

CoumnxBa CosoCrap

KoanuyecTBo nanueHToB 157

HbA1lc (%)

HcxonHplit ypoBeHb (CpeaHee 3HaUCHUE) 8,52
OxoHuaHue jeueHus (cpeaHee 3HaUCHUE) 7,30
H3menenmue, paccuuTaHHOE metonaom | -1,20

HaMMCHBIIUX KBaapaTos, OTHOCHUTCIIBHO

MCXOZHOI0 YPOBHS (CpeaHEe 3HAUCHUE)

KoauvecTBo manmuentoB (n, %), nocrurmux | 59 (37,6%)

ypoBHst HbAlc <7 % na 24-i1 Henere

KOHHCHTpaHI/IH I'IIOKO3bI B IJIAa3MeE€ HATOLIAK

(MMO.1B/T)
WcxonHbii ypoBeHb (CpeaHee 3HAUCHHE) 9,59
OxkoHuaHue UCCIIETOBAHUS (cpennee
3HAYEHUE) 6,92
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Uzmenenue, pacCIuTaHHOC MeTOlIOM 250CNEOCBATENBHOCTE 0017)

L

COOTBETCTBYET QRCHEFTHOMY QTYETY

HanMMCHBIINX KBaaApaTos, OTHOCHUTCIIBHO

HCXOJIHOTO YPOBHS (CpeaHee 3HaUeHUE)

IIIII" gepe3 2 yaca (MMOJIB/JT)*

VcxonHblii ypoBeHb (cpeiHee 3HaUCHHE) 11,19

OxkoHuaHue ucciaenoBanus (cpeanee 3nauenue) | 7,38

N3menenue, paccuntannoe wmeroaom HK, | -3,75
OTHOCUTENILHO MCXOJHOTO YpOBHA (CpenHee

3HAYCHUE)

Cpennsisi macca tesia (Kr)

VcxonHblii ypoBeHb (cpeiHee 3HaUCHHE) 80,31

N3menenue, paccuntanHoe wmeronom HK, | -1,03
OTHOCHUTEIILHO HCXOJHOTO YpOBHA (CpemHee

3HAYCHHE)

[Tokazarenu 6e3omacHoctu npenapara Conukea ComoCTap B 3TOM UCCIIETOBAaHUH COOTBETCTBOBAIN
U3BECTHOMY MPO(uITi0 6e30MacHOCTH Mpenapara 1 ero KOMIIOHEHTOB.

Couerannoe npuMeHenne npemnapara Comuksa ConoCrap u uarudburopos HI'JIT2

Lenecoobpasznocts couyeranHoro mnpumeHeHus mnpemnapara Comnuksa ConoCrap W HMHTHOMTOPOB
HI'JIT2 noarBepkaaercst pe3yipTaTaMM aHalnW3a B MOArPYIIAX, BBIIOJHEHHOIO B paMKax Tpex
PaHIOMU3HPOBAaHHBIX KiuHWYeckux wucciaenoBanuii 111 ¢azer (119 manmeHTOB, MPUHUMABIINX
KOMOMHAIMIO ¢ (PUKCHPOBAHHBIM COOTHOLIEHHEM WHCYJIMHA TJaprUH/JIMKCUCEHaTH]a, KOTOpbIE
TaKxe npuHuManu uaruouropsl HIJIT2).

OpHo wuccnenoBanue, nposeneHHoe B EBpome nm CeBepHoil AMepuke, BKIIOYANIO AAHHBIE 26
narueHToB (10,1 %), koTOphle OAHOBPEMEHHO NPUHUMANIM KOMOWHAIUIO C (UKCHPOBAHHBIM
COOTHOIICHUEM WHCYJIMHA TapruH/TukcuceHarnaa, Mmerdopmun u uaruoburop HIJIT2. Eme nBa
uccnenoBanus 111 ¢azbl, mpoBeIeHHBIX B paMKaX CIIEHUAIBHO Pa3paboTaHHON STIOHCKOM MPOTrpaMMBI
KJIMHUYECKON Pa3pabOTKH Y MAIMEeHTOB, HE JOCTUTIIUX JOCTATOYHOTO TNIMKEMUYECKOTO KOHTPOJIS
NP HUCHOJIb30BAHUHU IEPOPAIBHBIX MPOTUBOANAOETUYECKUX CPEICTB, MPENOCTABUIM JaHHbIE 59
nanueHToB (22,7 %) u 34 mauuentos (21,1 %) cOOTBETCTBEHHO, KOTOPBIE OJJTHOBPEMEHHO MPUHUMAIH
unruburoper  HIJIT2 wu komOuHamuio ¢  (UKCUPOBAHHBIM  COOTHOLICHHEM HHCYJIHMHA

TJIapTrUH/IMKCUCEHATU A,
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JlaHHBIE, TMONYYEHHBIE B XOJE ITUX TPeX HCCIEAOBAAMUL: FRABHBAYT FHA L0 HID) HA3HAUCHE

npenapara Conuksa ConoCrap namueHTam, y KOTOPbIX HE yAaeTCsl JOCTHYb HAJIeKAIEro KOHTPOJIS
3a0oneBaHusa TpH Tepanuu, BKIovaoomed wuHrudutopsr HIJIT2, Bemer k OmarompustHoOMy
n3MeHeHuto ypoBHs HbAlc B oTimume oT mpenapaTtoB CpaBHEHHs. Y TAIlMEHTOB, MPUHUMABIINX
uaruoutopel HI'JIT2, w mamuenToB, He nmpuHuMaBmmx uHruoutopel HIJIT2, He Habmromamoch
MOBBIIIICHHOT'O PUCKA PA3BUTHUS TUTIOTIIMKEMUH U CYIIECTBEHHON Pa3HUIIBI B COBOKYITHOM Tpoduie
0€30IaCHOCTH.

HccnenoBanusa MCXOM0B CEPAEYHO-COCYAMCTRIX 3a00JIEBaHUNA

be3zonacHocTh MHCYNMHA MIAPTUH U IMKCUCEHATUAA TIPU CEPJICUHO-COCYAUCTHIX 3a00eBaHMIX ObLIa
NOATBEPXKJIEHA B Xoje mnpoBeneHus kiauHudeckux wuccienoBanuidi ORIGIN wu  ELIXA,
COOTBETCTBEHHO. He mpoBOaMIIOCH OTAETBHOIO UCCIICAOBAHUS CEPACUYHO-COCYTUCTHIX 3a00JIeBaHUI
npu npuMmeHenuu npenapara Conuksa ConoCrap.

Hncynun enapeun

WNHTepBeHIIMOHHOE HCCIeIOBaHWE Ha OCHOBe wuHCynuHa TiapruH (uccnemoBanue ORIGIN)
IpEeCTaBIsieT COO0M OTKPHITOE PaHIOMU3UPOBAHHOE HCCIIEOBaHKE C yyacTueM 12537 manueHros,
B KOTOPOM JIeueHue npenaparoM JIaHTyc cpaBHWIM CO CTaHAAPTHBIM JICYEHUEM HA MOMEHT IIEPBOTO
MOSIBJICHUSI CEPbE3HOM HEXKENaTeJbHON PEaKIUU CO CTOPOHBI CEPACHYHO-COCYIUCTOM CHCTEMBI.
OcnoxHeHrne, CBA3aHHOE C CepaedHO-cocynucThiM 3aboneBannem (CCO), ompenemsiii  Kak
COBOKYITHOCTh CMEPTEIBHBIX HCXOJOB IO TMPHYMHE CEpPACYHO-COCYAMCTHIX 3a00JIeBaHUH,
HedaTalbHbI HHpapKTa MUOKapaa W HedaTanbHbli HHCYNbTa. CpemHss NPOIOJIKUTEIBHOCTD
MOCJIeTYIONIEro HaOmoIeHus coctaBuia 6,2 rona. Yacrora BozaukHOBeHUss CCO ObLTa 0JMHAKOBOM
B rpynne npuema npenapara Jlautyc u B rpymnme cranaapTHoro JiedeHus B ucciegoBanu ORIGIN.
Koaddunument pucka (95% AN) s CCO: 1,02 (0,94, 1,11).

Jlukcucenamuo

UccnenoBanne ELIXA mnpeacraBnsier cobod paHIOMHU3UPOBAHHOE, IBOMHOE, cleroe, Iaredo-
KOHTPOJIMPYEMOE, MHOTOHAIIMOHAIbHOE UCCIIEIOBAHNUE IO OI[EHKE PA3BUTUS CEPIEUHO-COCYAUCTBIX
(CC) 3aboneBanuii BO BpeMsl JICUCHHs JTHUKCUCEHATHIIOM y manueHToB (n = 6068) ¢ caxapHbIM
auabeToM 2 THmMa IMOcjie HENAaBHO TMEPEHECEHHOTO OCTPOro KOpoHapHOro cuHiapoma. OCHOBHOU
KOMOMHHMPOBAaHHOW KOHEYHON TOYKOM SBIISJIOCH BpEMS /0 Pa3BUTHS JIOOOT0 M3 CIEAYIOIIUX
coObiTuil: CMepTh TO MPHYMHE CEPAEYHO-COCYIMCTOro 3abosieBaHus, HedaTalbHBIA WH(APKT
MUOKap/a, HeaTaabHbI UHCYIBT WU TOCIIMTATU3AIMS 110 IPUYMHE HECTAOMILHOW CTEHOKApPIUH.

CpenHssi MPOJOHKUTEIIBHOCTH TIOCIIEIYIONIET0 HaOMIoAeHusT coctaBmia 25,8 u 25,7 MecsieB B
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TpyIIe npreMa TUKCHCEHATH/IA U B Ipymie mijane6o, COPRBETCIBEHAG A TE [NLHOCTE 0017)

Yacrora JOCTHKEHHMS OCHOBHOW KOHEYHOM TOYKHM Oblla OJMHAKOBOW B TpyMmmax MpHeMa
mukcuceHatuaa (13,4%) u mmane6o (13,2%): ornomenune puckoB (OP) B rpymme mnpuema
JUKCHCEHATHAa 10 CpaBHEHHWIO C Tpymnmoi mmiaanedo cocraBmsuio 1,017 ¢ COOTBETCTBYIOITUM
IBYyCTOpOHHUM 95% noBeputensHbiM untepBaiom (/1) ot 0,886 mo 1,168.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

CooTHOIIIEHHE MHCYJIMHA TJIapTUH MU JIMKCUCEHAaTUJa HE OKa3bIBAET CYIIECTBEHHOIO BIIMSHMS Ha
(bapMaKOKMHETHKY WHCYJIMHA IIApTHH U JIMKCUCEHATUAA B TpyMIe NpuMeHeHus npenapaTta Coianksa
ConoCrap.

[Tocrne MOAKOXKHOTO BBEACHHUS KOMOWHAIIMM WHCYJIMH TIApTrUH + JIMKCHCEHATH] TMaIlMeHTaM C
caxapHbIM auaberom 1 Tuma He ObUIO OOHAPYKEHO BBHIPAKEHHOM MaKCUMAalIbHON KOHIIEHTpAIUH
(Crmax) MHCYJIMHA TJIAPTHUH. DKCHO3MUIMS WHCYJMHA TJIAPTUH 1OCJE BBEACHUS KOMOMHAIIMY MHCYJINH
IJIApTUH + JIMKCUCEHATH]J cocTaBuia 86—88 % 1O CpaBHEHMIO C aHAJIOTMYHBIM I10Ka3aTelleM,
HAOJI0TaEMBIM TIPU BHITIOJTHEHUH OTACIBHBIX €JMHOBPEMEHHBIX WHBEKIMI HHCYJIMHA TIApTHH H
JTUKcHceHaTuAa. [laHHOe pa3inuue He CUMTAETCS KIMHUYECKN 3HAYUMBIM.

[Tocne MOAKOXXHOTO BBeIEHUS KOMOWHAIMU WHCYJIWH TJapruH + JUKCHCEHATH] NalleHTaM C
caxapHbIM auabetoM | Tuma mMenuaHa BpeMeHU NOCTIKEHUS Cmax JTUKCHCEHATHIA HAaXOAWIACH B
nuamna3one ot 2,5 1o 3,0 gacos. 3nauenne AUC ObLUIO COOCTaBMMO, XOTS HaOJII04aI0Ch HEOOJIBIIIOE
cHikeHUuE Cmax JuKcUceHaTHaa Ha 22-34 % 1O CpPaBHEHUIO C BBINOJHEHUEM OTIEIbHBIX
€MHOBPEMEHHBIX HHBEKIUN WHCYJIMHA TJApTMH M JIMKCUCEHATHJa, KOTOpOE He SBIUIOCH
KJIMHUYECKH 3HAYUMBIM.

He orMeuanoch KAMHUYECKH 3HAUMMBIX Pa3Inyuil B CKOPOCTH BCACHIBAHUSI JINKCUCEHATUIA TIPU €0
MOJIKOYKHOM BBEJICHUHU B Ka4eCTBE MOHOTEpANH B 00JIaCTh )KUBOTA, IJIEHO WK Oefipa.

Pacnopenenenue

JIukcuceHaTHI UMEeT HU3KYIO CTemneHb (55%) CBs3bpIBaHUS ¢ OSNKaMHM IIa3Mbl KPOBH Y YEIIOBEKA.
Bunumerii o0bem pacnpeneneHus (Vg) TUKCHCEHATHIA TIOCIE MOJKOKHOTO BBEACHHSI KOMOWHAITUU
WHCYJIMH TJIApTUH + JIMKCUCEHATH] cocTaBiisgeT mpuommsutenpHo 100 1. Bumumeiii Vg uHCYIMHA
[JIApTHH MOCJe TOJKOXKHOIO BBEACHHSI KOMOMHAIIMY TperapaTra HHCYJIUH TJapriuH + JIMKCHUCEHATH]]
cocrasiuseT npuMepHo 1700 .

BI/IOTDaHCd)ODMaHI/IH W 3JIMMUHAIIUA

N3ydyenue merabonu3Ma y MallMeHTOB C CaxapHbIM JUabeToM, KOTOphIE MOTydald TOJIbKO MHCYINH
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ot 03.07.2025 Ne 16529
[JIAPTHH, TIOKa3bIBAET, YTO MHCYJIMH IJIapTHH GBICTPO METAOOTHBYPYLTE| He KapOOKCHALHOM KOHIIE

B-nienu ¢ oOpa3oBanuem aByx akTHBHBIX MeTaOonuToB: M1 (21A-Gly-uncynun) u M2 (21A-Gly-
des-30B-Thr-uncynus). B mia3Me 0CHOBHBIM HUPKYIUPYIOUINM COSAMHEHHEM SIBJISIETCS META0OIUT
MI1. ®apmakokMHETHYECKHE W (apMaKOAMHAMUYECKUE HaHHBIC TOATBEPKIAIOT, 4TO A(hdexT
MOJKO’KHOW MHBEKITMY MHCYJIMHA TJIApTMH OCHOBAH TJIABHBIM 00pa3oM Ha Bo3aeicTBun M.

Kak mentwn, NHMKCHCEHATH] BBIBOAUTCS IMYyTEM KIyOOUKOBOW (QUIbTpanuu ¢ MOCIEAyIOEei
peabcopOiueii B KaHANbIAX W TMOCIEAYIOIIEeH MeTaboIMYecKod nerpaganueid. ITO yMEHbBIIAET
KOJIMYECTBO MENTHIOB 1 aMHHOKHUCIIOT, KOTOPBIE YYaCTBYIOT B Ipoliecce Metadbonm3ma oemka. [Tocie
BBEJICHUSI HECKOJIBKHX JI03 TIpernapaTa MareHTaM ¢ caxapHbIM T1abeToM 2 THITa CPeHUN KOHECYHBIH
MIEPUOJ] TTOJTYBBIBEICHUSI COCTABIII IPUOIH3UTENBLHO 3 Yaca, a CPeIHUN BUIUMBIN KIIMPEHC - OKOJIO
35 n/u.

IToueunast He1OCTATOYHOCTD

VY mamueHToB ¢ MOYEeYHOW HeaocTaTtouyHOCThIo Jierkoi creneHu (KK, paccuurtanusii mo dopmyie
Kokpodra-T'onta, cocraBnser 60-90 mu/mun), cpenueit crenenn (KK cocrasnser 30-60 miu/MuH) u
soxenoi crenenn (KK cocrapnser 15-30 mu/mun) AUC nukcucenatuaa Obul yBenmueH Ha 46 %,
51 % u 87 % cOOTBETCTBEHHO.

[lpuMeHeHre WHCYJIMHA TIaprUH He OBUTO M3YYEHO Y MAlMEHTOB C MOYEYHON HEIO0CTAaTOYHOCTHIO.
OpHako y TMAalMEHTOB C TOYEYHOM HEAOCTATOYHOCTHIO TMOTPEOHOCTh B HMHCYJIMHE MOXKET
YMEHBIIIATHCS BBULY 3aMEIJICHHOTO0 MeTa00IM3Ma HHCYIHHA.

IIeueHOYHAS HEAOCTATOYHOCTD

[lockonbKy JMKCHCEHATH] BBIBOJAWTCA B OCHOBHOM 4Yepe3 IOYKH, HE IPOBOJIUIUCH
(apMaKOKMHETUYECKHE MCCIEJOBAHUS C YYacTUEM MAIMEHTOB C OCTPBIM WM XPOHHYECKUM
HapymeHrneM (yHKIMU neyeHu. He oxxumaercs, 4To HapylieHne (pyHKUIUHU MEYSHU MOXET OKa3aTh
BIIMSHUE HAa (DapMaKOKWHETHKY JIMKCHUCEHATHAA.

[IpumeHeHre WHCYJNIHMHA TJIApTMH HE OBbUIO M3YyYEHO Yy TMAlMEeHTOB C CaXxapHbIM JuabeToM,
CTPAIAIONINX HapylleHHeM (QyHKIUU TeyeHH. Y NalHMEeHTOB C HapylleHHeM (QYHKLUUU TeUeHH
NOTPeOHOCTh B MHCYJIMHE MOYKET YMEHbBIIATHCS BBUAY CHIXKEHHOM CIIOCOOHOCTH K TTTUKOHEOTEHE3Y
Y 3aMeJIEHHOT0 MeTa00IM3Ma HHCYJINHA.

BospacT, paca, moj u macca Teaa

Hucynun anapeun
He ouenuBanoch BiIMsHHE BO3pacTa, packl M MOJA MALMEHTOB Ha (DAPMAKOKMHETHKY HHCYJIMHA

raprut. B xoe npoBeneHns KOHTPOIUPYEMbIX KIMHUYECKUX UCCIeI0BaHUN C y4acTHEM B3POCIBIX
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TNALKMEHTOB, KOTOPHIM BBOAWIM MHCYIMH raafrud (100 E4(MgT); Berfo My aHanis) Roarpyin no

BO3pacTy, pacoBOMYy M TOJOBOMY Mpu3HaKy. He HaOmromamoch paznuuuii B O€30MaCHOCTH H
3 PEKTUBHOCTH Ipernapara.
Jlukcucenamuo
Bo3zpacT He oka3pIBaeT KIMHUYECKH 3HAYUMOT'O BIMSHUSA Ha (papMaKOKHMHETHKY JIMKCHCeHaTuaa. B
X0Jle TpoBeneHUs (aPMAKOKHHETHYECKOTO HCCIEAOBaHUS MAIMEHTOB MOXKUIIOrO Bo3pacta 0e3
caxapHoro nuabera yCTaHOBMIIM, YTO BBEACHHE TUKCUCEHATHAA B 103¢ 20 MKT TIPHUBEIIO K CPETHEMY
yBenumdyeHuto AUC nukcucenarua Ha 29 % cpeau manueHToB MoKuIoro Bozpacta (11 marueHToB B
BO3pacte OT 65 o 74 ner m 7 MaMEHTOB B BO3pacTe 75 JET W cTapiie) Mo CpaBHEHHUIO C 18
naryeHTamMu B Bozpacte oT 18 10 45 net. DTo MOXKeT OBITh CBSI3aHO CO CHIDKEHUEM (DYHKITUH ITOYEK
y HAIMEHTOB CTapllIel BO3PACTHOMN I'PYIIIILL.
OTHHYECKOE IPOMCXOXKACHUE IMMAIIMEHTOB HE OKAa3al0 KIMHUYECKM 3HAYUMOIO BIMSHHSA Ha
(apMaKOKMHETHKY JMKCHCEHATHAa, YTO MOATBEPXKIAeTCs pe3yibTaTaMu (papMaKOKHMHETUYECKUX
rccneaoBanui nanueHToB u3 Kaskasa, Slnonnn u Kuras.
[TooBo# MpU3HAK MAIIMEHTOB HE OKA3bIBACT KIMHUYECKH 3HAYMMOTO BIHSHIS HA (apMaKOKHMHETUKY
JMKCHCEHATUA.
Macca Tena He OKa3bpIBaeT KIMHUYECKH 3HaunuMoro BiusHUsA Ha AUC nukcuceHaTuaa.

eTu
Uccnenosanus npenapara Conuksa ConoCrap ¢ yyacTeM JETed U IOJIPOCTKOB B Bo3pacte 10 18
JIET HE NPOBOJUIINCH.
5.3. JlokauHNYecKHe JaHHbIE 10 0€30MaCHOCTH
He mpoBonunock Kakux-InOO MCCIIEOBAHUNA HA KUBOTHBIX MO W3YYCHHIO KOMOWHAITUM WHCYJIUH
[JIApruH + JIMKCUCEHATHU JUIsl OLEHKH TOKCHUYHOCTH MOBTOPHBIX /103, KAHIIEPOT€HHOTO JEHCTBUS,
T€HOTOKCUYHOCTH WJIU PENPOAYKTUBHON TOKCUYHOCTH.
HUncynun enapeun
JlaHHbIe TOKJIMHUYECKOT0 UCCIEI0BaHUS MHCYJIMHA TJIapTUH MOATBEPKIAI0T OTCYTCTBUE OMACHOCTHU
JUISE YeJIOBeKa, 4TO OOOCHOBAaHO pe3yJbTaTaMHM CTAHIAPTHBIX HCCIEAOBaHUN (apMaKOJIOTUH
0€30MacHOCTH, TOKCUYHOCTH MHOTOKPATHBIX 103, TEHOTOKCUYHOCTH, KaHIEPOI€HHOIO JIEHCTBUS,
PENpOLYKTUBHON TOKCUYHOCTH.
Jluxcucenamuo
B xozne mpoBeneHus ABYXJIETHUX UCCIIETOBAHUH MOIKOXKHOW KaHIIEPOTEHHOCTH OBUTH OOHAPY KEHBI

HeseTalnbHble C-KJIETOYHBIE OMYyXOJU IMIMTOBUIHOM KEJe3bl Y KPbIC U Mblleld. CUnuTaeTcs, 4TO OHU

42



COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 03.07.2025 N2 16539
BBI3BaHbl HETCHOTOKCUYCCKMM OMOCpeNoBaHHbIM  peretopam [[TTH i TE KL koTopousy ) TpRIByHbI

0COOCHHO YyBCTBUTENBbHBI. bbutn 0OHapy»)eHbl rurnepriazus C-KIeTOK U aJieHOMa MPH BCeX J03aX
npenapara y Kpbic. He ycraHoBieHa MakcumanbHas [103a, HpU KOTOPOM HE MPOSIBISETCS
HexenarenbHbli dGdexT npernapata (NOAEL). ¥V mbimeii Takoi 3 pexT ObLT BBISBICH NPU CTEIIEHU
BO3JECHCTBUS, MpeBbIIAONIE B 9,3 paza TepanmeBTHUYECKYIO 103y I YeloBeKa. Y MbIIICH He
HaOmonanock C-KIETOYHOW KapIMHOMBI, a Yy Kpbic Obuta 3apeructpupoBaHa C-KiIeTOYHAS
KapIMHOMAa IpU CTENEHU Bo3ZeicTBUs, npesblmaromeid B 900 pa3 TepaneBTUUECKYHO 103y IS
YeJIoBeKa.
B xozme npoBeneHus IBYXJIETHErO HUCCIEIOBAaHUS MOJKOKHOM KaHIEPOr€HHOCTH Ha MBIIIAX ObUIH
3apEeTUCTPUPOBAHBI 3 CiTyyasi pa3BUTHS aIEHOKAPIIUHOMBI B SHIOMETPUH B IPYIINE BBECHUS CpeIHEN
JI03bl Tperapara cO CTATUCTHYECKH 3HAYMMBIM YBEJIMYEHHUEM, COOTBETCTBYIOIIUM 97-KpaTHOU
cTenienu Bo3neicTBusA. He Obl1 ycTaHOBIIEeH 3¢ (deKT, CBA3aHHBIN C IPOBOJUMBIM JI€UECHUEM.
[Tpu npoBeneHnU UCCIIEJOBAaHUM Ha KUBOTHBIX HE OBUIO BBISBICHO HEMOCPEICTBEHHOTO BPEIHOTO
BO3JICHCTBUS Ha (EPTUIHHOCTh y CaMIIOB M CAMOK y KpbIC. Y CcO0aK, MOTy4YaBIIMX JTHKCUCCHATH]I,
HAOMIOIANCh O0paTUMBbIE MOBPEXKICHUS CEMEHHUKOB M SIUIUAUMAIBHBIX KIETOK. Y 3I0POBBIX
MY>KYMH HE OTMEYaJoCh KaKoro-au0o BIMSHUS HAa CIEPMAaTOreHe3, CBS3aHHOTO C MPOBOJWMBIM
JICUECHUEM.
IIpu mnpoBedeHHMH UCCAENOBaHUNA HSMOPHO(ETATFHOIO PA3BUTHS KPBIC HAOTIONATHCh OPOKH
pa3BUTHSA, 3aJ€pKKa POCTa, 3a7€p>KKa OKOCTEHEHMsS] U M3MEHEHHUE CKeJeTa KPbIC MPH BCEX J03aX
BO3JICUCTBUS JINKCUCEHATHIA (5-KpaTHOE BO3ACHCTBHE IO CPABHEHUIO C BO3JICHCTBHEM Ha YETIOBEKA)
U Y KPOJIMKOB TPH BBICOKMX J03aX BO3neWcTBHS (32-KpaTHOE BO3JEHCTBHE 1O CPaBHEHHUIO C
BO3JICHICTBMEM Ha 4YelloBeka). Y 000uX BHUIOB JKMBOTHBIX HAONIOAanach JerkKas CTEIeHb
TOKCHUYECKOTO JACHCTBUS HA MATEPUHCKHUI OpraHu3M, YTO MPOSBISUIOCH B BUE HU3KOTO TOTPEOICHUS
MUK U CHUKEHUHM Macchl Teja. Y HOBOPOXKIEHHBIX CaMIIOB KPBIC, MOJABEPTIINXCS BO3AECHCTBUIO
BBICOKHX J103 JINKCHCEHATHAa BO BpeMs MO3IHEN O€peMEHHOCTH U B IEPUO/ JIAKTAllMH, HA0II0AaI0Ch
3aMeJIJICHHE POCTa, MPU ATOM HaOII0Ja1ach HECKOJIBKO YBEIIMUEHHAS! CMEPTHOCTD IIICHKOB.
6. ®APMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeueHb BcnoMorareJibHbIX BellleCTB

MeTtakpe3o (M-Kpe301)

I'munepon (85%)

Metuonun (L-meTHOHMH)

[unka xmopupg
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X1opruCTOBOIOPOAHAs KHCIIOTA (NCCNEOOBATENEHOCTE 0017)

L

Harpus ruapokcun
Boga nns nabeKmit
6.2. HecoBmecTumoCTH
B cBsi3u ¢ OTCyTCTBHEM HMCCIEAOBAHUM COBMECTUMOCTH, JAHHBINA JIEKAPCTBEHHBIN MpenapaT Helb3sl

CMELIUBATh C JPYTUMU JIEKAPCTBEHHBIMU IIpenapaTamu.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

3 rona.

6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NPU XPAHEHUH

ITpu temnepatype ot 2 °C o 8 °C B 3amuileHHOM OT cBeTa Mecte. He 3amopakuBaTh.

6.5. Xapakrep u coaep:kaHue NEPBUYHOH YIIAKOBKH

ITo 3 mu mpemapara B KapTpuDK K3 OeciBeTHOro crekia. KapTpumxk o0xar ¢ OIHOW CTOPOHBI
ATIOMUHHUEBBIM KOJIAUYKOM C YIUIOTHUTEIbHBIM JUCKOM M YKYHNOpPEH C JAPYrol — IUTyHXepoM.
Kaptpumx BMOHTHpOBaH B 0oAHOpa30Byr0 wmpui-pydky ConoCrap. Ilo 3 wiam 5 mmpuu-pyudex
ConoCtap BMecCTe C JHCTKOM-BKJQJBIIIEM B KapTOHHYIO IaukKy, CHa0)XEHHYIO KapTOHHBIM
dukcaropom.

6.6. OcoOble Mepbl  NPeIOCTOPOKHOCTH  TNPH  YHUUYTOKEHUM  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 MpenapaTra Win 0TX0/0B, MOJYYeHHbIX M0cJe NPUMeHEeHHs JIEeKAPCTBEHHOI 0
npenapara u Apyrue MAHHUILYJIAIMHU C PenapaToM

Kaprpumx ciegyer npoBepuTh Nepes UCHob30BaHueM. Ero cienyer ucnonb30BaTh TOIBKO B TOM
cllydae, eclid pacTBOpP YHCTHIM, OECIIBETHBIN, BOJTHUCTON KOHCHUCTEHLUMHU U 0€3 BUAUMBIX TBEPABIX

YACTHIL.

Hepe/:[ KaXXIbIM UCIIOJIB30BAHUCM CIIEAYCT YCTaHABJIMBATh HOBYIO UI'TTY. Wrne1 HeNMb3s HCIIONIL30BaTh

noBTOpHO. [Tociie kaxx10i MHBEKIIUK UTJIa TMAlMeHTa I0JKHA ObITh BEIOpOIIICHA.

[TycTble MMpUI-pyYKHd HE MOTYT OBITH MCIIOJNB30BAHBI MOBTOPHO, MX CIEAyeT YTHIM3UPOBAThH

Ha/JIeXKAIIM 00pa3oM.

B nensx mpemoTBpaiiieHuss BO3MOXKHON Tepenaun Bo3OyauTene nHpEeKun Kaxaas mnpUuL-pydKa

JOJDKHA UCITI0JIb30BAaTHCA TOJIBKO OJHUM IMAITUCHTOM.

Het oco6bIx TpeOoBaHUil K yTHIN3AIUH.
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Bech ocTaBIImMiics JICKAPCTBEHHBIH TPENapar ¥ OTXObIGRCHY T YHAHEMEATH| B, ¥OTAHQBICHHOM

MOPSIIKE.
7. AEPKATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
®panuus

Canodu Buntpon Unaycrpus

anpec: 82 aBento Pacnait 94250 Kantuiin

7.1. IlpeacTaBUTENb A€PsKATE/IsI PETHCTPALMOHHOIO YI0CTOBEPEHUA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @eoepayus

AO «Canodu Poccus»

anpec: 125375, r. Mockaa, yi. Tepckas, 1. 22

ten.: +7 (495) 721-14-00

aapec 3MeKTpoHHoM mouThl: Sanofi.Russia@sanofi.com
Pecnyonuxa Kazaxcman

TOO «Swixx Biopharma (Csuxc buodapma)»

aapec: 050012, r. Anmartsl, yi. Kamosuia 1. 100

ten.: +7 (727) 355-85-05

azpec aexkTpoHHou mouThl: kazakhstan.info@swixxbiopharma.com
8. HOMEP PETHCTPAHUOHHOI'O YIOCTOBEPEHUSA
JITI-Ne(000323)-(PT-RU)

9. IATA TEPBUYHOM PETUCTPAIIMHA (ITOATBEPKJIEHUS PETUCTPAIINMA,
NEPEPETUCTPALINN)

[Hara nepoii peructpanuu: 27 utonsg 2021 r.

10. JATA IIEPECMOTPA TEKCTA

OO6mas xapakTtepucTuka JiekapctBeHHOTo npenapara Conuksa ConoCrap TOCTyIMHA Ha
uH(popMalnoHHOM nopTasie EBpasuiickoro 3koHOMH4ECKOro coro3a B MH(OpMalnOHHO-

KOMMYHUKaIIMOHHOH cetu «IHTepHeT» https://eec.eacunion.org/
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Hucrpykuus no ucnosib3opanuio npenappra Coaugea CopoCrap, 100 E L/ wur - S0/ MR/ M

(mnpun-pyuxa 10-40)

B mmpun-pyukax Conuksa ConoCtap COAEpKUTCS HWHCYJIWH TIJIApTMH M JIMKCUCEHATH] B

(UKCHUPOBAHHOM COOTHOIICHHH.

JlexapcTtBennass komOwHarusi B mmpui-pydke ConukBa ComoCrap 10-40 mpennasHadeHa st

exenaeBHoro BeeaeHus ot 10 go 40 EJl nacynuHa riiaprud v oT S MKT 10 20 MKT JINKCHUCEHATH/1a.

Huxoraa He uCMoOab3yilTe UIJIbl MOBTOPHO. B cilydae mMOBTOPHOTO UCHOIB30BaHUs UTJIbl Bhl MOkeTe
HE MOJIyYUTh HYKHY10 Bam 103y (BBeleHHEe MEHBLIEH 03b1) WU MOJIYYUTh CIUIIKOM OOJIBIIYIO 103y
(mepeno3upoBKa), TaK KaKk BOZMOKHA 3aKyTIOPKA UTJIBL.

Huxorna He UCIIONIB3yWTE IIINIPULL U1 U3BICYCHUS IIpenapara u3 npun-pyuku. IIpu ucnons3zosanuu
mimpuia Bel He cMoskeTe MOIyYUTh MPaBUILHOE KOJIMYECTBO MIpernapara.

CoxpaHuTe 3Ty HHCTPYKIIHIO JJIsl TOBTOPHOT'O OOpaIeHus K HEil.
Baxnass unpopmauus

° Huxoraa He NOIB3yUTECh OJHOM MITPULI-PYYKOH OJHOBPEMEHHO C APYTUM YEJIOBEKOM — OHA

npe€aHasHadycHa AJid HHAUBUAYAJIbHOI'O UCITIOJIb30BAHM.

° Huxoraa He moJyib3yHTECh IITPULI-PYYKOM, €CITU OHA OBPEXKACHA UK Bbl HE yBEpEHBI B TOM,

YTO OHA HUCIIPABHA.
° Bcerna npoBoaute TecT Ha 6€30M1aCHOCTb.

° Bcerna umeiite npu cebe 3amacHyrO IMIMPUI-PYUYKY W 3allacHBIC UTIIBI, HA TOT CIIy4ai, eciu

OHU MOTCPAIOTCA WJIN CTAHYT HCUCIIPABHLIMMU.

L [lepen Tem, kak Ha4aTh MOJIH30BATHCS MIPUL-PYUKOH, y3HANWTE Y METUIIMHCKOTO paOOTHHKA,

KaK IMPAaBUJIBHO NPOBOAUTH NOAKOXXHYIO NHBCKIIHUIO.

L B cnydae manuuus y Bac 3arpyaHenuii mpu oOpalieH!u ¢ 3TOH MINPHUI-PYUKON, HalIpUMep, B
cirydae pobiemM co 3peHreM, Bam MoxeT noTpeboBaThCs MOMOUIb APYTHX JIMII, CHOCOOHBIX
CJIe0BaTh BCEM DPEKOMEHJAUMAM JIaHHOM MHCTPYKLIHH IO IIOJb30BAaHUIO IINPHUL-PYyYKOU

Conuksa ConoCrap.
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° [lepen UCONB30BAHUEM IINPUI-PYYKY, TIPOUNTAHTE MY AHOTRY KLU, IEcim BeiHe| Gynere

CJICOO0BAaTh BCCM €C PCKOMCHAAIMAM, BrI MoxeTe MOJIy4YuThb CJIUMIIKOM MHOTO WX CIIMIIKOM

MaJIo Ipemnapara.
JonoJHuTebHBIE CPEACTBA, KOTOPbIe Bam moTpedyrorest

e Hogas crepunbhnas urna (cm. HIAT 2).

e CrnuproBas canderka.

e Pe3ucTeHTHBIN (YCTOWYUBBIN) K MPOKOJIaM KOHTEHHED ISl KCTIOIB30BAHHBIX MTJI M IITIPHIL-
pydeK (cM. pazuen «Y THAM3auusl INPHI-PYYeK»).

Yka3zanue MecT 1JI IPOBEJACHUS HHbEKIHI

OobJacTL

wTwnTTa

O0/1acTh :KNBOTA

OoJacte Oenpa

Buemnuii Bua mmpun-pyuxu Conuxsa CoaoCrap 10-40

[Lep:atenb kapTpuaska MnyHxkep* OKHO [103bl YKaszaTenb 0o3bl

———] &l Conukea ConoCrap®

4
01
byt
bt
red
oz

CenekTop A03bl

Pe3snHoBasn HasBaHue

Koanayok wnpuu-pyyKkn Wkana
puL-py npobka npenapata KHOMKa BBOAA 03bI

* Bpl MOXKETE HE BHJICTH ITYHXKEp, I0KA HE BBEAECTE HECKOIBKO J03.
AT 1: IIpoBepka INpUI-PYYKH

BriHbTE HOBYIO HIMPUII-PYUKY U3 XOJOAWIBHUKA HE MEHEee 4eM 3a | yac 10 IpoBeJeHUs] HHbEKIIUH.

BBenenue xo101HOTO MIpenaparta siBisieTcst 0oee 00JIe3HEHHBIM.

A. IlpoBepka Ha3BaHMs M CPOKA F'OJJHOCTH HA ITHKETKe IINPHUI-PYYKH.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 03.07.2025 Ne 16539
e VYnocrtoBeppTech B ToM, 4To y Bac npasufisnbii] (HYKEstl BanyHipetapati Hitpun-

pyuka Conuksa CosoCrtap 10-40 umeeT KenThlid 1IBET.
e He ucnons3yitite mmnpuu-pyuky Conuka ConoCrap 10-40, ecnu Bwl Hyxmaerech B
CcyTouHO# 103e MeHee 10 maroB 10361 uiau O6oJblie 40 M1aroB J036I.

e He ucnonb3yire WIPUL-PYUYKY IIOCIIE OKOHYaHUS CPOKA TOAHOCTH.

B. CHuMuTE KOJNAY0K CO INPUL-PYYKH.

C. IlpoBepbTe NpO3pavHOCTh Mpenapara.
e He ucnosb3yiTe WIPUL-PYUKY, €CIIA PACTBOP IIperapaTa MyTHBINA, UMEET OKPACKy WU

COACPIKUT YaCTHUIIbI.

Ecau y Bac umerorcst Apyrue mnpHuu-py4Kku
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 Ne 16539

e Ecnu Bel umeere apyrue mmpui-pydyu, ocooeHRO BAKHD| 0CTOBEPHIEECA B EoM, HI0 Bl

B3SUTH TIPABWIIbHBIN (HYKHBIH Bam) mpenapar.
HIAT 2: IIpucoennHenne HOBOW MIJIbI

e He ucnonw3yiiTe urisl HOBTOPHO. Beerna ucnoiap3yiTe HOBYIO CTEPUITbHYIO UTITY JJTSI KaXKI0U
UHBEKIIUU. ITO TIOMOXKET MPEAOTBPATHTH 3aKYNOPKY UTJIbI, KOHTAMUHAIUIO (3arpsi3HEHUE)
UTJIBI ¥ UHQEKITUIO.

e Bceraa ucnonps3yiiTe uribl, KOTOpbIE COBMECTUMBI cO mmpui-pyukoi Connkba ConoCrap,
Harpumep, urisl BD Mukpo-®aitn [lmtoc (BD Micro-Fine Plus), BD Astollluna dyo (BD
AutoShield Duo), BD Vabsrpa-®aiin (BD Ultra-Fine), BD Mukpo-®aiian (BD Micro-Fine),
BD Muxkpo-®aiin + (BD Micro-Fine +), BD Mukpo-®aiian Yierpa (BD Micro-Fine Ultra),
BD Muxkpo-®aiin Yaetpa [IPO (BD Micro-Fine Ultra PRO), BD Yasrpa-®aiin [TPO (BD
Ultra-Fine PRO), BD Hano 2-ro nokosenus (BD Nano 2nd Gen), BD Hano ITPO (BD Nano
PRO), BD Muxkpo-®aiin I[TPO (BD Micro-Fine PRO), BD Busa (BD Viva), BD (BD), BD
CoanipAccuct (BD SafeAssist), FOuudaiin Ileatunc Ilmoc (Unifine Pentips Plus), FOuudaiin
[entunc (Unifine Pentips), FOuudaiin CoiipKontpons (Unifine SafeControl), Onrudaiin
(Optifine), Ilendaitn Knaccuk (Penfine Classic),Kmmkdaitn (Clickfine), Knukdaiin
Astollpotekcr (Clickfine AutoProtect), PenmuOn (ReliOn), I'yacanc (Goodsense), UHcynen
(Insupen).

A. Bo3bMHTe HOBYIO HIUIY H YAAJHMTE 3aIIUTHOE MOKPbITHE.

B. /[dep:xute uriy nmpsiMo mepea MNPHI-PYYKOil U NPUKPYTUTE ee HA MINPHL-PYYKY 10

(puxcanun. He npuiaraiite YypesMepHbIX YCHIUN NPU NPUKPYYHMBAHUYU UTJIbI.

49



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 03.07.2025 Ne 16529
C. CHumuTe HAPYXKHbIH KOAMA4YOK Hriabl. COXPAHKHTE| RO, [T MCIONL30BAHNS B

JaJIbHeHeM.

W

OoOpammenue ¢ UrJIamMu

e bBynapTe 0cTOpOXHBI MPHU OOpalleHHH C UIJIaMH. DTO MPEeIOTBPATUT MOBPEKACHUE UIIION U
nepeKpecTHOe HHPHUIIMPOBAHUE.

AT 3: IIpoBeaure TecT HA 0€30MACHOCTH

OO0s3aTeNnbHO TIepe]] KaKI0W WHBEKIUEH MPOBOAUTE TeCT Ha Oe3omacHocTb. OH MPOBOIUTCS IS
MPOBEPKU TOTO, YTO MIMPUI-PYUYKa M HUIriIa paboTaroT HaJuIeKalluM 00pa3oM, a Takxke ISl TOTO,

4yTOOBI OBITH YBEpEHHBIM, YTO BbI BBeieTe MPaBUIbHYIO 03y IIpenapara.

A. BoiGepure 2 mara 1035l IIyTeM BpAlleHUs CeJEKTOPA A03bI 10 TOr0 MOMEHTA, KOIAa

YKa3aTeJab 103bl HE OKAYKETCH HA OTMETKE 2.
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ot 03.07.2025 Ne 16539
5\ (MOCNEOOBATENBHOCTE 0017)

B. Haxmure 10 ynopa Ha KHONIKY BBOJA 103bl.

Ecnu mpenapat BBIXOJUT U3 KOHUMKA UTJIbI, HIIPUL-pYyUKa pabOTaeT MpaBUIbHO.

Ecan AKHJIKOCTDb HE MOKA3bIBACTCH U3 KOHYMKA UTJIbI:

Bam moxer motpebGoBaThbcsi MOBTOPUTH ATOT IIAr A0 3-X pa3, Mmepel TeM KakK MOKa)XeTcs
npemnapar.

Ecnu mpenapar He BBIXOAMT W3 KOHYMKA WIVIBI IOCJIE TPETHEro MOBTOpPA 3TOrO IIara,
BO3MO>KHO, UIMEET MECTO 3aKyNOpKa UIibl. Eciu 3T0 mpon301io:

3amenute uriy (cm. LHHAT 6 u AT 2);

3areM MoBTOpHUTE TecT Ha OezonacHocTh (LIAT 3);

HE WCIOJIb3YWTE INNPHUI-PYUKY, €CIM IpenapaT BCE KE HE BBIXOAWT M3 KOHUMKA WIJIBIL.
Hcnonp3yliTe HOBYIO IIIIPUL-PYUKY;

HUKOrjga HE HCHOJ’IBSyfITC mmpuL JJ1d U3BJICUYCHUA MPCIiapaTa U3 MHIpUL-pyIKH.

Ecau Bel BuauTE My3BIpbKH BO31yXa

Bsl MokeTe BUIETh Iy3bIPbKU BO3AYXa B IIpenapaTe. ITO HOPMaJIbHO, OHU HE IPUYMHAT Bam
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Bpena. (NCCNEOOBATENEHOCTE 0017)

HIAT 4: HaGop 1031

e lcnonp3yiiTe MWINPUL-PYUKY TOIBKO JUIsl BBEIEHUS OJHOKPATHOM cyTOYHOM 10361 0T 10 10 40
1aroB 0361

e Huxorga He HaOupaiiTe 103y M HE HaXUMalTe Ha KHONKY BBEIEHHUS 03Bl 0e3
PUCOEANHEHHOMN UIJIbl. DTO MOXKET NOBPEIUTH IIITPUII-PYUKY.

A. y}lOCTOBepreCL B TOM, YTO HMIJIa MIPUHCOCIVMHEHA U 1032 YCTAHOBJICHA HA «0».

—n q [ | Conuksa ConoCrap® & 0

—i—
L 2 EZ3E ¥ E | G0

B. Bpamaiite cesieKTOp 103bI 10 TeX MOP, MOKA YKAa3aTeJIb 103bl HE OKAKETCS HA OJHOI
JIMHUU ¢ HYkHOIl Bam 1030ii.

e Eciu Bel npoBepHyIN CEIEKTOP 03I JAJIbIIE HYKHOU BaM 110361, TO MOKHO ITOBEPHYTH €TI0
Hazaji.

e FEciu B WINPUI-PYUYKE HET JOCTATOYHOTO KOJIMYECTBA IIATOB J03bI Uil HY>KHOM Bam 1103bl,
CEJIEKTOP J103bl OCTAHOBUTCS HA KOJIMUECTBE OCTABIIUXCS B IIMPUII-PYUKE IIaroB J03bI.

e Ecnu Bbl He MokeTe HaOpaTh BCIO HazHaueHHYI0 Bam 103y, MCHONB3yiTe HOBYIO IITIPHUII-
PYUKY WJIM BBEIUTE OCTABIIMECS B IIMPHUI-PYUYKE LIATH J03bl U UCIOIB3YHUTE HOBYIO LITTPHIL-
PYUKY ISl TOTO, 9TOOBI BBECTU HEOCTAOIINE MIATH J03bI IO TIOTHOU 1036l TONBKO B 3TOM
ciaydae JOIyCKaeTcsl BBEAEHUE ocTaBuiedcs A03bl MeHee 10 maroB no3sl. Bceerna
ucrionp3yite Apyryto mmpui-pydky Comuksa ComoCrtap 10-40, dTOOBI  JOTOJHUTH
HeoOxoaumyro Bam no3y, a ve mmpuil-pyuky Comuksa ComnoCrap 30-60.

Kak ynTarh noxkazaHusi OKHA A03bI

e He ucnons3yiiTe mmpui-pyuky, ecnu Baima ogHokpaTHas cyTouHas no3a meHee 10 maros

J103bl, KOTOpBIE TIOKA3bIBAIOTCS B BUe OenbIx nudp Ha 4epHOM (oHE.
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—— (NOCNEOOBATENBHOCTE 0017)

kBa ConoCrap® | <

ConoCrap®

Ilar 10361 Npenapara B IINPHL-PYyYKe

e Inpum-pyuka cogepxut B ob1eit cnoxuoct 300 maroB 1o36l. Bel MokeTe Habupath Barry

JI03y C 1I1aroM B | mar 1o03bl.

e He nucnonp3yiiTe 3Ty MNpUL-pyuKy, eciii Bol Hy*naerecs B cyTouHOM 103€ MeHee 10 miaros

110361 Wiin 0oiiee 40 1aros q036L.

e Kaxnas mmpui-pydka couepkut 6ojee 01HOM J03bI.

HIAT 5: BBegenue 10361

Ecnun Bl ucnbIThIBaeTe 3aTpyIHEHUS IIPU HAXKaTUU HA KHOINKY BBOJAA J03bl, HE IIPUMEHSANUTE CUILY,

TaK Kak 3TO MOXET NOBPEIUTh MNPUL-pyUKy. 3a moMoinbto ooparutech k IHAI'Y SE nuxe.
A. Bpi0epure MecTO I MHbEKIMH, KAK OKA3aHO HA PHCYHKe BbIIIe.

B. Beeaure uriy B KoKy, Kak Bam 0b1710 mokazaHo BammM MeInuMHCKIM Ppa00THUKOM.

e He npuxacaiiTecp 1oka K KHOIKE BBOJA JO3bI.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 03.07.2025 Ne 16529
C. Tlomectute 6G0JBIIOA Majell HA KHONKY BBONA (MO3bL(3ATEM- HA:KMUTE 1) yIiopa u

y/AepKUBaiiTe B 3TOM MOJIOKEHUH.

e He naxumaiiTe Ha KHOIIKY BBOJA J103bl 1MOJ yrioM. bonbmiol manen Moxer OJIOKHPOBAThH

IIPOBOPAYMBAHKE CEIIEKTOPA JIO3BI.

D. HaxumaiiTe Ha KHONIKY BBO/JIa 103bl, M KOI/Aa Bbl YBUAUTE «0» B OKHE 103bl, MeIJIEHHO

mocuutaiite a0 10.

e Dr0 OyIeT rapaHTUPOBaTh, UTO BBl BBEIU MOJIHYIO 103y .

E. ITocae Yiaep:KUBaAaHUA KHONKH BBOJAa J103bI U CUETa A0 10 OTHYCTUTE KHONKY BBOJAa.

3aTeM HU3BJIEKHTE UIJLY U3 KOXKH.
Eciin BO3HMKAIOT 3aTpyAHEHUs IPH HAKUMAHUU HA KHONKY BBO/a

o Cwmenure uriy (cm. LHIIAT 6 u LIAT 2), 3arem npoBeaute Tect Ha 6e3omacHOCTh (M. LITAT
3).
e Ecmu Bce paBHO COXpaHSIOTCS 3aTPyAHECHUS IPU HAXKaTUHU Ha KHOTIKY BBOJIa, BO3EMHUTE HOBYIO
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% ™
B

HIMPUL-PYYKY. (NOCHELOBATENBRHOCTE 001 7)

e Hukorzaa He UCIOIB3YWUTE LIMPHULL U1 U3BJICUCHHUS IIperapaTa U3 MIpUL-pPydKH.

AT 6: YaaneHue UrJbl

e bynpTe 0cTOpOXHBI MPU OOpalleHUH C UIJIaMH. DTO MPEIOTBPATUT MOBPEKACHUE UIIION U
MEePEKPECTHYIO HH(DEKITHTO.
° HI/IKOFI[a HE HaHGBaﬁTe BHyTpeHHI/II\/'I KOJIITAYOK HIJIbI Ha3a/l Ha UCTIOJIb30BAHHYIO UI'JTY.
A. Bo3bMuTEe HAPYKHBIH KOJIMAYOK HUIVIbI JABYMS Najbuamu. Jlep:kute Uriay npsamMo u
BBE/JUTE €€ B HAPYKHBII KOJINAY0K HUIJIbI.
e FEcmnu urna 6y[[€T BBCCHA B KOJIIIAYOK TOJ YTJIOM, OHA MOKCT MPOTKHYTH €ro.
N —)

ov-oL 5 7
EREEE

gemimwon (< [ ) =l

B. Kpenko o0xBaTuTe MIMPOKYI0 YacTh HAPYKHOI0 KoJimayka urjsbl. [Ipoxkpyrure Bamy
IINPHUI-PYYKY HECKOJIbKO pa3 APYroii pyKoi, 4To0bl CHATH UIJIY.

e Ecum uria He CHSIaCh C MEpBOro pasa, MIOBTOPUTC IOIIBITKY.

C. BpiOpochbTe HCIOB30BAHHYIO HTJIY B Pe3MCTEHTHBIN K MPOKOJIaM KOHTeiHep (cM. pa3ien

«YTHAu3auus MNpUI-PYYKH»).

D. 3axpoiiTe IINPUI-PYYKY ee KOJIMAYKOM.

e He nomemiaiiTe mmpui-pydKy B XOJIOIUIBHUK.
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/;:_I\tiii:]]l OOBATENEHOCTE 0017)

-

Cpok ncnoJib30BaHus

e [lInpun-py4xy MOKHO IPUMEHATH TOJIBKO B TEUEHHE 4 HENIETb [10CIIE HaYala UCIIOIb30BaHUS.

Kak XxpaHuTh INpui-pyuKy
Ilepen nepBbIM HCNOJIB30BAHUEM

e XpaHHWTE HOBbIE MIMPHUI-PYUKHU B XOJIOIWIbHUKE Npu Temnepatype 2°C — 8°C.
e [lInpun-pyydku HEIb3s 3aMOPAKUBATb.

Ilocsie mepBOro MCNMoJAb30BaAHUS

e XpaHuTe WIPUL-PYUKY NpU Temneparype Hike 25 °C.

e He nomemaiite mmpum-pydky oOpaTHo B XOJIOAUIbHHUK.

e He HarpeBaiiTe LIpuL-pyuKy.

e He nonepraiite mmpHUI-pyyKky BO3JECUCTBUIO IPSIMOTO CBETA.

e Huxkoraa He XpaHUTE MIPUL-PYUKY C TPUCOEAUHEHHOW UTTIOM.

e  XpaHUTE IIPUL-PYUKY, 3aKPBITON KOJIMAYKOM, JUIS 3aLIUTHI OT CBETA.

e [lInpun-py4yxy MO>KHO IPUMEHSATH TOJIBKO B TEUEHUE 4 HE/EIb II0CIIE Havala
MCII0JIb30BaHU.

OoOpamenne co INPHUI-PYIUKOH
Oo0pamaiiTech O MINMPHI-PYYKO C OCTOPOKHOCTBIO.

e  He ponsiite mmpuu-pyuky, u3deraite ee yJaapa o TBepAble OBEPXHOCTH.
e  Eciu Bel nymaere, 4To IIIPUI-PYUKa, BO3MOKHO, TIOBPEKICHA, HE IIBITANTECH IIOYMHUTS €€,
UCIOJIb3YHTE HOBYIO HINPUL-PYUKY.

IIpenoxpansiiTe IINPUI-PYYKY OT MONATAHUSA NBLTU U TPA3H.

e Brl MoxeTe 0UMIIATh HAPYKHYIO IOBEPXHOCTH IIPUII-PYUYKH, IPOTHPAs €€ BIAXKHOU
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TKaHbpI0. He 3aMaumnBaiiTe, He MOUTE U
MOBPEIUTH €€.

Yrunauzanus mWnpun-pyuKku

COOTBETCTEYET 2KCNEPTHOMY OTYETY
at 03.07.2025 Ne 16539
He CMa3bIBANTIC M PULFPY TEY[1#9H0 MOKET (11 7

e CHuMHUTE UTITYy, IEpe] TEM KaK BHIOPOCUTH IIMPULI-PYUKY.

e  VYTuUnM3upylTe MHCIONb30BAHHBIEC IIMPHUI-PYYKA COIJIACHO YKa3aHUSIM MEIUIIUHCKOTO

paboTHHKA.
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Hucrpykuus no ucnosib3opanuio npenapara Conarsa CopoCrap, 100 EL v+ 83 MR /M

(mpun-pyuka 30-60)

B mmpun-pyukax Conuka ConoCrap COIEpKUTCS MHCYJIMH TJAPTMH M JIMKCUCEHATH] B

(UKCUPOBAaHHOM COOTHOIICHHUH.

JlexapcTtBennas komOuHamusi B mmpui-pydke ConukBa ComoCrap 30-60 mpennaszHadeHa st

exenaeBHoro BeeaeHus ot 30 qo 60 EJl mncynuna rimaprus u ot 10 Mxr 10 20 MKT JIMKCUCEHATH/IA.

Huxorna He ucnonb3yiTe Uribl HOBTOPHO. B ciyyae mOBTOPHOIO UCIIOIB30BaHUs UIJIbl Bel MoXkeTe

HE NOJYYHTh HYkHYI0 BaM 103y (BBeIcHHE MEHBIIICH 103b1) WM MOJTYYUTh CIUIIKOM OOJIBLIYIO 103y

(mepeno3upoBKa), Tak Kak BO3MOXKHA 3aKYIIOPKa UTJIBI.

Hukorna He ucnonb3yiiTe UIMpUIL 171 U3BJICUSHUS Ipernapara u3 mnpui-pydku. [lpu ucnonbp3zoBanun

mrpuna Br1 He cmoxkeTe MOJIYUUTHh NPAaBUJIIbHOC KOJIUYCCTBO Mpcriapara.

CoxpaHuTe 3Ty HHCTPYKIIUIO JJIsS TOBTOPHOT'O OOpaiieHus K Hel.

Basxknas nHpopmanus

Huxoraa He mosib3yidTech OMHOM MIIPHUI-PYUYKOl OJHOBPEMEHHO C APYTUM YEJIOBEKOM - OHA
IpeHa3HaYeHa JJI1 UHIMBHU1YaJIbHOTO UCIIOJIb30BAHUSI.

Huxorna He nmonp3ynuTecs MWINPUL-PYUKOM, €CJIM OHA TOBPEKICHA, WIK BBl HE yBEPEHBI B TOM,
YTO OHA HUCIIPABHA.

Bcerna mpoBoauTe TecT Ha 6€30MaCHOCTb.

Bcerna nmeiite npu cebe 3amacHyO IMIMPUI-PYUYKY W 3allacHBIC UTJIBI, HA TOT CIIy4ai, eciu
OHM IIOTEPSAIOTCS UM CTaHYT HEUCIIPABHBIMHU.

[lepen Tem, Kak Ha4aTh MOJIB30BATHCS MIPUL-PYUKOi, y3HANWTE Y METUIIMHCKOTO paOOTHHKA,
KaK PaBUJIbHO MPOBOAUTH MOJIKOKHYIO HHBEKIIHIO.

B cnydae nanuuus y Bac 3aTpyaHenuii mpu oOpaimeHny ¢ TOH MIPHUI-PYIKOi, HapUMep, B
cirydae pobiemM co 3peHreM, Bam MoxeT noTpeboBaThCs MOMOUIb APYTHX JIMII, CHOCOOHBIX
CJIe0BaTh BCEM DPEKOMEHJALMSAM JaHHOM MHCTPYKLMU IO IOJB30BAaHUIO IINPUL-PYyYKON
Conuksa ConoCrap.

[lepen ncmonb30BaHUEM MITIPUI-PYUKH, TIPOUYUTANTE 3Ty MHCTpyKIMio. Ecau Bel He Oynere
ClIeI0BaThb BCEM €€ pEeKOMEHAAlUMsM, Bbl Mo)keTe MOJyYUTh WIM CIMIIKOM MHOTO WIN

CJIMILIKOM MaJlo Ipenapara.

JonoJHuTebHBIE CPEICTBA, KOTOPbIe Bam moTpedyrorest
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 Ne 16539
e Hosas crepunbnas nrna (cm. AT 2), (MOCNEOOBATENBHOCTE 0017)

I L

e CmuproBas canderka.
e Pe3ucTeHTHBIN (YCTOWYUBBIN) K MPOKOJIaM KOHTEHHED ISl HCTIOIB30BAHHBIX MTJI M IIPHIL-
pyuek (cM. pazzen « Y THIH3alus NPUHI-PYYeK)).

Ykazanue MecT 1JIs1 IPOBeAeHUSI HHbEKIUI

Oo6aacTn

 TwnTra

O0J1acTh :KUBOTA

Obaactp Oeapa

Buemnuii Bua mmpun-pyuxu Coauxsa CoaoCrap 30-60

[epskatenb KapTpuaKa NayHxep* OkHO f03bl YKa3aTenb 403bl

I
5 (11| Conuksa ConoCrap®

N 812 B B BW
2 =21 |

CenekTtop £03bl

Pe3nHoBas HasBaHue

Konnayok wnpuu-pyyKm Lkana npenapata KHOMKa BBOAA A03bl

npobka

* Bbl MOXKeTE HE BUJICTh IUTYHXKED, TOKA HE BBEICTE HECKOJIBKO J103.

AT 1: IIpoBepka INpUI-PYYKH
BbIHBTE HOBYIO IINPUI-PYUYKY U3 XOJOAWIBHUKA HE MEHEE 4eM 3a 1 yac 10 MpOBENEHUS HHBEKIINN.
Beenenue xonoaHoro npenapara siisercs: 0osee 00J€3HEHHBIM.
A. IlpoBepka Ha3BaHMs M CPOKA F'OJJHOCTH HA ITHKETKe IINPHUI-PYYKH.
e VYiaocroBepbTech B TOM, YTO y Bac mpaBuibHbIM (Hy>kHBIH Bam) npenapat. Hlnpun-pyuka
Comnuxsa ConoCrap 30-60 nMeeT 0JIMBKOBBIH LIBET.
e He ucnonp3yiite mmpuil-pyuky Conukpa CosnoCrap 30-60, ecau Bbl Hy)k1aeTech B CyTOUHOU
no3e MeHee 30 maroB 10361 WK Oosnbie 60 1MaroB 03I

e He ucnonp3yiiTe WIpUI-pyUdKy MOCIE OKOHYAHUS CPOKA TOJTHOCTH.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 03.07.2025 Ne 16539

/‘\ (NOCNEOOBATENBHOCTE 0017)

]

C. IIpoBepbTe NPO3PAavYHOCTH Mpenapara.
e He ucnonp3yiiTe mMINpUI-PYyUKy, €CJIM PAacTBOp Mpenapara MYTHBIM, UMEET OKPACKy WIIH

COACPKUT YaCTHUIIbI.

D. Ilporpurte pe3uHOBYIO repMeTHU3UPYIOULYI0 IPOOKY CIMPTOBOM CaJI(PeTKOM.

Ecan y Bac umerorcst Apyrue mimpuu-pydxu

e Ecnu Bel umeere apyrue mmpui-pyyku, 0COOEHHO BaKHO yIOCTOBEPUTHCS B TOM, 4TO Bbl
B3sUTH TIPABWIIBHBIN (HYKHBIH Bam) npenapar.
IHIAT 2: IIpucoennHenne HOBOW MIJIbI
e He ncnons3yiTe UIIIbl IOBTOPHO. Beerna ucnoib3ylTe HOBYIO CTEPHIIBHYIO UIILY JUIS KasK101

HNHBCKIHH. OTO IIOMOXKET NpeaoOTBPATUTL 3aKYIIOPKY MHIJIbl, KOHTaMWHAIIUIO HWTJIBI U
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e Bcerna ucnonb3yiiTe UIIbl, KOTOPbIE COBMECTUMBI co mmnpui-pyukoi Comnmksa ConoCrap,
Hanpumep, uriibl BD Mukpo-®@aiin [Tmtoc (BD Micro-Fine Plus), BD Aprollluna dyo (BD
AutoShield Duo), BD Vasrpa-®aiin (BD Ultra-Fine), BD Mukpo-®aiia (BD Micro-Fine),
BD Mukpo-®aiin + (BD Micro-Fine +), BD Mukpo-®aiin Ynerpa (BD Micro-Fine Ultra),
BD Muxkpo-®aiin Yaetpa [IPO (BD Micro-Fine Ultra PRO), BD Yasrpa-®aiin [TPO (BD
Ultra-Fine PRO), BD Hano 2-ro nokonenus (BD Nano 2nd Gen), BD Hano ITPO (BD Nano
PRO), BD Muxkpo-®aiin I[TPO (BD Micro-Fine PRO), BD Busa (BD Viva), BD (BD), BD
CoiipAccuct (BD SafeAssist), FOuudaiin [lentunc [Tmoc (Unifine Pentips Plus), FOrudaiin
[Tentunc (Unifine Pentips), FOnudaiitn CriibKontpons (Unifine SafeControl), Onrtudaiin
(Optifine), Ilendaitn Knaccuk (Penfine Classic),Kmukdaitn (Clickfine), Knukdaiin
AstollIporekct (Clickfine AutoProtect), PemuOn (ReliOn), I'yncanc (Goodsense), Mucynen
(Insupen).

A. Bo3bMuTe HOBYIO UIUIY U YAJHTe 3alIUTHOE MOKPbITHE.

B. JlepxkuTe M1y mpsiMo mepel IINPHI-PYYKOH M NPUKPYTHUTE €€ HA IINPHUL-PYYKY 10

¢uxcanun. He npuiaraiire ype3MepHbIX YCHJIMH NP NPUKPYYHMBAHUM UTJIbI.

C. CHumure Hapymm,lﬁ KOJIMAY0K HMIJIBI. CoxpaHnTe ero aJjs HMCHoJb30BAHUA B

JaJIbHeHeM.
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OoOpammenue ¢ UrJIamMu
e byabTe OCTOPOXXKHBI TIPU OOpAIICHUU C UTJIaMH. JTO MPEIOTBPATUT MOBPEXKICHHUE UTIION U
nepeKpecTHOe HHPUITUPOBAHUE.
HIAT 3: IIpoBeaure TecT HA 6€30MACHOCTH
OO0s3aTeNnbHO TIepe]] KaKI0W WHBEKIUEH MPOBOAUTE TeCT Ha Oe3omacHocTb. OH MPOBOIUTCS IS
MPOBEPKU TOTO, YTO MIMPUI-PYYKa U HUIriIa paboTaroT HaUIeKAIIMM 00pa3oM, a Takke JUisl TOTO,

4yTOOBI OBITH YBEpEHHBIM, YTO BbI BBeieTe MPaBUIbHYIO 03y IIpenapara.

A. BbiGepure 2 mara 1035l IyTeM BPAIIEHUs! CEJIEKTOPA A03bI 10 TOr0 MOMEHTA, KOI/a

YKa3aTeJb 103b1 HE OKAYKETCH HA OTMETKE 2.

B. Haxmure 10 ynopa Ha KHONKY NPOBeIeHUsI HHbHEKIHH.

e Ecnu npenapat BbIXOIUT U3 KOHYMKA UTIIBL, INMPULI-PYyUKa pabOTaeT MPaBUIBHO.
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Ecan :kuaxocTh He MOKA3BIBAETCS M3 KOHYHUKA UIJIbI:

Bam moxer morpeGoBaTbcss MOBTOPUTH 3TOT IMIar 10 3-X pa3, mepelx TeM Kak MOKaKeTCs
npemnapar.

Ecniu mpenapar He BBIXOAWUT M3 KOHYHMKA HWIJIBI TMOCIE TPEThEro MOBTOpa ATOrO Iara,
BO3MO>KHO, UIMEET MECTO 3aKyNOpKa UIibl. Eciiu 3T0 mpou301io:

samenute uriy (cm. LHHAT 6 u IHAT 2);

3aTeM MOBTOpUTE TecT Ha OezonmacHocTh (cm. HIAT 3);

HE HUCHOJb3yWHTE MINPHUI-PYUKY, €CIM IpenapaT Bce K€ HE BBIXOAMT M3 KOHYMKA HIJIBI.
Hcnonp3yliTe HOBYIO IIIIPUL-PYUKY;

HUKOrjga HE HCHOHB3yﬁTe mmpu 11 U3BJICUYCHUA MIPLCIiapaTa U3 MIPUL-PYUIKH.

Ecau Bel BuauTe My3sIpbKH BO31yXa

Bsl MokeTe BUIeTh Iy3bIPbKU BO3AYXa B IIpenapaTe. IT0 HOPMaJIbHO, OHU HE PUYMHAT Bam

Bpea.

LIAT 4: Habop 10361

Ncnonp3yiiTe MIIPUI-PYUKY TOIBKO JJIsl BBEACHUS OJHOKPATHOM CyTOUYHOU 10361 OT 30 10 60
I1aroB J103bI.
Huxorna He nHaOupaiiTe 103y W HE HaXMMAWTEe Ha KHOMNKY BBEACHHUS 03Bl 0Oe€3

MPUCOEANMHEHHOMN UIJIBbl. DTO MOKET HOBPEAUTH IIPUII-PYUKY.

A. YaocroBepbTech B TOM, YTO UIJIA PUCOEIMHEHA U /1032 YCTAHOBJIEHA HA «0».

Conukea ConoCrap®
30-60

B. Bpamaiite cejieKTOP A03bI 10 TeX MOP, NOKA YKAa3aTeJIb 103bl He OKAKETCS HA OAHOM JIUHUM

¢ Hy:kHO#1 Bam 10301i.
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e Eciu Bel mpoBepHyIIM CEIEKTOP 103bI flablie HYKHON BaN 10351 0| MoKHO: IOBEPHYTE ero

Hazaji.

e Ecau B npuu-pyyke HET OCTATOYHOI'O KOJIMUYECTBA IIAroB O3Bl Ul HY>KHOM Bam 10381,
CEJIEKTOP J103bl OCTAHOBUTCS HA KOJIMYECTBE OCTABUIMXCS B IUMPHUII-PYUKE IIArOB J103bI.

e Ecnu Bbl He MokeTe HaOpaTh BCIO Ha3HaueHHYI0 Bam 1103y, MCTONB3yHTe HOBYIO IITPHUII-
PYUYKY WJIM BBEIUTE OCTABIIMECS B IIIPUL-PYYKE IATH 036l U UCIIOIb3YHTE HOBYIO IIITPHIL-
PYUKY AJISl TOTO, YTOOBI BBECTH HEIOCTAIOUINE IIATH JI03bI 10 TOIHOM 1036l TOIBKO B 3TOM
cilly4ae JOIyCKaeTcsi BBEIEHHE oOcTaBllelca 1o3bl MeHee 10 maroB no3sl. Bceerna
ucronp3yite apyryro mmpuil-pydky ComumkBa ConoCrap 30-60, 4T0oOBI JOTOJHUTH
HeoOxoaumyro Bam o3y, a He mmpuil-pydky Commksa ComoCrap 10-40.

Kak yutarh noka3zaHusi OKHa J103bl
e He ucnons3yiiTe mmpui-pyuky, ecnu Bama ogHokpaTHas cytouHas no3a meHee 30 maros

J103bI, KOTOpBIE TIOKA3bIBAIOTCS B BUe OenbIx nudp Ha 4epHOM (oHe.

ConoCrap®

Ilar 103pl Npenapara B LINPUI-PyYKe
e [Inpurn-pyuka conepxut B odmei cinoxxaoctd 300 maroB 10361. Bl MoxeTe Habupats Bamry
JI03y C 1I1aroM B | mar 103bl.
e He ucnonb3ylite 3Ty WIpUL-PYUKY, €ciau Bbl Hy)kaaerech B cyTo4HOM q03¢ MeHee 30 maros
10361 WK Oosee 60 maroB 035l
o Kaxnas mmpHI-pydxa coep>kKuT 00s1ee 0JHOM T03HI.
HIATI 5: BBegenue 10351
Ecnu Bbl ucnibIThiBaeTe 3aTpyAHEHUS MIPHU HAXXaTUM HA KHOTIKY BBOJA JI03bl, HE MPUMEHSIITE Cuiy,

TaK Kak 3TO MOXET NOBPEIUTh MNPUL-pyUKy. 3a moMoinbto ooparutech k ALY SE nuxe.
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A. BpiOepuTe MecTO 1/l HHHEKIUH, KaK MOKA3aHOHA PHCOYHKe BRHIE., H O CTH 0017)

LS

B. Beeaure uriy B KoKy, Kak Bam 0b1710 nokazaHo BammM MeInuMHCKHIM Pa0OTHUKOM.

e He npuxacaiiTecp 1oka K KHOIKE BBOJA JO3bI.

C. IlomectuTte 00JIbIOH Majell HA KHONKY BBOJAA N03bl. 3aTeM Ha)XKMHTe A0 ynopa u
yAep:KuBaiiTe B 3TOM IMOJIOKEHUH.
e He HaxuMmaiiTe Ha KHONKY BBOJA J03BI TOJ YrioM. bonbInol manernm MOXeT OJOKHPOBAThH

IIPOBOPAYMBAHKE CEIIEKTOPA JTO3BI.

D. HaxumaiiTe Ha KHONIKY BBO/JIa /103bl, M KOI/Aa Bbl YBUAUTE «0» B OKHE 103bl, MeIJIEHHO
mocuuTaiite no 10.

e Dr0 OyaeT rapaHTUPOBATh, YTO BBl BBEIH MOTHYIO J03Y.

E. ITocae Yiaep:KUBaAaHUA KHONKH BBOJAa J103bI U CUETa A0 10 OTHYCTUTE KHONKY BBOJaAa.

3areM u3BJIEKUTE HUIJIYy U3 KOKH.
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Eciu BO3HHKAIOT 3aTPy/AHEHUs] IPU HAKUMAHUH HA KHONKYBBOMA A TE[LHOCTE 0017)

e Cwmenure uriy (cm. IHIAT 6 u HIAT 2), 3atem npoBeaute TecT Ha 6e3omacHOCTh (M. LHTAT
3)

e FEciu Bce paBHO COXPAHSIIOTCA 3aTPYIHEHUSI TPU HAXKATUH HAa KHOIIKY BBOJ1a, BO3bMUTE HOBYIO
HITPUI-PYUKY.

e Hukoraa He UCTIONB3YWUTE IIMPHULL JIJIS1 U3BJICUCHUS MIpenapaTa u3 MIpUI-PyUKH.

AT 6: YaaneHue UrJbl

e bynpTe 0CTOPOXKHBI MIPH OOPANICHUH C WTJIAMH. DTO MPEIOTBPATUT MOBPEKIACHUE UTIION U
NEePEeKPECTHYIO NHPEKIUIO.

e Huxoraa He HajieBaiiTe BHYTPEHHUH KOJIMAYyOK Ul Ha3aJ HAa UCIOJIBb30BaHHYIO UTTTY.

A. Bo3bMuTe HApY:KHBIH KOJIMAYO0K HUIJIbI ABYMS NajblaMu. Jlep:kuTe Urjy NpsiMo U BBeJAUTE
ee B HAPY’KHbIH KOJINA4Y0K MIJIbI.

e Ecnu urna 6yner BBeZeHa B KOJIMAUYOK MOJT YTIIOM, OHAa MOKET MPOTKHYTH €TO.

09-0¢g R
0 eEdML0Y | || |

—
>

B. Kpenko o0xBaTuTe MMPOKYI YaCTh HAPYKHOr0 KoJmayka uribl. [Ipoxkpyrure Bamy

— 14

HITNPUI-PYYKY HECKOJIbKO pa3 APYroi pyKoiu, 4To0bl CHATH UIJIY.

e FEcam urna He cHsIACh C IEpBOro pasa, MIOBTOPUTC IOIBITKY.

C. BpiOpocbTe HCIOJIB30BAHHYIO UIUIY B Pe3MCTEHTHBIH K MPOKO0JIAaM KOHTeHHep (CM. pa3aen

«YTHAu3auus MNPUI-PYYKH).
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D. 3akpoiiTe LIMpUI-PYUKY €€ KOJMAYKOM.

He nomemniaiite mmpui-pyydKky B XOJOAUIbHUK.

Cpok ncnoJib30BaHus

[npui-pyyKky MOKHO IPUMEHSTH TOJILKO B T€UEHUE 4 HEJIeNb II0CTIE Havyalla CIIOJIb30BAHMUS.

Kak XxpaHuTh IINPUL-PYUKY

Ilepen
[ ]

ITocae

NepBbIM HCI0JIb30BAHUEM
XpaHUTE HOBBIC MITPHULI-PYYKH B XOJIOAMIbHUKE MpH Temiieparype 2°C — 8°C.

[Inpun-pyyku HeNb3s1 3aMOPaXKUBaTh.

NepBOro UCIOJIb30BAHUSA

XpaHuTe WIpUL-PydKy Opu Temieparype Huxke 25 °C.

He momemnaiiTe mmpuir-pyuky oOpaTHO B XOJIOIUIBHUK.

He HarpeBaiiTe mmpuu-pyuky.

He noasepraiite mmnpuu-pydKy BO3AEHCTBUIO IIPSIMOIO CBETA.
Huxorna He XpaHuTe MIPUL-PYUKY C IPUCOECAUHEHHOM UITION.
XpaHUTe WINPULI-PYUKY, 3aKPBITONW KOJIMAYKOM, JJIs 3aIMUTHI OT CBETA.

npui-pyyky MOKHO IPUMEHSATH TOJIBKO B T€UEHUE 4 HEJIeNb II0CTIE Havyalla HCIIOJIb30BAHMUS.

OoOpamenne co NPHUI-PYUKOH

OoOpamaiiTech cO INPHUI-PYUYKOH C OCTOPOKHOCTHIO.

He ponsiite mmpui-pyuky, n3deraite ee yJapa o TBepAble TOBEPXHOCTH.
Ecau Bel gymaere, 4To IINpUL-PYUYKa, BO3MOKHO, IIOBPEXKICHA, HE IIBITAUTECH TIOYUHUTD €€,

UCIOJIb3YHTE HOBYIO HIMPUI-PYUKY.
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IIpenoxpansiiTe INPHI-PYYKY OT NONAXAHUS NBLTH WIOPIBE. [|OEATETEHOCTE 0017)

Brl MOXkeTe o4nIaTh HApyKHYIO MOBEPXHOCTH IUINPULI-PYUKH, IIPOTUPAsL €€ BIAKHOU TKaHblo. He
3aMa4yMBaiTe, HE MOWTE U HE CMAa3bIBAMTE IIIIPULI-PYUYKY — 3TO MOKET ITIOBPEIAUTH €€.
YTuinzauus Wnpuu-py4Ku

e CHuMHUTE UIITy, Nepes TeM KaK BHIOPOCUTH IIIPULI-PYUKY.

e  VYTWIM3UPYWTE HCIOIb30BAHHBIC IIIPUIL-PYUYKH COIVIACHO YKa3aHUSAM MEIULIMHCKOTO

paboTHUKA.
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