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WHCTPYKLIUA
[10 MEJULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPETIAPATA

KO33HTHKC

PErMCTPALIMOHHBIA HOMEP: JI[1-003780

TOPIrOBOE HAMMEHOBAHME: K033HTHKC

MEXIYHAPOJIHOE HEIIATEHTOBAHHOE WJIM I'PYIIIIMPOBOYHOE HAMMEHOBAHME: CEKyKHHYMa0
JIEKAPCTBEHHAS ®OPMA: pacTBOp AJiA MOAKOXHOI'O BBEACHUA

CoCTAB

Ha 1 npepapuTenbHO 3anojHeHHbIH mmpui oobemom 0,5 mi/1,0 Mi/2,0 mo:

deticmeyioujee sewjecmeo. cexykunymad 75,00 mr/150,00 mr/300,00 mr;

@cnomozamenvuvie  6ewecmea; TPErano3sl JUrHAPAT, TUCTUIMH/TMCTHAMHA THMAPOXJIOpHAA

MOHOTH/IpAT, METHOHHH, Nonucopbat-80, Boaa 115l UHBEKLIUA.

OIUCAHME: OT GECLBETHOrO /0 CBETIO-KEJITOro LBeTa MPO3pPayHbll MM ONaJeCHUpyrOMi

pacTBop.
®APMAKOTEPATIEBTUYECKAS I'PYIIIIA: HHTMOMTOPHI MHTEPJICHKUHA.
Koa ATX: L04AC10.

DAPMAKOJIOTHMYECKUE CBOMCTBA

Mexanusm oevicmeus

CexykuHymab npejcTaBisieT cobOW MOJHOCTBIO 4YesloBeyeckoe aHTHTeNno (MmmyHornoOynun Gl,
IgGl), KOTOpOE CENeKTHBHO CBSA3BIBAETCS W HEWTPAIM3yeT MNPOBOCTIAIUTCIBHBIA LMTOKUH -
untepieitkun-17A (UJI-17A). Cekykunymab oxasbiBaeT HampabnenHoe aeiicreue Ha WJI-17A u
MHruOupyer ero BiaumozeiicTBue ¢ peuentopom MJI-17, koropslii sKcmpeccupyeTcs pasHbIMH
TMNaMH KJIETOK, BKJIIOYas KEPAaTMHOLMTHI M CHHOBHOLMTHL. B pesynbTare 3TOro CeKykuHymab
MHTMOMpYeT BBICBOOOXK/ICHHE NPOBOCIHANHMTENBHBIX IIMTOKMHOB, XEMOKMHOB M MEJHaToOpOB
TNOBpeX/ieHUs TKaHel, cawkaet Bkiag MJI-17A B ayToMMMYHHEIE W BOCTIAIMTE/bHBIE 3a00IEBaHHL.
CekyKnuHyMab B KIIMHHYECKH 3HAYUMBIX KOHLEHTPALMAX JOCTUIaeT KOXKH U CHIKAET KOHLIEHTPALHIO
BOCTIAJIUTENBHBIX MapkepoB. [IpsMBIM ClieICTBHEM JICUEHHs CEKYKMHYMaOOM SIBJISETCS YMEHbIIEHHE
BHIP2KEHHOCTH TOKPACHEHWsl, YIUIOTHEHHs M INeNyINeHMs KOXHM, 4YTO HabmoJaercs B odarax
NopaXkeHus pH OJIAIEeYHOM NcopHase.

WUJI-17A sBnsieTcs €CTECTBEHHBIM LIUTOKHMHOM, KOTOPBI y4acTBYET B HOPMAJIbHO IMPOTEKAIOLIMX
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peaKiLHaIxX BOCIANeHHs U ummyHHoro otBera. WJI-17A wrpaer KitO4eBylO poJib B MaTOreHE3e
ONAIEYHOTO  McopHMasa, [COPUATHYECKOr0 apTpuUTa M aKCHAbHOTO  CNOHJMIIOAapTpHUTa
(aHKMJIO3UPYIOLIEr0 CIIOHIMIMTA M HEPEHTTEHONOrMYECKOro aKCHAIbHOTO CIOHAMI0apTpuTa). B
KPOBH Y TMAlUMEHTOB C OJSIIEYHBIM TCOPMA30M, MCOPUATHYECKMM apTPUTOM H aKCHAJIbHBIM
CIIOHIMIOAPTPHTOM, a TAK)KE B KJIETKAX MOPAKEHHBIX Y4aCTKOB KOXM y TMAaUMEHTOB ¢ GIsIIeHbIM
rncopuasoM oGHapy>KeHO yBenuueHHe KoHueHTpauuu UJI-17A, a Takke yBeTHYECHHE KOJIHUYECTBA
NUMGOLMTOB U KJIETOK BPOKAEHHOTO MMMYHHUTeTa, poayuupyomux UJI-17A. Tlpoxykuus I-17A
CYIIECTBEHHO MOBHIIIEHA B MOPAKEHHBIX y4acTKaxX M0 CPABHEHHIO CO 3/I0POBBIMH YJaCTKaMH KOXH
y MaLMEHTOB ¢ OMIsEeYHBIM TIcopuasoM. Kpome Toro, y naideHToB ¢ NCOPHATHYECKHM apTPUTOM B
CHHOBHAJIFHOM JXMAKOCTH OTMEYAeTCs yBeIMYeHHe KOJIMYecTBa KIeTok, npoayuupyromux UII-17A.
V NauueHTOB ¢ aKCHaJbHBIM CIIOHAMIOAPTPUTOM 3HAYMUTENILHOE YBEJIMYCHHE KOJIMYECTBA KIIETOK,
npoayuupyromux UJI-17A, otMedaeTcsi B CyOXOHIPaTbHOM KOCTHOM MO3re (paceTOuHBIX CyCTaBOB.
Jlokasana >¢¢pextuBHocTh MHrHOMpoBanus HMJI-17A B nieyeHHH NAaLMEHTOB C aHKHUJIO3HPYIOIIMM
CHOHJIMWJIUTOM, WYTO TOATBEPXKAAET KIIOYEBYIO pOJIb 3TOr0 ILIMTOKWHA TIPU AKCHAJIbHOM
CTIOHJMIIOAPTPHUTE.

UJI-17A Taroke cnocoGCTBYeT pa3BUTHIO BOCHAJCHHMs TKaHei, MH(UIbTpauuu HedTpodunamw,
JECTPYKLIMH KOCTEM M TKaHEH, a Takke peMOJeTMPOBAHHMIO TKaHEH, BKIIOYAs aHrHOTeHe3 ¥ Gudpos.
[IpuMeHeHHe ceKyKHHYMaba y MalueHToB ¢ OisiIeyHbIM ncopuazoM B go3e 300 mr obecneunBaet
Gonee Grictpoe (ymeHbinenue cpeanero unaekca PASI (Psoriasis Area Severity Index — unmekc
TJIOIIA/IM TIOPAKEHHUS M TSDKECTH Nicopuasa) Ha 50% K TpeTheil HeJiesle IPUMEHEHHMS) U BBIPAKEHHOE
OUMIIEHHE KOXKHBIX TOKPOBOB [10 CPABHEHMIO ¢ IPUMEHEHHeM B 03¢ 150 Mr ¢ HapacTanueM s dekra
K 16 Hezene U COXpaHEHHEM €TO B TeueHHe 52 Henenb HabmoaeHus. CeKyKuHyMal IEMOHCTPHUpPYET
5(peKTUBHOCTS KaK y MAlMEHTOB, paHee He TMOJIy4aBUIMX TEPANMIO TeHHO-WHKEHEPHBIMH
ouonoruyeckumu npenapatamu (I'UbII), Tak ¥ y nauueHToB ¢ HEAOCTATOYHBIM OTBETOM Ha TEPAIUIO
I'UBIl uaruburopamu ®HOo (pakTop Hekpo3a OMyXONM @), TPH 3TOM HECKOJBKO Oolee
BBIP&KEHHBI OTBET OTMEYEH Yy MAlMEHTOB, pPaHee He IMOJy4YaBLIMX TEpamnuio BBILICYKa3aHHBIMH
npenaparamu. [Ipy NpUMEHEHNH CEeKyKMHyMaba OTMEYEHO yNy4llleHHe CHUMITOMOB M NMPHU3HAKOB
Ticopuasa pasiMuHbIX JOKAIM3aluuii (J1aJOHHO-TOOMIBEHHOTO, KOXKH TOJIOBBI, OHUXOAUCTPOdUM),
yJIy4lIEeHHE Ka4eCTBa )KU3HH, CBA3AHHOE C QYHKIMOHAIbHBIM CTATYCOM M COCTOSIHHEM 3/10POBbS, &
TaKKe 3aMe/IJIEHHEe TIPOrPECCHPOBaHHs MOPaXKeHUs NepHPEPUYECKUX CYCTaBOB.

V nereit B Bo3pacte OT 6 a0 18 €T ¢ TAXKENBIM U CPEAHETSDKENBIM ONAIIEeYHBIM [1COPHUA30M,
MOJTy4aBIIMX CEKYKMHYMab B HU3KOM M BHICOKO# 103aX, OTMeYeHBI 6oJiee Bricokue nokasarend PASI

75, IGA (Investigator’s Global Assessment — rioGanbHas orenka uccnenosarens) 0/1 u PASI 90 na
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12 u 52 HemeNsX MO CPAaBHEHHMIO C MAUMEHTaMH, MOJyYaBIIMMH Tlauebo WM STaHepuent. ¥
MALMEeHTOB ¢ NICOPUATHYECKUM apTPUTOM Ha (OHE Tepamnuy CeKyKMHyMaboMm OTMeyaeTcsi CXOXHi
OTBET Ha JeYeHHe BHE 3aBUCHMOCTH OT NMPUMEHEHWs ero B MOHOTEpAaNHH MM B KOMOMHALMH C
meToTpekcatoM. Ilpu NpuUMeHeHHMH ceKykmHymaba k 16 u 24 HejensiM OTMEYEHO YIydIIECHHE
CHMNTOMOB Tepr()epUYECcKOro MCOPUATHYECKOro apTpuTa (HampuMep, YMEHbBIICHHE KOJIMYEeCTBa
60/1€3HEHHBIX/TIPUITYXIIUX CYCTaBOB, pa3pellICHUE NAKTUIIMTOB, SHTE3UTOB, YMEHBIICHUE CTENCHH
BHIPAKEHHOCTH TOpakeHusi Horreif). IIpumenenne cekykuHymaba B moze 150 mr k 24 nenene
3HAYMTENBPHO TMOJABIANO CTENeHb MPOTPECCUPOBAHUS TOPAXKEHUS TepUPEpUIECKUX CyCTaBOB
(OTHOCHTEIBHOTO ~ MCXOJHOTO MoKasarens MoauduumpopanHoro obmero cyera Illapma).
PeHTreHoNOruuecKye MpU3HAKKU MOJABJICHHS MPOrPecCHM OTMEYEHBI KaK y MALMEHTOB, paHee HE
nosyyasux tepanuio uaruburopamu ®HOq, Tak ¥ y MaUMEHTOB € HEJAOCTATOYHBIM OTBETOM Ha
NpeAECTBYIOIYIO TEepanuio yKa3aHHBIMH Inpenapatamu. Cxoxee MOJaBICHHE CTPYKTYPHOro
MOpa)KEeHHsI OTMEYAIOCh BHE 3aBUCHMOCTH OT KOMOMHMPOBAHHOTO NIPUMEHEHHSI C METOTPEKCATOM.
B IBOWHOM ClIENOM paHIOMU3UPOBAHHOM HCCIIEI0BAaHHH y 485 6MOIOrHYECKM HaMBHBIX MAILMEHTOB
C AaKCHaJbHBIMH TIPOSIBJICHUSIMH TCOPUATHMYECKOTO apTpuTa M HeaJeKBaTHBIM OTBETOM Ha
NPEeJIIECTBYIOMIYI0  TEPalHI0  HECTEPOMIHBIMH  NPOTHBOBOCHAIMTEIBHBIME  MpenapaTtaMu
npuMeHenue cekykuHymaba B no3ze 300 mr u 150 mr Ha 12 Hejene NpUBOJMIO K 3HAYUTEIEHOMY
yJIYYIIEHHIO CHMIITOMOB M MPU3HAKOB (BKIOYas Goniee BHIPAKEHHOE CHHWXKEHHE WHTEHCHBHOCTH
GONM B CMIMHE OT UCXOHOTO 3HAYCHUS) ¥ YIYUIICHUIO (yHKIIMOHAIBHOIO CTaTyca M0 CPABHEHHIO C
riane6o.

Tabnuya 1.  Knunuueckuii omeem 6 uccneoosanuu MAXIMISE na 12 neoene

ITnane6o 150 mr 300 mr

(n=164) (n=157) (n=164)
Unnexec ASAS 20, % | 31,2 66,3* 62,9*
WNunexc ASAS 40,% | 12,2 39,5% 43,6*
HUunexc BASDAI 50, | 9,8 32.7T* 37,4%
%
Bons B cninne, BAIII -13,6 -28,5* -26,5*
DyHKIMOHAIBHBIN -0,155 -0,330%* -0,389*
craryc, HAQDI

* p<0,0001; ** p<0,0005; no cpasnenuio ¢ nnayebo

ASAS (Assessment of SpondyloArthritis International Society Criteria) - oyeHka CO2IACHO Kpumepuim
MedcOyHapooHozo obuecmea cnonounoapmpuma; BASDAI: (Bath Ankylosing Spondylitis Disease Activity Index) -
Bamckuii undexc akmusHocmu ankunosupyiowezo cnonounuma; VAS (Visual Analog Scale) — eusyanenas ananozosas
wkana; HAQDI (Health Assessment Questionnaire — Disability Index) — 6onpochuk no oyenxe cocmosnus 300p06bs —
uHOEKC HempyoocnocobHocmu

[Ipu npumeHeHMH CceKykuHyMaba B obeux jo3ax ymyumenue uHaekca ASAS 20 u ASAS 40

OTMEYECHO YX€ Ha 4 wenene c COXpaHEHHEM BIUIOTH A0 52 Henens.
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[IpumMeHeHHe  ceKyKMHyMaba y  NalMEHTOB C  AHKWIIO3UPYIOUIMM  CIIOHIWJIUTOM K
HEPEHTTEHOJIOrMYECKUM aKCHaJIbHBIM CMIOHMIOAPTPUTOM NMPUBOAMIIO K YIIYYLICHHIO MOJBHKHOCTH
TO3BOHOYHMKA M €ro (QYHKUMH, yMEHBILICHHIO aKTHBHOCTH 3a00sieBaHus (B TOM YHC/IE CHIKEHHIO
KOHIIEHTPAllMH BBICOKOYYBCTBHTENbHOr0 C-peakTHBHOro Oenka). Y MalMeHTOB, MOJyYaBIINX
cekykuHymab 63 npemecTBytoweii Tepanuu uaru6uTopamn ®HOa, Npr MarHUTHO-Pe30HAHCHOH
ToMorpadum K 16 Heziene OTMEUEHO YMEHbIIEHHE NPU3HAKOB BOCIANICHUS KPECTLOBO-TIO/IB3A0IHbIX
COUICHEHHH M MO3BOHOYHHMKA OTHOCUTEBHO MCXOHBIX NIOKA3aTENCH.

DapmakoOuHamuKka

Konuentpauus o6mero UJI-17A (¢BOGOJHOTO U CBA3aHHOTO ¢ CEKYKHHYMaboM) B CHIBOPOTKE KPOBH
YBeJIMYMBAETCA B Tpejenax 2-7 [Heil BclaecTBUe 3amelieHus kiaupenca UJI-17A, cessanHoro ¢
CeKyKMHYMaboM, CBMETENBCTBYSI, YTO CeKYKHHYMaO CEEeKTHBHO CBA3bIBaeTcs co cBoboanbM MJI-
17A, KOTOpHIiA MrpaeT KIFOYEBYIO POJIb B MATOreHe3e OJIAIeYHOro ncopuasa.

B uccneoBaHMM y MAlMEHTOB C OJIAIMIEYHBIM [ICOPHA30M IIOC/€ OJHOW-ABYX HEIE/lb JIeYCHHUS
CEKYKMHyMaOoM 3HAUMTENbHO CHWXKANMCh WHQUIBTpaUMs SMuAepMHca HeHTpodunamu U
KOJIMYECTBO pA3IMYHBIX ACCOLMMPOBAHHBIX C HHUMH MapKepoB, KOTOpOE€ 4YacTo IMOBBHIIEHO B
MOpPaKEHHBIX YYaCTKaX KOXKH y JaHHBIX NallMEHTOB.

Ha ¢oHe Tepamuu CeKyKHMHyMaOOM Y MAalMEHTOB C NCOPUATHYECKMM apTPUTOM U aKCHAJIbHBIM
CMOHMJIOAPTPUTOM (QHKHJIO3UPYIOLIMM CIIOHIMINTOM M HEPEHTTeHOJOTMYECKUM aKCHaTbHBIM
CIIOH/IMJIOAPTPUTOM) B TeueHHe 1-2 HeJelb 0TMeYaioch CHIKEHHE KOHUEHTpauuu C-peakTUBHOTO
Oenka, ABNISAIOLIETOCS MapKEPOM BOCTIAJIEHHS.

DapmakoKunemuKa

Bcacvieanue

[Ipu GnsmeYHOM TIcOpHase mocie 0AHOKpaTHOM 10361 150 Mr umu 300 mr (aBe uHbexL|u no 150 mr)
MOJKOKHO MAaKCHMallbHas KOHILEHTpaluus CceKykuHymaba B CBIBOPOTKE KpOBHM COCTaBIisIa
cooTBeTcTBeHHO 13,7+4,8 Mxr/mn mnu 27,3+9,5 MKr/mMa B MHTepBajie Mexay 5 U 6 aHeM moclne
BBEJICHMS.

[Tociie TepBOHAYAIBHOTO €XEHEENBbHOr0 BBEIEHMA BO BpEMs IIEPBOTO Mecslia MaKCHMalbHas
KOHIIEHTpaLys JocTuranack Mexxay 31 u 34 quem.

MakcuManbHas KOHIEHTpalys B paBHOBECHOM COCTOSTHUHU (Crax, ss) Mocie n/k BBeaeHUs 150 Mr wim
300 mMr cocraBuna 27,6 MKr/mia M 55,2 MKI/MII COOTBETCTBEHHO. PaBHOBeCHas KOHLEHTpaLus
pocturaercs nocie 20 HeleNb NPU eXXEMECAYHOM PEXKHUME BBE/ICHHS.

[To cpaBHEHHIO C DKCMO3MLMEN NOC]IE OIHOKPAaTHOM /03Bl OTMEYEHO IBYKPATHOE YBEIMYEHME

MaKCHMMAaJIbHOM KOHLEHTPALMy U IUIOMAAH NoJ (papMakOKMHETHYECKON KPHBOW «KOHLEHTpaLMs-
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Bpems» (AUC) mociie MHOTOKPAaTHOTO €KEMECAYHOTO BBEJIEHUS B MOJUICPXKUBAIOLIEH TEPATHy.
CekykuHyMal BcachlBaeTCs CO CPeHMM MOKa3aTelieM abcomoTHoH GuonoctynHocTH 73%.

[Ipy nOBTOpHOM N/K BBEJEHMM C WCIOJB30BAHHEM aBTOMHXeKTopa, comepxawero 300 mr, y
MAlMEHTOB C OJAIIEYHBIM IICOPHA30M CpefiHee 3Ha4YeHHE MHMHHMMAJIbHOM KOHLEHTpAlUH
ceKyknHymMaba B CBIBOPOTKE KPOBHM MeEpel TMOC/EAyIOIMM BBEEHHEM OBLIO COMOCTaBMMO C
HabMoIaBIIEMCS B MPEALIECTBYIOIUX UCCIIEI0OBAHUAX € WCIIOJIB30BAHMEM JBYX MPEABapUTEIHHO
3aMO0JTHEHHBIX MINPULEB ¢ coaepx)anueM 150 mr ans Beenenus 10361 300 mr.

Pacnpeoenenue

Cpeanuii 06beM pacrpe/iesieHus B TepMUHaNbHOH (pase (Vz) nocie 0JHOKPaTHOrO BHYTPHBEHHOIO
BBEJICHHUA BapbupoBal Mexay 7,10 u 8,60 11y maluMeHToB ¢ O/IALIEYHBIM [ICOPHA30M, YTO MO3BOJIAET
TPE/NONOKUTE, YTO CEKYKMHYMaO OrpaHHYEHHO Pacrpe/iesieTcs Ha neprudepuu.

KOHIIEHTpalus CeKyKHHyMaba B MEXKJIETOYHOH JKHAKOCTH KOXHM y MalMEHTOB ¢ OIsledHbIM
ncopuazoM BapbupoBaia oT 28% 10 39% OT TakoBOH B CHIBOPOTKE KpOBH Ha 1-2 Hexene mocine
O/THOKpATHOTO /K BBeAeH s B 03¢ 300 Mr (B BUAE ABYX HHBEKLMH 110 150 Mr).

Buviseoenue

Cpennuii cucteMusiit kimpenc (CL) y nauuesToB ¢ 6asmeyssvM ncopuasom cocrasui 0,19 n/cyrku.
Knupenc GbUT 1030- M BPeMs-3aBUCHMBIM, KaK M Tpearnonaranock s Tepanesrudeckoro IgGl
MOHOKJIOHAJIBHOTO aHTHTEJA, B3aMMO/IEMCTBYIOIIETO C PACTBOPMMO# LIMTOKMHOBOH MUIIEHBIO, TAKON
kak UJI-17A.

CpenHuii MEpPUO MOJYBBIBEACHHS Y MALMEHTOB C ONAIIEYHBIM MCOPHA30M COCTABISI 27 JIHEH.
PacueTHblit TepUOJ MOJTYBBIBEICHHS Y OT/E/bHBIX MALUEHTOB ¢ IICOpPHa30M BapbupoBai ot 17 1o 41
JTHSL.

JTunetinocmo / HeluHeHOCMb

®apMaKOKMHETHYECKHE NIapaMeTphl [P OJHOKPATHOM ¥ MHOTOKPAaTHOM BBEJICHUH CEeKyKMHyMaba y
MalMEHTOB C OJSIIEYHBIM MCOpPHa3oM OBUTH ONpEENEHbl B HECKOJIBKMX HCCIIEOBAaHUAX C
BHYTPUBEHHBIM BBEJCHUEM B 103aX oT 1x0,3 Mr/kr 10 3X10 MI/Kr ¥ ¢ 1/K BBEICHHEM B [103aX OT
1%x25 Mr 0 MHorokpaTHoi# 0361 300 mr. [Ipu Bcex pexumax J03MPOBaHHs SKCMO3ULMs Oblia
NPONOPLMOHANBHA JI03€.

DapMaKOKUHETHYECKHUE MapaMeTphl CeKyKMHyMmaba y MalMeHTOB C TCOPHATHYECKMM apTPUTOM,
aKCHAJIBHBIM CITOHIMJIOAPTPUTOM (QHKUJIO3UPYIOIMM CIOHIWIMTOM M HEPEHTI€HOJIOrHYECKUM
aKCHAJIBHBIM CTIOH/IMJI0APTPUTOM) U OJIAIIEUHBIM IICOPHA30M OJJHHAKOBBI.

DapmMaKoKuHemuKa 6 0CobbIX KTUHUYECKUX CTIyHanx

IHayuenmv: cmapwe 65 nem
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W3 7284 naupeHToB, MoiyyaBmuX npenaparT Ko3sHTHKC B KIMHMYECKMX HCCIENOBaHHMAX, obumee
KOJIMYECTBO MAlMEHTOB B Bo3pacTe >65 net coctaBuio 504.

[0 ZAHHBIM MOMYJIALMOHHOTO (hapMaKOKMHETHYECKOTO aHANIN3a KIMPEHC Y MAlMeHTOB cTapuie 65
IeT ¥ MALMEeHTOB MOJIOXKE JIaHHOM BO3PAaCTHOM IPyNIbl GBI CXOHBIM.

Ilayuenmoi ¢ HapyuieHuAMYU QYHKYUU NEYEeHU UNU NOYEK

Her aHHBIX 110 (papMAaKOKMHETHKE CEKyKMHYMaba y MalHeHTOB C HapyLIeHUAMH QYHKLHH NEeYeHH
WK TIOYEK.

Ileouampuyeckue nayuenmaol

V nereii ¥ MOAPOCTKOB B Bo3pacTe >6 u <18 jeT, noyy4yaBmux npenapar B 103€, paccUUTaHHOM Ha
OCHOBAaHMHM MacChl Tejla, KOHIEHTpalus CceKykuHymaba B CBIBOPOTKE KpOBH B LEIOM
COOTBETCTBOBAJIAa AHAJIOMYHOMY TOKA3aTeNIO y B3POCIBIX MALMCHTOB C MCOPHA30M, IOJIy4YaBUInX
TEparuio NpenapaToM B PEKOMEHJOBaHHBIX J103aX.

B wccieoBaHuy y jeteli oT 2 o 18 ner ¢ roBeHHIBHBIM MauonaTuyeckum aptputom (FOHMA,
SHTE3UT-aCCOLMMPOBAHHBIN aPTPUT U IOBEHWIBHBIH NCOPUATHYECKUIA apTPUT) MALMEHTHI MOJTy4aiu
Tpenapar B peXuUMe I03MPOBAHHS, PEKOMEHJOBAHHOM JUIS MEAUATPUYECKOH NOMYJIALHH. K 24
Hejene y mauueHToB obeux rpynm (¢ Maccoit Tena <50 kr u >50 Kr) cpeiHss paBHOBECHas
KOHLEHTpAIMsi B PaMKaX CTAHAApPTHOrO OTKIOHeHHs cocTapisna 25,2+5.45 mkxr/mn (n=10) u

27,94+9,57 mxr/mi (n=19) cOOTBETCTBEHHO.

ITOKA3AHUA K IPUMEHEHUIO
e JleyeHue 1copraza CPeHETHKENON U TKEIIOH CTETeHH:
O Y B3pOCIIBIX MALMEHTOB, KOTOPHIM MOKA3aHa CUCTEMHAs Teparnus;
O y JeTell ¥ MOJAPOCTKOB B BO3pacTe crapme 6 JIeT, KOTOPHIM I10Ka3aHa CHCTEMHAs
Teparnus.

e JleyeHWe aKTHBHOTO TNCOPHATHYECKOrO apTPUTAa B MOHOTEPANMM HMIM B KOMOMHAUMH C
METOTPEKCATOM y B3POCIIBIX MALIHEHTOB NPH HEJIOCTATOYHOM OTBETE Ha MPEIIECTBYIONIYIO TEPANUIO
0a3uCHBIMH NpenapaTramu.

e JleyeHue aKCHAJBHOTO CIIOHJMJIOAPTPUTa C MM 0€3 PEHTIeHOJOrHYECKHX IPH3HAKOB
MOpKEHHS:

O JIeYeHWE AKTUBHOIO AaHKMJIO3UPYIOLIEro CIOHAMIMTA y B3POCIBIX MALMEHTOB MNPH
HEI0OCTATOYHOM OTBETE Ha CTaHJAPTHYIO TEPAIHIO;
O Jle4eHHWe AKTUBHOTO HEPEHTIeHOJOrHYECKOro aKCHaJbHOrO CIIOHAMIOApTpUTa Y

B3pOCJIBIX MALMEHTOB C 00BEeKTHBHBIMU INpU3HAKaMH BOCIIAJICHHS.
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e JleueHue rOBEeHWJIBHOTO HauonaTuyeckoro aprputa (FOHUA):
O JleYeHHEe aKTHMBHOIO YHTE3UT-aCCOLIMMPOBAHHOIO apTPUTA y AETEH M NOJAPOCTKOB B
BO3pacte cTapiue 6 JeT;
O JIeYEeHHE AaKTHBHOTO IOBEHUJIBHOI'O MICOPUATHYECKOrO apTpPUTa y J€TEH U NOAPOCTKOB

B BO3pacTe CTapuie 6 ner.

IIPOTUBONOKA3AHMSA

e Tsokensle peakiMud TUNEPUYBCTBHTEIBHOCTH K CEeKYKMHymMaby WIM K  JIpYrdM
BCIIOMOTATe/TbHBIM BEIECTBaM Iperapara.

e KimHuvecku 3HayMMble HHQEKUMM B cTaguu 0O0OCTpeHHs (HanmpuMep, aKTHBHBIH
Tybepkynes).

. e Bospact g0 6 JNeT MO NOKa3aHUSIM IOBEHWIbHBI MIAMONATUYECKUH apTpUT (PHTE3UT-

acCOLMMPOBAHHBIM aPTPUT U IOBEHWIbHBIH ICOPUATHYECKHH apTPUT), OMsIIeyHbI! IICOpPUa3; BO3PacT
miaqme 18 jeT mo JpyruM MoKa3aHWsSM B CBS3M C OTCYTCTBHEM JAHHBIX MO 3(p(PEKTHBHOCTH H
6e30MmacHOCTH.

L4 BepemeHHocn, U NIEpUOJ rpyiHOro BCKapMIIMBaHHUA.

C OCTOPOXXHOCTBIO

e XpoHHYECKHE PELUAUBUpPYIOLIHE HHPEKIMU B aHAMHE3E.

e Puck pa3BuUTHA peaklMM THUNEPUYBCTBHTENBHOCTH K JaTeKcy (KpoMe TNpeBapUTENbHO
3aIoJIHEHHOTO LIMPHLA ¥ aBTOMHXEKTOpa, coaepxaiux 300 mr).

e BocnanurenbHbie 3a001€BaHUS KUIICUHHUKA.

e  Baxkuunanus.

IIPUMEHEHME ITPU BEPEMEHHOCTH ¥ B IEPUO/ I'PYTHOI'O BCKAPMJIMBAHUS

bepemennocmeo

Pestome puckos

Her nocTaTOUHBIX JaHHBIX 110 MPUMEHEHHIO TIpenapaTa y 6epeMeHHBIX JKEHIIMH.

HccnenoBanus y JKMBOTHBIX HE TOKa3ajJd NPSIMOT0 MM KOCBEHHOIO HETaTMBHOIO BIIMSAHMSA
cekykuHyMaba Ha GepeMeHHOCTb, SMOpHOHaNIbHOE/(heTalbHOE Pa3BUTHE, POJBI HIIM MOCTHATAILHOE
pazButue. [10CKONBKY pe3yJIbTaThl HCCIEA0BAHHH Y )XHBOTHBIX HE BCET/Ia MO3BOJISAIOT MPEIONIONKHUTH
OTBET Y YeJIOBeKa, MpenapaT NPOTHBONOKAa3aH K MPUMEHEHHUIO BO BpeMsl O€peMEHHOCTH.

Jannvle uccnedoBanuil y ’cu6OmHuIxX

B uccnepoBannu sMOpHOdeTanbHOr0 pa3BUTHS IPH MPUMEHEHHH CEKYKHHYMaba y ABaHCKMX MaKak
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BO BpeEMs OpraHOreHe3a W Ha MO3JHMX CTaJUsX IeCTALlMM HE BBISABJIEHO SBJICHHH MaTEPUHCKOM
TOKCUYHOCTH, SMOPHOTOKCUYHOCTH MIIM TEPATOI€HHBIX CBOMCTB.

B uccnenoBanuy npe- U NOCTHATANIBHOTO Pa3BUTHS y MBILIEH HE OTMEUEHO Pa3BUTHs HEXKENATEIbHBIX
spdexroB anTH-MeIMHEIX aHTHTEeNn K MJI-17A. Beicokas n03a, KOTOpas MpUMEHsIack B JaHHOM
WCCIIEJOBaHMH, MpEBHIIIana MakcUManbHylo 3¢dexTuBHyo 103y ans cynpeccur WJI-17A u ero
aKTMBHOCTH.

I'pyonoe eckapmnueanue

Heu3BecTHO, NpPOHMKAET IM CEKyKMHymMab B TpyAHOe MOJOKO Yy uesnoBeka. Ilockoibky
UMMYHOTJIOOY/IMHBl TPOHUKAIOT B TIPYJAHOE MOJIOKO YEJIOBEKAa, HE PEKOMEHAYETCs NPUMEHSATh
npenapaT Ko33HTHKC B IEpUOJ] TPYIHOIO BCKapMJIMBAHMUS.

Bnuanue na ¢pepmunonocmeo

JlaHHBIE O BIMSHUM CEKYKMHYMaba Ha My>KCKYIO M J)KEHCKYIO (pepTHIBHOCT OTCYTCTBYIOT.

CrnnoCcos NPUMEHEHUS U 1035l

IIpenapar KossHTuKC BBOAAT myTeM I/K MHBeKUMH. [lo BO3MOXHOCTH cremyeT u3berarb s
MHBEKLHUH OPAXKEHHBIX YYaCTKOB KOXKH NpH OJIsIIEYHOM NICopuUase.

Jleuenue ncopuasa cpeoHemaMceou u mANCeN0i Cmenenu

Iemu u _nodpocmku 6 eozpacme 6 _niem _u_cmapuie, KOmMOpuIM NOKA3AHA CUCMEMHAS _Mepanus.

PEKOMEH/TYEMYIO JI03y PaCCUYMTHIBAIOT MCXOS M3 MacChl Tena (CM. Tabmuily 2) U BBOAAT B BUJE IV/K
WHBEKIMM B KayecTBe HayaiabHOM m03bl Ha 0, 1, 2 u 3 Hexene ¢ MOCIEAYIOUMIMUM €XKEMECIYHBIM
BBEJEHUEM B KaueCTBE MOANEPKHUBAIOIIEH 103bl, HAUMHAsA ¢ 4 HEJEH.

Kaxiyro 103y 75 Mr BBOAST B BU/E OHO# I/K HHbeKkumu. Kaxayro 103y 150 Mr BBOAST B BUJE OJHOM
n/k uabekuuu. Kaxayro n03y 300 Mr BBOAAT B BHIE OAHOH I/K MHBeKuuH 1o 300 mMr wmm aByx
OT/IENBHBIX I1/K MHBeKIMi 1o 150 mr.

Tabnuya 2. Pexomendyemas 003a y oemeii u NOOPOCMKOS C ONAUEYHBIM NCOPUAZOM

Macca Tej1a HA MOMEHT HHbEeKIIHH Pexomengyemas no3a

<25 kr 75 mr

25 - <50 kr 75 mr (C BO3MOXHOCTBIO yBenrueHus 10 150 mr*)
>50 kr 150 Mr (C BO3MOXHOCTBIO yBenuueHus 10 300 mr*)

* V HEeKOTOpPHIX MAlMEHTOB MPH YBEIWYECHWH 03Bl BO3MOXHO JOCTHXXEHHE JOTOJHHUTENBHOTO
NOJIOKUTETBHOTO dddekTa

B3pocivle nayuenmvl, KOMOPbIM_NOKA3AHA CUCHEMHAA mepanus. pEKOMEHAyeMas 103a COCTaBIsAET

300 mMr B BUIE I/K MHBEKIIMM B KauecTBe HayaJibHOM 1036l HA 0, 1, 2 U 3 Heaene ¢ NOCIEAYIOMM
©XEeMECSYHBIM BBEJICHMEM B KaueCTBE MOIEPXKUBAIOIIEH 103k, HaunHas ¢ 4 Henenu. Kaxnyro 103y

300 Mr BBOASAT B BU/IE OJJHOM /K MHBEKLMH 110 300 MI WK JBYX OTJAEIBHBIX 1/K HHBEKIMA 1o 150 mr.
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V HEKOTOPHIX MAlHEHTOB MPU NpUMEHEHUH B 1103€ 300 Mr KaXk/ipie 2 HeJIe/IM BO3MOXHO JOCTHKEHHE
JIOTIOJIHUTEIBHOTO TOJOXKUTENBHOTO ¢ dexTa.

Jleuenue akmuen0z0 NCOPUAMUYECKO20 APMPUMA 6 MOHOMEPAnUU UNU 6 KOMOUHauuu ¢
MemompeKcamom y 63pocvixX RAYUEHMO8 NPU HEOOCMAMOUHOM Omeéeme Ha NPeOUIeCmEyIouyio
mepanulo GazucHbIMU npenapamamu: PeKoOMeHIyemas j103a cocTapiser 150 mr B Bume n/x
WHBEKIIMM B KayecTBe HayaibHOM 1036l Ha 0, 1, 2 U 3 Hexene ¢ NOCIEAYIOIMM €KEMECTUYHBIM
BBEJICHHMEM B KayecTBe MONEPIKMBAIOIIEH 103bl, HauMHas ¢ 4 Hemend. B 3aBucumocTd oOT
KJIMHUYECKOrO OTBETA 03y Mpenapara MOXHO yBeauduThb 10 300 mr.

JI/isl IALMEHTOB € COMYTCTBYIOIMM OJISIIEYHBIM TICOPHA30M CPEJHETKENON U TSDKEJION CTeNeHH
PeKOMEH/IOBaHHasl 103 U PEXKHUM JIO3MPOBAHMS aHAJIOTHYEH TaKOBOMY /ISl B3POCIIBIX MALMEHTOB C
OJs1IeYHBIM IICOPHA3OM.

Jlis MauMeHTOB C HeaJeKBATHBIM OTBETOM HA Tepamuio npenaparaMd uHruburopamu ®HOa
pexomeHnjIyemas 103a coctasisieT 300 Mr B BH/E I1/K MHBEKIIMM B KaUeCTBE HavasibHOM 0361 Ha 0, 1,
2 ¥ 3 Hejene ¢ MOCEAYIONHUM €XEMECSYHBIM BBEJICHHEM B KaueCTBE IMOICPKHUBAIOLICH 03B,
HauuHas ¢ 4 Heaenu.

Kaxcayio 103y 300 Mr BBOAAT B BUZE OAHOM 1/K MHBbEKUMH 10 300 Mr WM JBYX OTAENBHBIX I/K
uHBeKui no 150 mr.

AKcuanonslii cnonounoapmpum

Jleyenue akmugH020 aHKUWIO3UPYIOUE20 CHOHOUNUMA Y 83POCIIbIX NAYUEHMOE NPU He0oCmamo4HoOM

omeeme Ha CMaHOAapmHyio mepanuio.; peKOMEeHIyeMas 103a coctasisgeT 150 mMr B Buzie /K UHBbEKLIUH

B KauyecTBe HayajbHOM 036l HA 0, 1, 2 1 3 Hezene ¢ MOC/IEAYIOIUM €XEMECIYHBIM BBE/ICHHEM B
Ka4ecTBE TO/UIEPXKUBAIOLIEH 103bl, HauMHasA ¢ 4 Helenu. B 3aBUCMMOCTH OT KJIMHMYECKOro OTBETA
703y TIpernapara MOXHO yBeTuuHTh 10 300 mr.

Kaxmyro no3y 300 mr BBOAsT B BHAe OAHOH 1/kK uHbeKuuH 110 300 Mr wiu [ByX OTHENBHBIX T/K
uHbekuui mo 150 mr.

Jleyenue akmueH020 HEPEHM2EHON02UYeCK020 AKCUAIbHO20 CHOHOUL0APMPUMA: pEeKOMEHayEeMas

n03a cocrapiser 150 Mr B BUJIe /K MHBEKLMU B Ka4eCTBE HayalbHOM 1036l Ha 0, 1, 2 u 3 Hezene ¢
NOC/IE/IyOLIUM €)KeMECSYHBIM BBEICHHEM B KAY€CTBE MO/ICPXKUBAIOLICH 103b], HAYMHASA € 4 nenenu.
FOsenunvhviii uouonamu4ecKkuii apmpum

Jlevenue FOHA (snme3um-accoyuupoéantsiii apmpum u 106eHWIbHbLI NCOPUAMUYECKULL apmpunt) V

demeii cmapuie 6 1em

Pexomenayemasi 103a 3aBUCHT OT MaccChl Tejla ¥ COCTaBJIAET 75 Mr Qi mauMeHTOB C Maccoul Tena

<50 kr, u 150 Mr U1 MALKEHTOB ¢ Maccoii Tena > 50 Kr B Buje 1/k uabekuuu Ha 0, 1, 2 u 3 Henene

9/28




{_—_—_______________________—__—_____________________________________________—__________________'_4_4*1

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.07 2023 N2 13358
(Bxopawmia M3 N24247658)

C TOCJIEAYIOLMM €XEMECSYHbIM BBEJICHHEM B KauyecTBE MOJJEpKMBAIOIIEH 103bl, HaYMHas ¢ 4
HEJeIH.
Kaxxayro 103y 75 Mr BBOAAT B BHAE 01HOM 1/k mHbeKLMH. Kaxayro 103y 150 Mr BBOAAT B BU/iE OTHOM
/K UHBEKLIUH.
Ocobbie 2pynnbt nayuenmoe
THayuenmoi ¢ Hapyuwienuem QyHKyuu neveHu Ui novex
OTCcyTCTBYIOT AaHHbIE 10 MPUMEHEHUIO npenapara Ko3oHTUKC y NalMeHToB JaHHOW IPYIIIbL.
IHayuenmor monoice 18 nem
D¢ dexTuBHOCTE U He3omacHOCTh Npenapata y aereit 10 6 et ¢ FOUA (3HTE3UT-acCOLMMPOBaHHBIN
apTPUT U FOBEHUJIBHBIM NICOPUATHYECKUI apTPUT), OJSIIEYHBIM NICOPHA30M HE YCTaHOBJIEHA.

‘ DddexTrBHOCTE M 6€30MacHOCTh NMPUMEHEHMs Tpenapara 0 JAPYTMM MOKa3aHUSIM Yy JeTed U
nozapocTkoB Miame 18 ner He yctaHOBNeHa.
Ilayuenmor cmapwue 65 nem
Koppexuwst 10361 He TpeOyeTcs.

IIpumenenue y oemeu

Ha ycmoTpeHue nevamero Bpaya IOCJ€ COOTBETCTBYIOIIErO OOYYEHHS TeXHMKE MOAKOXHOM

WHBEKIMY MALMEHT WIHM JIMLO, YXaXHBalOIIee 332 HUM, MOTYT CaMOCTOSITEIbHO BBOJUTDH Ipernapar

Ko3sHTHKC, O/IHaKo Bpay MAobkeH obecrneduTh [A0JDKHOe HabmoneHue mnauueHta. Crnemyer

NIPOMHCTPYKTHPOBATh MALMEHTa WM JIMLO, YXa)XUBAIOLIEe 32 HUM, O HEOOXOJMMOCTH BBEACHHS

NoJIHOro obbema mpenapata U COOMIOACHUS MHCTPYKLUMH MO BBeAeHUIO mpenapata Ko3sHTHKC B

COOTBETCTBHH C Y KAa3aHHSIMH 10 IPHMEHEHHIO.

Jlnst jeteit, KOTOPBHIM TMOKa3aHO NMpPHUMEHEHHE Mperapara B 103¢ 75 Mr, CleAyeT HCIOIb30BaTh
‘ Npe/IBapUTENHHO 3aMOJTHEHHbIH MIMPULL, COAEpXKaLHH 75 Mr.

YKA3AHUA 10 IPUMEHEHHUIO

MHCcTpyKIHS MO HCNOJIB30BAHHIO NPEABAPHTEIBHO 3210 THEHHOI0 IINPHIA

[ToMTHOCTBIO MPOYTHUTE 3Ty UHCTPYKLIMIO Nepe]] MHbeKLuel. He neitaliTech caMOCTOSTENBHO BBOAUTD

npenapar, noka Bel He MpoIUIKM MOArOTOBKY ¢ BpauoM. B mauke Haxonsrcs: 1 mpeaBapUTeNbHO

3aMoJIHEHHBIHA IINPUILL, coepxatuid 75 Mr; unM | wim 2 npeaBapUTENbHO 3aMOJHEHHBIX LINPHLA,

cogepxkamux 150 mr, B Gnuctepe; win 1 npeiBapUTENbHO 3aMOJHEHHBIN IINPHL, COAEPIKAIMH

300 mr.

IIpenapat Ko3’HTHKC B IpeiBapHTEIbHO 3210 JTHEHHOM IINpHIE, 75 Mr
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ABTOMATHYECKOE 3aLIITHOE Voop s
ycTpoiicTso mmpHIa najibIes Topmens
OKHO IpOCMOTpa
3amuTHS KoInaYoK STHESTRY 1 JIATH 3amurrasie namkn| OCHOBaHIE
HIJIB! HCTeJeHHd CPOoKa mmpima ropmHa

Ipenapar Ko33HTHKC B IpeJBapHTeILHO 3aN0JJHEHHOM mnpuue, 150 mr

ABTOMaTHYeCKOe 3alllHTHOE
YCTPOHCTBO MIpHIA Vrop A1 nagbIes

3amHTHEI Topmens
KOJMAa40K OxHO mpocMOoTpa
HUTOBL 3THKeTKH H JaThl 3amuTHBIE JalNKH OcHOBaHHe

HCTeYeHHA CPOKa nopmHA

Ipenapat Ko33HTHKC B NpeJBapHTeIbHO 3aN0HeHHOM wnpuue, 300 mr

ABTOMaTHYECKOe 3alIHTHOe

YCTPOACTBO IIPHIA Vnop A1s Nanbles Thogtmees,
3amMTHBIH KOIMIA490K OKHO mpocMoTpa
STHKETKH H JaThl 3aIIHTHEE JalKH OcHoBaHHe
HCTeYeHHs CPOKa NOpIIHS

Iocne Toro, Kak mnpenapar OblI BBEJEH, ABTOMATHYECKOE 3aLIMTHOC YCTPOWCTBO IINpHIA
aKTHBHMpYETCS M CKpBIBAaeT WIUTy. IIpefBapHTENBHO 3alONHEHHBIA LINPHL C YCTPOWCTBOM A
ACCHBHO 3aLIMTHI MTJIBI 00€CTIEYMBaET JIOMOHHUTENBHYIO 3alIUTY OT CITy4aiHBIX YKOJIOB MITION U1
MEJMIMHCKMX pabOTHHKOB, IALMEHTOB, KOTOPbIE CAMOCTOSATENBHO BBOJAT Mpenapar Io

NpEANUCAHUIO Bpayda, a TaKKe YXaXXHUBAKOIUX 32 MALUECHTOM JIHIIL.
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Yro HY’KHO JAONOJIHHTEIbHO s

NPOBEACHHA HHBCKIIHH:

e CnupTOBOW TaMIIOH.

e BaTHBbIi WK MaplieBbIi TAMIIOH.
e KoHTelHep JUisd yTHIN3aLMHU OCTPhIX

MNpeaMETOB.

Baxnas nundopmanus no 6e3onacHocTH

BHuMaHMe: XpaHHTe Npenapar B HeAOCTYITHOM //If ieTeil MecTe.

Konnavok urnel mmnpuna, cogepkaero 75 Mr unu 150 Mr, conaepHT UM MOXKET CO/IepXKaTh CyXoi
Kay4dyK (JIaTeKC), KOTOpbIH He pEKOMEHOBAHO MCIOJb30BATH JIULAM C FHIIEPYyBCTBUTEIBHOCTHIO K
HTOMY BELIECTBY.

1. He oTkpsiBaiiTe 3aneyaTaHHyIO Mayky, roka Bel He OyeTe roToBBI HCTIONB30BATh Mpenapar.

2. He wucnons3yiiTe mnpenapaT Npy HapyUIEHHMHM LEJIOCTHOCTH 3al€4aTaHHOW MNavyk¥ WM
OnucTepa, MOCKOIbKY MPMMEHEHHE B 3TOM ClTy4ae HeGe30MmacHo.

3. He ucnons3yiiTe mmpui, eciii OH ynaja Ha TBEPAYIO MOBEPXHOCTh WM yMall 10C/e CHATUS
3aIIUTHOTO KOJINAaYyKa C UIJIBL.

4. Hukorza He ocTaBisAiTe NpenapaT B MECTaxX, AOCTYMHbIX IS APYTHX JIHLL.

5. He BcrpsxuBaiiTe npeiBapUTEIbHO 3alI0THEHHbIH IIPHIL.

6. BynpTe OCTOPOXKHBI M HE MPUKACAWTECh K 3aIIMTHBIM JIallKaM INMNPHLA J0 MCHOJIb30BaHMS,
MPUKOCHOBEHHE K HUM MOXET BBI3BAaTh INPEKAECBPEMEHHYIO aKTHBALMIO aBTOMATHYECKOTO
3alMTHOIO YCTPOMCTBA LINPHLIA.

7. He cHuMaliTe KONMAa40K C UIJIBI 10 HEMOCPECTBEHHOIO MOMEHTA BBEJCHH Npenapara.

8. HenmomycTumMo TMOBTOpPHOE HCIMONB30BaHHE TNPEABAPUTENBHO 3alOJIHEHHOTO IINpHLA.
VTunu3upyite WCNONB30BaHHBIA MNpEeABAapUTEIbHO 3alOJIHEHHBIM LIMPHUIl cpa3y Mmocie
MCIIOJIb30BaHUS B KOHTEHHEP /U1 OCTPHIX MPEIMETOB.

Xpanenue npenapata Ko3suTukc

1. Xpanure npenapat Ko33HTHKC B 3aKpBITOH OPUIMHAIBHOM KAPTOHHOM YIIaKOBKE JJIsl 3aIlUTHI
OT cBeTa. XpaHUTe B XOJOoAMIBHUKE Npu Temneparype ot 2°C no 8°C. He 3amopaxuBats!

2. Tlepen uHBEKLHMEH NOCTaHBTE IMpPEIBAPUTENILHO 3aMOJHEHHBIN IINPHILL U3 XOJIOAMIBHUKA U

JaiiTe eMy COrpeThbcsi N0 KOMHATHOW TemmepaTypbl: oT 15 mo 30 MuHYT Ansa mmnpuua,
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cozepxaiero 75 Mr u 150 mr; unm ot 30 1o 45 MuHYT U1s 1npuia, coaepxariero 300 mr.
[Ipy HEOOXOAMMOCTM B TeYeHHE OJHOTO MepHoAa A0 4 [HeW MNP MOXHO XPaHWUTh BHE
XO0JIOAUIIbHUKA NIPY KOMHATHOM TeMneparype, He npesbimatoieid 30°C.
3. He ucnone3yiite npenapar rnocijie HCTeYEHUs! CPOKA FOAHOCTH, YKA3aHHOTO Ha YIIAKOBKE WJIH
HTUKETKE LINpPHULA.

MecTa A1 HHbEKI M

o MecTto nnbekMM — 910 06JIacTh TN, Ky/la BBOJUTCS Npernapar.
e PexkomeHayemble 30HBI AN WHBEKLHWH pacroyiararorcs Ha
o nepeiHel nopepxHocTH Geaep. Bl Takoke MoXKkeTe BBOAMTH Mpenapar B

HIDKHIOIO TPETh JKMBOTA, W30eras MATUCAHTUMETPOBOW 00JacTH BOKpPYT

. A' nynka. EciM MHBEKUMIO NMPOBOAMT JHIO, OCYLIECTBISIOIIEE YXOHA 3a

MalMeHTOM, MWHBECKIUA MOXET OBITH NpoBE€AC€HA B HApPYXHYIO

/ MOBEPXHOCTD IJIeYa.
\ o  Kaxnplii pa3 MeHsTEe MeCTa HHBEKLIUH.
e He cineayer npoBoauTh MHBEKLUMH B MECTa C IMOpaXKEHHEM
‘K KOXHBIX  TIOKPOBOB  (MCTOHYEHHE, IIOKpPaCHEHHE, pa3/ipaXKeHue,

yIUIOTHEHHe, menymenue). Vzberalite BBeleHHs B MecTa ¢ HaJUYUEM

pyOLIOB M pacTsiKeK.
IToaroTroBka K HCHOJIb30BAHHIO NPEABAPHTENLHO 3aN0JTHEHHOTO WINPHLA C NpenapaToM
Ko3snTHKC
Baxmno!
Jlns BBeieHMs 103bI 75 MTI' BO3BMMTE OJUH NpEJBAPUTENIHHO 3aIlOJIHEHHBIM LINPHULL, COAEp KaIInii
75 Mr 4 BBEIUTE COZIEPIKUMOE.
Jlns BBeneHus no3el 150 Mr Bo3bMUTE OIMH NpEABAPUTENILHO 3aMIOJTHEHHBIM HINMPHULL, COAEPXKAIIHiA
150 mMr u BBeUTE COAEPKUMOE.
Jlns BBeaeHus 10361 300 Mr BO3pMUTE [1Ba MPEABAPUTENBHO 3aMOJTHEHHBIX LINPHUIIA, COAEPXKALIUX 110
150 mr, u BBeuTE coaepKUMoe 0O0MX IINPHULIEB, HIIH OJMH NPE/IBAPUTENIFHO 3aII0JIHEHHbIH IIMPHL,
coaepxatuii 300 Mr 4 BBEUTE €ro COAEP)KUMOE.
e JlocTaHbTe YNAaKOBKY C NPENapaToM W3 XOJIOJWJIBHHKA U OCTaBbTE €ro, He BCKPHIBasi, YTOOBI
OH CcOrpeJcsl 10 KOMHAaTHOM Temnepatypsl: oT 15 1o 30 MUHYT A WINpHLA, COAEPXKAIIEro
75 mr u 150 mr; unum ot 30 1o 45 MUHYT A1 Wmpuia, coaepxkamero 300 mr.

L BrimoiiTe TmaTensHo PYKH BOJO# C MBLIOM nepea UCIoJIb30BaHUEM LUITPHUIIA.
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e [IpoTpHTe MECTO UHBEKLIMH CIIUPTOBBIM TAMIIOHOM.

e MssnexuTe npeBapUTEILHO 3aMOJHEHHBIN LIMPHILL U3 TIAYKH, a 3aTeM U3 GiucTepa.

e OcmoTpuTe mNpeABapUTENIbHO 3amoJHEHHbIH mnpul. JXMAKOCTE B HEM J0JDKHA OBITH
npo3payHoi. Ee 1BeT MOXkeT BappUpOBaTh OT OECLIBETHOTO 10 CBETIIO-XKENTOro. Bel MoxeTe
YBHJIETh HEOONBIIOH My3BIpeK BO3IyXa, 3TO HOpMaibHO. He ucmone3yiite npenapar, eciu
XKMAKOCTb COJAEPXKHMT JIETKO BHAMMBIE YacTHLbl, MyTHas WIH OYeBMAHO KopuuHeBas. HE
WCIIOJIL3YUTE npenapaT, eciM UENOCTHOCTh INNPHLA HapymeHa. Bo  Bcex
BBIILIENEPEYHCIICHHBIX CIIy4asiXx 0OpaTUTeCh K Bpauy.

Kak ncnoab3oBarhs npenapat Ko3sHTHKC B npeABapHTE/ILHO 320 THEHHOM IINIPHIIE

[Ipenapat Ko3anTuke B | [Ipenapat Ko3anTHKC B

NPEBAPUTENBHO 3alOJHEHHOM | MPE/IBAPUTENIBHO 3aIlOJIHEHHOM

wnpuue 75 mr u 150 mr mnpuue 300 mr

OcropoxHO CHUMHTE
KOJIMa4yoK UTJIBI c
TNpeABapUTEILHO

3aMOJIHEHHOrO IIMpHLIA ¥
BEIOpOCKTE ero. Bl Moxxete
YBUJIETh KaIUTIO XHIKOCTH
Ha KOHIE MWIIBL. DJTO
HOPMAaJIbHO.

AKkkypaTHO najbLamMu
cobepure KOXy B CKIaaKy B
MECTE€ WHBEKIUH U BBEMTE
Urly, Kak TIOKa3aHO Ha
pucyHke. Beeaure urny Ha
BCIO JUIMHY, 4TO OOecreuuT
BBEJEHHUE IIOJIHOIO 00BEMA
npenapara.

[TpunepxuBas mnpun, Kax
yKa3zaHo Ha  pHCYHKe,
MeAJIEHHO HaXuManTe Ha
NOpIIEHh [0 Yymopa, MokKa
OCHOBaHME MOPIIHA  He

OKaXeTCA MEXOY
3alllMTHBIMH OOKOBEIMM
JIalIKaMH.

VnepxxupaiTe HakaThlid 110
ynopa MopIlIeHb BMECTE CO
IINpHLIEM B TEYeHHe S

14 /28




COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 17.07.2023 N= 13332
(Bxopmwmit M3 N=4247658)

CeKyH[I.

VaepxuBadite HaxaTbli
[0 ynopa NoOpIIeHb, MOKa
Bbl  u3BleKaeTe MITy M3
MeCTa UHBEKIMH.

MenjieHHO OTITyCTHUTE
MOpIIeHh W TO3BOJIBTE
aBTOMATHYECKOMY

3alIUTHOMY yCTPOMCTBY
CKPBITh UIITY.

B MecTe WHBEKLIMH MOXET
MOSIBUTHCS HeOobIIoe

KOJIMYECTBO  KpoBH. Bl
MOXKETE MPUITOKUTh BaTHBIA
WIM MaplieBblii TaMIOH K
MeCTy MHBEKLIUH H
yAepKUBATh €ro B TECUYCHHE
10 cexyna. He pactupaiite
mecto  uHBekuuH. Ilpu
HEOOXO0AMMOCTH MOXHO
3aKpbITh MECTO HHBEKLIMH
HeOObIIMM TUIACTBIPEM.

HHCTPYKIHH 10 YTHIH3AIHH

2

[ToMecTTe  WMCMONB30BaHHBIM  MPEIBAPUTENIHHO
3aMoJIHCHHBIM IINpUL] B KOHTEHWHEP [UId OCTPBIX
npeaMeToB  (3aKpHIBAIOIIMICA,  YCTOWYMBBIA K
npokoJiam KoHTeiiHep). B uensax Bameii 6e3onacHocTy
¥ 37I0pOBBS APYTUX, UIJIBl M UCTIOJIb30BaHHBIE LITIPULIBI

HeJOoNyCTHMO MCII0/Ib30BaTh IMOBTOPHO.

Hucr PYKIHA 10 UCIIOJB30BAHHIO ABTOMHIKEKTOpA ¢ nmpenaparomM Ko33nTHKC
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ITo1HOCTBI0 POYTHTE ITY HHCTPYKIHIO Nepe]] HHbeKIHel
JlaHHble yKa3aHMs MOMOTYT BaM mpaBMIBHO BBECTH MNpemapar ¢

UCIIOJIb30BAHUEM aBTOUHXKEKTOpA. He meITaiitech caMOCTOSATENIBHO

BBOJUTD IIperapar, rnoka Brl He IPOIIJIKA NMOArOTOBKY C Bpa4yoM. ‘
|
|
|

IIpenapar Ko3uTHke B aBromHxkekTope | [Ipemapar Ko33HTHKC B aBTOHHXKEKTOpe

150 mr 300 mr

3amurHOE
YCTpOHCTBO

UTJIBI
Kommagox 3 CmoTpoBoe

"~ OKHO

a. Mirna > BHYTpeHHAS KPHIIKa

HTIJIBI

b. 3amuTHOE YCTPOHCTBO HUIIIBI
¢. Konnavok
d. CmoTpoBOE OKHO

€. BHyTpeHH:s KpbILIKa UIJIb]

ABTOHH)KCKTOp n306pa>xen CO CHATBIM KOJINTIAYKOM.

He cHumaiitTe konma4ok 10 Tex Mop, noka Br1 He 6y11e're rOTOBBI BBECTH IIp€riapar.
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He ucnone3yite aBTOMHXEKTOP MPH HAPYLICHHH LEJTOCTHOCTH 3aIleYaTaHHOM MaYKH.

IToka Bel He Oyznere roToBbl MCIIONB30BATH ABTOMHXKEKTOP, XPaHHUTE €ro B 3areyaTaHHOM
KapTOHHOM NayKe B XOJIOAMIBHUKE /IS 3alUThI OT CBETA.

XpaHuTe ynakoBKy B X0J0AHIbHUKE 1pH Temmnepatype oT 2 °C 1o 8 °C, B MecTax, HEIOCTYNHBIX
Ans pereit. [lpu HeoOX0qMMOCTH MpenapaT MOXKET XPaHUThCS 10 4 /IHeil BHE XOJIOAWIbHUKA TIPH
KOMHATHOM TeMriepaType, He npeBbimatorneit 30°C.

He 3amopaxuBaTts.

He BcTpsixuBaTth.

He ncnonp3yiiTe aBTOMHXEKTOp, €CITK OH ynaJ 6e3 KoJnayka.

Wrna ckpbiTa 3aIMTHBEIM YCTPOHCTBOM, B CBSI3H € 4eM ee He BUHO. He npukacaiirecs K 3aluTHOMY
YCTPOWCTBY WIJIbI, HE HAXMMAaKTE Ha HEro, MOCKOJbKY 3TO MOXET MPHUBECTH K YKOJY UIJIOM.

Bo wus3bexanue auckomdopra mnpu BBENCHHH INpPEeJBApUTENHHO [OCTAHBTE ABTOMHIKEKTOD M3
XOJIOZIMJIHMKA M OCTaBbTE MPU KOMHATHO#H TeMmreparype:

- aBTOMHXXEKTOP, coziepkaiuii 150 mr - Ha 15-30 MuHYT nepea BBeaeHHEM,

- aBTOMHXEKTOp, cozepxkamuii 300 mr — Ha 30-45 MHHYT nepe] BBeEHHEM.

Yr1o Bam Heo0X0AHUMO JJIS HHBbEKIHH

BxoueHo B ynakoBky He Bk/11049eHO B yIaKOBKY
IIpenapar Ko3sntukc B aBTOMHMKEKTOpE, 150 Mr. =
+Q+ B

e CnupTOBOM TaMIIOH.

Jlna BBeaeHus no3el 150 mr Bam noHamoGurcs oaux

. e BartHplii unm MaprieBeIil TAMIIOH.
aBTOMHXKEKTOp, coaepxammuit 150 mr.

e KoHTeiiHep a1 yTUIH3ALMA
Jns Beegenus ao3el 300 mr Bam nonanoGstcs asa

OCTPBIX MPEAMETOB.
aBTOMHXKEKTOpa cozepamux rno 150 mr.
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IIpenapar Kozsntukc B aBTonHxkekrope, 300 mr.

Ilepen nabeknuneit

CMOTpOBOE OKHO

Cpok rogHOCTH

1. Yro HeoOxoauMo mnpoBepuTh Jasi Oe3omacHoro
NpoBeJAeHHsS] HHbEKIHH

XKunkocts npomwkHa ObiTh mnpo3payHoil. Ee wmBer Moxer
BapbUPOBATh OT OECLIBETHOTO JIO CBETIIO-XKEITOrO.

He ucnoab3yiiTe aBTOMHXEKTOP, €CIH XKHUAKOCTh COAEPXKHUT
JNIerKO BHUAUMBIE YaCTHLIbl, MyTHasl HJIM OYEBHUJHO KOPUYHEBAs.
Bbi Moxere yBuaeTh HeOONBINON IMy3bIpeK BO3QyXa, 4YTO
SBJISIETCS HOPMAJIbHBIM.

[poBepsTe naty okoHUaHMs cpoka rogHocTH. He nenoan3yiite
ABTOMHXKEKTOP, €CIIH CPOK IOJHOCTH HCTEK.

V6enurech, YTO aBTOMHXXEKTOP COJACPXKHT HYXHBIH Bam
npernapar B Hy)XHOM o0beMe.

He ucnosb3yiite, €ClIM LEJIOCTHOCTh KOHTPOJIS NMEPBHYHOrO

BCKPBITHSI HApPYIIEHA.

2a. BribepuTe MecTO 118 HHBEKIIHH

PekoMeHayemble MecTa  pacrojiaralotcsi Ha  NepeaHei
noBepxHocTH Oenep. Bbl Takke MoXceTe BBOAMTH Mpernapar B
HIDKHIOIO TPETh JKHUBOTA, W30eras MATHCAHTUMETPOBOH 001acTH
BOKpYT ITyTiKa.

Kaxzplii pa3 MeHsIiTe MecTa MUHBEKLIUH.

He crnemyer mpoBOAWTP HMHBEKIIMH B MeCTa C MOPaXEHHEM

KOXXHBIX MMOKPOBOB (HCTOH'-ICHPIC, TMOKpaCHECHUE, pa3apa>KeHHUE,
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YIUIOTHEHMe, wenyueHue). Vzberaiite BBeJeHHs B MecTa C

HaMyreM pyOLIOB U pacTsKEK.

2b. TosbKO /151 THL, OCYLECTB/ISIIOIINX YXO/1 32 IAIIHEHTOM,
/ \ H MeJHIMHCKHX PaG0OTHHKOB

Ecnu MHBEKUMIO NPOBOJUT MEAHIHHCKHH PaGOTHHK HJIM
JHI0, OCYHIECTB/SIOLIEe YXOA 32 NANHEHTOM, WHBEKLHS

MOXeT ObITh POBEIEHA B HAPYXKHYIO IOBEPXHOCTD IJIeYa.

3. O6paboTka MecTa HHbEKIIHH

BriMoiiTe pyku ropsiueit Boa0# ¢ MbUIOM.

KpyroBsiMu ABHXKEHHSIMU NIPOTPUTE MECTO UHBEKLIUU
CIIMPTOBBIM TaMIOHOM. Jl0XKIUTECh, MOKA IOBEPXHOCTH KOXKH

BBICOXHET.

He kacaiitecs 06paboTaHHOM 061aCTH 10 HHBEKLIMH.

Nubexnus
4. CHaTHE KOJMAYKA
CHUMHUTE KOJINMA4YOK C aBTOMHXKEKTOPA, TONBKO KOTJA Oynere roToBbl
<71 | BBectn npernapar.
Jlns aBTOMHXeKTOpa, coaepxainero 150 Mr - oTBepHUTE KOJMA4oOK B
HanpaBlIeHUH, YKa3aHHOM CTPEIIKOH.
' Wnn Jlns aBroMmKeKkTopa, coaepxamero 300 Mr— noTsHUTE KOJIMayoK B

HarpaBlIeHHH, YKa3aHHOM CTPEJIKOM.
ITocne cuatus BoIOpockTe Konmauok. He mnbiTaiiTech NMOBTOPHO
Ha/IeTh KOJINA40K, MOCKOJIbKY 3TO MOXKeT NOTHYTh HIJTY.

Hcnonp3yiiTe npenapar B TEYEHHE 5 MUHYT NOCIIE CHATHS KOJINavKa.
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5. Ilon102xeHHEe AaBTOHHIKEKTOPA
Jepxute aBToMHXeKTOp moj yrioM 90 rpaaycoB k o6paboTaHHOMY

MECTY MHBCKIIHUH.

1%

IIpaBuiabno HenpaBuibHO

WU

OBS3ATEJIBHO TIPOYTHUTE JAHHYIO HH®OPMAIIUIO
IEPEJ UHBEKIIUEN

Bo Bpems unbekuuu Bol yenbimure 2 meayka.

IlepBbIii MeI40K 03HA4aeT HA4aJl0 UHBEKUMH. Yepes HECKOJIBKO
CEKyHJl BTOpOH INENYOK YKaXET Ha TO, YTO HMHBEKUHS NOYTH
3aKOHYMJIACh.

[TpwxumaiiTe aBTOMHXEKTOP IUIOTHO K KOXE€, II0OKa 3€JICHBIN

WHIUKATOP MOJHOCTHIO 3aMIOJIHUT CMOTPOBOC OKOLIKO U NICPECTAHET

. JIBUraThCA.

6. Hayay10 vHBbEKIHH
[MprwKxMuUTE aBTOUHXKEKTOP TUIOTHO K KOXe, YTOOB! HayaTh BBEICHHE.
IlepBbiii meI40K 03HAYAET, YTO HHBEKLIMS HA4Yasach.

IprkuMmaiiTe aBTOMHXEKTOP MUIOTHO K KOXKE.

3enenbii HHAHKATOP INMOKa3bIBACT X0/ BBINIOJTHEHUS HHBCKIINH.
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7. 3aBepmieHHe HHbEKIHH

Jloxxaurech BToporo mena4yka. OH yKa3bIBaeT Ha TO, YTO HHBEKIIUA
MOYTH 3aBEPLICHA.

VY6enutecs, 4To 3eJ1eHbIH HHANKATOP 3al0JHHUII OKHO U NepecTall

JABUI'aTbCsl.

Tenepb aBTOMHXEKTOP MOXKHO U3BJIEYb.

Ilocne nHBEKIHH

8. Y6eauTech, 4TO 3e/ieHbIii HHAHKATOP 3aN0JHHJ OKHO
IT0 03HAYAET, YTO JIeKapCTBO ObLI0 BBeIeH0. OOpaTHTECh K Bpayy, €CJIH
\ 3eJIeHBI MHANKATOp HEe BUJCH.

B MecTe MHBEKIIUH MOXET BBICTYITUTH HeOOJIBIIIOE KOJIUYECTBO KpOBH.

Bel MoXeTe npHxaTh BaTHBI WM MaplieBblii TaMIIOH K MECTy

uHbekuun Ha 10 cekyna. He pacrupaiite Mecto uHbekuuu. Ilpu
HeOOXOJMMOCTH MOXHO 3aKPHITh MECTO MHBEKUMH HeOONbIIHNM

TUIaCTHIPEM.

_ 9. Yruamnsanus
‘ [TomecTHTE HCNOB30BaHHBINA ABTOMH)KEKTOP B KOHTEHHED [UIsl OCTPBIX
NpeaMeTOB (3aKpPBIBAIOLIMACS YCTOHYMBBIA K MPOKOJaM KOHTEHHED).

HGIIOHYCTHMO HUCIIOJIB30BAaTh aBTOMHXXEKTOP MOBTOPHO.

IIOBOYHOE AEMCTBHE

B cienbix M OTKPHITHIX KIMHHYECKMX HCCIIEOBaHUSX CeKyKMHymab mnomyuwan OGonee 18000
MAlMEHTOB IO Pa3IMYHbIM MOKa3aHUsIM (OALIeYHBIH IICOPUa3 U JPyrHe ay TOMMMYHHBIE COCTOSIHHSA),
4TO cocTaBuIO 0KOJIo 30565 mauueHTo-NeT BO3JeHCTBHA npenapata, npu 3ToM 11700 manuesToB
T0JTy4asii penapar Ha NPOTHKEHUH MUHMMYM | roja.

Ipodunb Ge3onmacHOCTH IMpenapaTta COIMOCTABUM IO BCEM TMOKa3aHMsA K nmpuMmeHenuro. Haubonee
YyacTO BCTpeyarolmuMmucs HexenarenbHbiMu peakuusmu (HP) na done npumeneHus npenapara
Ko3surrke ObliM WH(EKLMH BEpXHHMX JBIXaTeNbHBIX MyTeid (Haubonee yacto - Ha30(apUHTHUT,
PHUHMUT).

I’IP, BBIABJICHHBIE B KJIWMHHUYECKHX PlCCJ'leILOBaHPIﬂX* H TIOCTPEruCTPaliMOHHBIX COOGIIICHPIHX
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nepeyrciieHbl HIXKe B COOTBETCTBHM C CUCTEMHO-OPraHHBIM KJIACCOM MEIMLIMHCKOTO CIIOBAps IS
HOPMaTUBHO-NPaBoBO# AesTenbHocTH MedDRA. B npenienax kaaoro CHCTEMHO-OPraHHOTO KJlacca
HIJIP pacnipezeneHsl Mo 4acToTe BOZHMKHOBEHHUS B MOPAAKE YMEHBLICHUS UX BXXHOCTH. J{1s OLleHKH
YacTOThl MCIOJIB30BaHbI CIEAYIOLIME KpUTepUH: oyeHb Yacto (>1/10); wacro (ot >1/100 mo <1/10);
Hevacto (ot >1/1000 mo <1/100); peako (ot >1/10000 mo <1/1000); ouens peaxo (<1/10000),
BKJTIOYAs OT/IENIbHBIE COOOIEHHUS; Yacmoma Heuz8ecmua** — 1o UMEIOLIMMCS JaHHBIM YCTaHOBUTH
4acTOTy BO3HMKHOBEHUS HE MPECTABIAETCS BO3MOXKHBIM.

Hughexyuonnvie u napasumapnvie 3a60n1e6anus. 0O4eHb YaCTO — MH(PEKLUH BEPXHUX IBIXaTETbHBIX
MyTeH, 4acTo — reprneTudeckas HHPEKIUs MOJIOCTH pTa, TPHOKOBOE NMOPAXKEHUE KOXKH CTOIT; HEYaCTO
— KaHAWI03HAs UHGEKLHS TOJIOCTH PTa, HAPYXKHBIN OTUT, MHPEKLIMH HIDKHUX JbIXaTeIbHBIX MyTeH;
4acTOTa HEU3BECTHA — KaHAUI03Has HH(PEKLIMS KOXKHU M CIIM3UCTHIX 000/104eK (BKIIFOUas MOpaXKeHne
MUIIEBO/IA).

Hapywienus co cmoponvl Kposu u 1umgpamuyeckoii cucmemspl. HEHaCTO — HEUTPOTICHUSI.

Hapywenus co cmoponvt uMmyHHOU cucmembpl. peIko — aHa(pUIaKTHUECKHEe peaKLMu.

Hapywenus co cmoponbt Hep6HOil cucmembl. YacTO — roJOBHast O0JIb.

Hapywenus co cmoponvl opeana 3peHus. He4acTo — KOHbIOHKTUBMT.

Hapywenus co cmoponst ObixamenbHol cucmembl, 0p2aHo8 2pyOHOU KNemKu 1 CpedoCmenus. 4acTo
— pUHOpes.

Hapywenus co cmopoHbl 3#ceny004HO-KUMeyHo20 mpakma. 4acTo — Juapesi, TOUIHOTa; HeYacTo —
BOCTIAJIMTENIbHOE 3a00/IeBaHKe KUIIEYHHUKa (B TOM yuciie 6one3Hb KpoHa U s3BeHHBIH KOJUT).
Hapywenus co cmopoHbl K0JcU U NOOKONMCHbIX MKAHell: HeYacTO — KPalMBHHULA, AUCTUAPOTHYECKAS
9K3eMa; PEAKO — HIKCONHATUBHEBIN JepMaTUT *** aneprudeckuii BaCKyJIUT; YaCTOTa HEM3BECTHA —
raHrpeHO3Has MUOAEPMHUSL.

06u;ue paccmpoﬁcmea U HApyuwieHus 6 mecme 66e0eHUs; YacTO — MOBBILIEHHAS YTOMIJIAEMOCTD.

* — [Inaue60-KOHTpPOIUpYeMbIe KTMHHYeCKHe ucenenoBanus (3 ¢asa) neyenus ONsAIEYHOro NCopuasa, ICOPUaTHYECKOTo
apTpHUTa, AaKCHAJBHOTO CIIOHAMJIOAPTPHTA C WM 0e3 PEHTTeHOJOTHYECKHX IPH3HAKOB TOPAXEHWs, Y MalHEHTOR,
noJiy4aBlunx ceKykuHymab B no3e 300 mr, 150 mr, 75 mr win raue6o no 12 Henens (npu ncopuase) unu o 16 Henens
(TIcopHaTHYECKHil apTPUT, AKCHATbHBIN CIIOHANIOAPTPHUT C WK 6€3 PEHTTeHONOrHYeCKHX NPHU3HAKOB MOPAXKEHHUS.

** - TTockoneKy uHbOpMauus o faHHeX HP nomydeHa MeToIOM CIOHTaHHBIX COOOLIEHHH, X TOYHOE YUCIIO MAUEHTOB,
MOJIy4aBIIMX TIpenapar, He ONpe/eNIeHO, OLEHHTh YacTOTy BO3HMKHOBEHHs AAHHBIX peaKlMii He NpEACTaBIAeTCA
BO3MO>HBIM, B CBS3M C Y€M JUIS HUX YKa3aHO «4acTOTa HEU3BECTHAY.

*%% . cJTyyau HaOJIFOJAMCh Yy ALMEHTOB C OJISALIEYHBIM IICOPHA30M.

Hngpexyuu

B miane60-KOHTPOIMpPYeMbIX KITMHUYECKUX MCCIIEN0BAHMAX Y MALMEHTOB ¢ OJsIIEeYHBIM ICOPHA30M
(Bcero 1382 manueHTa, KOTOpbIe NOTYYHIM TEPaNHIO NpenaparoM, H 694 nauueHTa, NOTyYMBIINX
ruiaie6o, Ha MPOTSHKEHUH 12 HeJellb) OTMEYEHO pa3BUTHE MH(PEKUMOHHBIX 3aboneBanuii y 28,7% u
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18,9% mnanueHToB, MONy4YaBIIMX CEKyKUHYMaO U mianebo COOTBETCTBEHHO. BONBIIMHCTBO CiTyYaeB
NpeACTaBIsIM co00i MHPEKLMH BEpXHUX JBIXaTeNIbHBIX MyTel, Takue Kak Ha30()apuHTHT, JIETKOM
WM CPEIHEH CTENEHH TSDKECTH, U He TpeboBau npekpauieHus tepanuu. Cepbe3Hble HHYEKIIMOHHBIE
3aboneBanusi otMeueHsl y 0,14% naumeHToB, moiyyaBmuX cekykuHymab, u 0,3% nauueHToB,
nonyyaBmux miane6o. [Ipu gonrocpoyHoit Tepanuu npenapaToM B KIMHUYECKUX HMCCIIEOBAHHMAX
(mo 52 wenens Tepanuu y OGonbmmHcTBa M3 3430 manueHToB) WHpekuun ormeueHsl y 47,5%
NaLUEeHTOB, MOTyYaBIIUX CEKyKMHYyMal, MpH 3TOM cepbe3Hble HHPEKLUHU 3aperucTpupoBansl y 1,2%
MalHEeHTOB.

YacroTa MHPEKUMOHHBIX 3a00eBaHmii ObLIa CX0XKeH B KIMHUYECKUX MCCIISOBAHUAX Y MAL[MEHTOB C
NICOPUA30M, TCOPHATHYECKUM apTPUTOM U aKCHAIBHBIM CIOHIMJIOAPTPUTOM (aHKUIIOZUPYIOLIUM
CTMOHJWJIUTOM U HEPEHTTEHOJIOTHYECKIUM aKCHAIbHBIM CIIOHAMIOAPTPHUTOM).

Peaxyuu 2zunepyyscmeumenvrnocmu

B xJIMHMYeCKHX HCCIIeIOBaHUIX 3apPErUCTPHUPOBAHEI CITyYau KPAlIMBHULIBI M B OYSHb PEJIKUX CITydasx
— aHaUIaKTUYECKHE PeaKIMM Ha BBEJCHHUE Tpernapara.

Hmmynozennocmeo

[To naHHBIM KIMHMYECKHX HCCIefOoBaHUM mnpenapata KO3PHTUKC y MAalMEHTOB C IICOPHA30M,
NICOPUATHUYECKHUM apPTPUTOM M aKCHAbHBIM CIIOHAMIOAPTPUTOM (QaHKUIO3UPYIOMIUM CIIOHUIIUTOM U
HEPEHTTeHOJIOTHYECKMM  aKCHAJbHBIM  crioHAWIoapTpuroM) B <I% cinydaeB Habmojanock
obOpazoBaHWe aHTHTEN K ceKykuHymMaby k 52 Hezmene tepanmuu. OKOJO TOJIOBUHBI aHTHUTEN,
obpa3oBaBUIMXCA Ha (OHE TEpanuH, SBISIMCh HEWTPAJU3YIOLUMMH, YTO HE acCOLMHPOBAIOCH C
notepeit 3pPeKTUBHOCTH TepaNiK WK BIUSIHUEM Ha (papMaKOKMHETHYECKHe TapaMeTphI pernapara.
Ileouampuueckan nonynrayus

HP y nayuenmos 8 éo3pacme cmapuie 6 nem c b1auieyHbiM NCOPUazom

be3onacHocTs npenapara npu O/sLIeYHOM NCOpUa3e y AeTel U MOAPOCTKOB B Bo3pacte 6 net Oblia
U3y4eHa B IByX KIMHHYecKkuX uccnenoBanusx Il ¢asbr: aBoitHOe cnenoe miuanebo-KOHTpoIupyeMoe
HCClIeloBaHHEe C ydyacTHeM 162 mauueHTOB B Bo3pacte >6 u <18 ner ¢ TsokenbiM ONsimieYHBIM
NICOPUA30M M OTKPHITOE MCCIEOBaHUE ¢ ydacTHeM 84 maiueHTOB B Bo3pacte >6 u <I8 ner co
CpEeIHETSDKENBIM U TSDKENBIM OMsitedHsIM ricopuasom. [Ipodune 6e3onacHocTH npenapara B AaHHBIX
MCCJIEIOBAHUAX COOTBETCTBOBAJI JAHHBIM, IMOJYYEHHBIM B TPEUIECTBYIOIMX MCCIEJOBAHHAX Yy
B3POCITBIX MALIUEHTOB C OJISAMEYHBIM NCOPUA3OM.

HP y nayuenmoe om 2 0o 18 nem ¢ FOHA (3ume3um-accoyuuposanHuiii apmpum u 106eHUIbHbIU
ncopuamuyecku apmpum)

besonacHocTs mpenapata Taioke Obuta uzydyeHa npu FOMA (9HTe3UT-acCOLMHUPOBAHHBIA apTPUT U
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IOBEHWIbHBIH TNCOPUAaTHYECKUH apTpUT) Yy JeTedl M MOJAPOCTKOB B Bo3pacTe OT 2 a0 18 ner B
kiuHuyeckom wuccnenoBanun Il ¢aszel ¢ yuactuem 86 mnammentoB. [Ipoduns GezomacHocTH
npernapara B JIaHHOM MCCIIEJIOBAHUM COOTBETCTBOBAJ Mpoduimo 06e30MacHOCTH y B3pOCIHBIX
NalHEeHTOB.

HP npu ncopuamuyeckom apmpume

[lpemapar wu3ydeH B 5 mIane60-KOHTPONMPYEMBIX KIMHMYECKUX  HMCCIEOBAHUAX IpH
nicopuaTyeckom aptpurte y 2754 nauuentos (1871 nauuent nomyuun cekykunymab, 883 - nnaue6o),
YTO COCTaBWIO B 0Omel crnokHOcTH 4478 naumento-net Bo3jercTBus. Ilpopuns 6e3omacHocTH
mpenapara y TMalMEeHTOB C IICOPUATHYECKMM apTPUTOM aHAJIOTMYEeH TAaKOBOMY Y TalMEHTOB C
TICOPHA30M.

HP npu akcuanvhom cnonounoapmpume (GHKUN03UpylOujeM CROHOWIUME U HePEHM2EHON02UYECKOM
aKcuanbHOM cnoHouloapmpume)

[lpemapar wu3yueH B 3 [UIane0O-KOHTPOJNMPYEMBIX KIMHHYECKMX HMCCIEJOBaHUAX IPH
aHKunosupymoumem crnoHaunure y 816 naumenro (544 mauueHTa MONY4YMIM CeKyKuMHymad, 272 -
nnauebo), cpeiHuii MepHro/] IeUeHUs npenapaTtom coctaBui 469 nHeit B oAHOM uccie0BaHuH, 460
aHed — Bo BropoM W 1142 nus — B TperbeM. Ilpenapar Taioke Obl1 M3yYeH B OJHOM Iulanebo
KOHTPOJIMPYEMOM HCCJIE[OBaHUM Yy 555 mNauMEeHTOB ¢ HEPEHTTe€HOJONMYECKMM aKCHaJbHBIM
crionaunoaptpuroM (369 mauwentoB nomy4wnn npenapat Kossuruke, 186 - nnaune6o) ¢ obmmm
nepuoaoM BozzeiicTBus 588 mauueHTo-neT (cpeAHss NPOAODKUTENIBHOCTh BO3ACHCTBUSA TEpAIUU y
NalMEeHTOB, MOJyYaBIIMX npenapart, coctaBuna 395 nueit). Ilpodpuns 6e3omacHocTH npenapara y
NAalMeHTOB C  aKCHAIBHBIM  CHOHJWJIOAPTPUTOM  (AHKWIO3HMPYIOLIMM  CIIOHAMJIMTOM H
HEPEHTTeHOJIOTHYECKUM aKCHAJIBHBIM CIIOHAMIOAPTPUTOM) AHAJIOTHYEH TAKOBOMY Y IMAlMEHTOB C
NICOpPHUa3OM.

Ecnu niobvie uz ykazannoix 6 uncmpykyuu noboynsix sgpgpexmos ycyzyonaromes, unu Bot samemunu

niobvie Opyzue noboyHvie I¢hhekmpl, He YKA3AHHbIE 8 UHCMPYKYUU, COOOUume 06 3mom epayy.

ITEPEIO3MPOBKA

B KIMHHYECKHMX HCCleoBaHMAX Mpenapata Ko33HTHKC COOOIIEHHH O cllydasx mnepelo3UPOBKH He
3aperucTpUpPOBAHO.

B KJIMHHYECKHMX UCCIIEIOBAaHUAX BHYTPMBEHHOE BBeIeHKE B 03¢ 10 30 MI/Kr (T.e. MpUOIM3UTENBHO
2000-3000 Mr) He COMPOBOXKAAIOCH Pa3BUTHEM AO30JIMMHUTHpYOLIEH TokcHuHocTH. B ciy4ae
nepe03UPOBKH PEeKOMEHIyeTcs: HabMoieH!e MalMeHTa Ul BhISBJICHUS NPU3HAKOB U CUMIITOMOB

HEXEIaTCIbHbIX peakuuﬁ. Hpﬂ HCO6XOIIPIMOCTPI cleAyeT HE3aMCIJIMTEIIBHO  IPOBECTH
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CUMIITOMAaTUYECCKOEC JICUCHHUC.

B3AMMOJEWCTBHUE C IPYT UMM JIEKAPCTBEHHBIMU CPEJICTBAMHU

[Ipenapat Ko33HTHKC Henb3s NPUMEHSATH OJAHOBPEMEHHO C JKMBBHIMU BaKLMHaMHU (CM. paszen
«Ocobbie ykazanus).

B KJIMHHYECKUX MCCIIEOBAHUAX Y B3POCIBIX MALMEHTOB C ICOPHA30M HE OTMEYEHO JIEKapCTBEHHOTO
BzéHMoueﬁCTBuﬂ MeXIy ceKykuHyMabom u muzazonamoM (cyoetpatom uzopepmenta CYP3A4).
He BBIABICHO /€KapCTBEHHOrO B3aUMOJCHCTBUS CeKyKMHymMaba ¢ METOTpeKcaToM W/HMiIM
IIIOKOKOPTUKOCTEPOUAAMHU TPU HMX OJHOBPEMEHHOM NPUMEHEHMH Y MAlMEeHTOB C apTPUTaMHU

(BKJTIOYAsi ICOPUATHYECKUI apTPUT ¥ aKCHAJIbHBIH CTIOHANIOAPTPHT).

OCOBBIE YKA3AHUS

Hugpexyuu

[lpenapar KO39HTMKC MOXET YBeJNMYMBATh PUCK pa3BUTHA HHpekuuit. B  ximHMYeckux
MCCIIEZIOBAaHUSX y MALMeHTOB, MOMy4yaBIIuX npenapat Ko3zsHTHke, Habmopanuce ciiydyan pa3BUTHSA
WH(peKUui, OONBPIIMHCTBO KOTOPHIX OBUTM Nerkod WM cpeaHeit cremeHu Tskectu. Cnenyer
coOmoaaTh OCTOPOXKHOCTH MNPH PpEIIeHWH BONpoca O NpuUMeHeHuM mnpenapata KossHTHkC y
MALMEHTOB C XPOHUYECKOM HHPEKIMeH WM ¢ peLiMAMBUPYIOIIEH HHpEeKIMeH B aHaMHe3e.

Cnepyer uHGOPMHPOBATH MalMeHTa 0 HEOOXOAUMOCTH OOpaIleHUs! K Bpady B ClIy4ae MOSIBICHUS
TMPU3HAKOB U CUMIITOMOB, TIO3BOJISIOIIUX 3aM0A03PUTh pa3BUTHE WHpeKLMH. [Ipu pa3BuTHH TsDKENON
MHpEKUUH He0OX0AMMO TLIATEIbHO HabMOAATh NALMEHTa, TEPAIHIO IPENApPAaTOM CIIEAYeT OTI0XKHUTh
BIUIOTH [0 pa3pelueHHs MH(EKLMOHHOro npouecca.

B KIMHMYECKHMX MCCIIEIOBAHUAX HeE TMOJy4YeHO cooOLeHHH 00 yBeNTHMYEeHMH BOCIPHMHUMYMBOCTH K
TyOepKyJie3y, oaHako npenapat Ko3sHTHKC He clieyeT NPUMEHATh Y NAaLMEeHTOB C aKTHBHOU opMoit
TybGepkynesa. [lepen Hayanom JieyeHus penapaToM y MalMeHTOB C JJATEHTHOH dopMoii TybepKyesa
ClieyeT pacCMOTPETh BO3MOXKHOCTh NPOBEICHUS NIPOTUBOTYOEPKYI€3HOM TeparnuH.
BocnanumenvHvie 3a60ne6anus KuuleYHuKa

Cnenyer cobmoaaTh OCTOPOXKHOCTH IMpPU INPHUMEHEHHMH npenaparta KO33HTHKC y MNalMEHTOB C
BOCIIAJIMTEIbHBIMH 3a00JIeBaHMAMH KHIIEeYHUKa (Hanpumep, Oone3nb KpoHa, sS3BEeHHBIH KOJMUT),
MOCKOJIbKY B KIMHMYECKMX MCCIICIOBAHUAX OTMEYEHBI Cllydan OOOCTpPeHHMsS BOCHAIHMTEIbHBIX
3a00/ieBaHUl KMIIEYHHKA, B HEKOTOPBIX CIIy4asX TsDKeNble, y TNAalMEHTOB, IOJyYaBIIMX Kak
npernapar, Tak u raue6o. JIonoJHUTENBHO NMOTy4YeHb! COOOIEH s O BOSHUKHOBEHHH HOBBIX CITy4aeB
BOCIIAJIUTENILHOrO 3a00JIeBaHUs KUIIEYHUKA TTPU PUMEHEHHHU TpenapaTa B MOCTPErHCTPaLHOHHOM

nepuoxae. CIICI[)’CT TIIATCJIBHO HaOMoAaTh NalMeHTa C BOCTIAJIUTENbHBIM 3a00JieBaHUEM KHIICYHHUKA,

25/28




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.07.2023 N2 13398
(Bxopawmia M3 N24247658)

NOJIy4YalolEero Tepanuio MpenapaTtoM. B ciydyae nosBIeHHS CHUMIITOMOB BOCHAJTHTENEHOTO
3a0oneBaHMs KHMIIEYHHKA BIIEpBBIE MM ero o0OCTpeHHs, NpUMeHeHHe ceKykuHymaba cieayer
NPEKPaTUTh U Ha4aTh COOTBETCTBYIOLIEE JICUCHHE.

Peaxyuu 2unepuyscmeumenvrnocmu

B KJIMHHYECKHX MCClIEJOBAHMAX Y MALMEHTOB, MOJMyYaBIIMX MPEnapaT, OTMEUYaIHCh PEAKUE CITydau
pa3BUTHA aHapUIaKTHYECKUX peakuuil. [Ipy BO3HUKHOBEHMHM aHAQUIAKTHYECKHUX WM IPYTHX
CEPBbE3HBIX AJUIEPrMYECKUX peaKkuuil npuMeHeHue mnpenapata Ko3sHTHUKC cieqyeT HeMeIeHHO
NPEKPAaTUTh U HEMEIIEHHO Ha4YaTh COOTBETCTBYIOILYIO TEPAIHIO.

Hayuenmoi ¢ 2unepyyecmeumenbHoOCmbio K 1amekcy (Kpome npedsapumensHo 3an0IHeHHO20 WNpuya
u agmoundicexmopa, cooepcawyux 300 me)

CbeMHBIH KOJIMAa4YOK Mpe/IBAPUTENILHO 3alOJIHEHHOrO INMpHLa, coaepxamero 75 mr u 150 mr, a
TaKOKe KOJNAayoK aBTOMHXKEKTOpa, coAepxkamero 150 Mr, cofepUT NMpOU3BOAHBIE HATYpalbHOIO
Kay4yKoBoro satekca. HecMoTps Ha To, YTO HaTypalbHBIH KaydyKOBBIH JaTeKC He 0OHapyXXUBaeTCs
B Koimayke, Oe30MacHOCTh WCMOJNB30BaHMUS TPEABAPUTENBHO 3alOJIHEHHOTO IINpULA U
aBTOMH)KEKTOpA Y MalMeHTOB C TUIepYyBCTBUTEILHOCTHIO K JIATEKCY HE M3y4anach.

Baxyunayua

Ha ¢one Tepanuu npemapatoM He cieAyeT NMPOBOAWTH BaKLMHALMIO KMBBIMM BaKUMHAMH. Y
MalUeHTa, MOJy4YaloLero Tepanuio MpenapaToM, clelyeT MPUMEHATh WHAKTUBUPOBAaHHBIE HIIH
yOHuTBIE BaKLUMHBL. B KIIMHMYECKOM MCCNEJOBAHMH Y CXOXETO KOJIUYECTBA MAllUEHTOB, MOTy4aBIIMX
npenapatr KozsHruke u nnaunebo, orMeyancs ajeKBaTHbIi MMMYHHBIH OTBET MOC/€ BaKIMHALUH
MEHMHIOKOKKOBOH M MHAaKTMBMPOBAHHOW TPHIINO3HONW BaKLMHAMH, YTO NPOSBIIOCH B BUAe 4-
KpaTHOT'O YBEJIMUEHHS TUTPA AaHTUTEN K YKa3aHHBIM BaKLMHAM. DTH JaHHBIE CBUAETE/ILCTBYIOT, YTO
npenapar He MOJaBIseT TyMOpaibHbIH KIMMYHHBIH OTBET K MEHUHTOKOKKOBOW M HHAKTHBUPOBAHHOMN
TPUIINO3HON BaKLMHAM.

Ilepen HayanoM Tepamuu IpenapaToM y JeTel clielyeT MpPOBECTH BAaKIMHALMIO COIJIACHO
0JJ00pEeHHOMY KaJleH/apio MPUBHBOK.

Bnusnue na gpepmunvrnocme

JXeHIMHAM € COXpaHEHHBIM PENpOJYKTHBHBIM MOTEHLMATIOM CJIEyeT MCMOJb30BAaTh HAa/EKHBIE
METO/Ibl KOHTPALETILIMK BO BpPEMsl JICYEHHsI IIPeNapaToM M Kak MUHUMYM B TeyeHue 20 Heznenb nocie

TIPEKpAIECHHS TEPAITHH.

B/MSIHUE HA CIIOCOBHOCTH VIIPABJIATH TPAHCIOPTHBIMM CPEACTBAMHM W/WIH

MEXAHMW3MAMMU
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OTcyTCTBYIOT JaHHBIE O BIHMSHHUM Ipernapata Ha CIOCOOHOCTh YIpPaBIATh TPAHCIIOPTHBIMU

Cpe€acTBaMu W/WIH MEXaHU3MaMH.

®OPMA BBIITYCKA

PactBop a1 moakoxHoro BeeeHus, 150 Mr/mi.

Ilepeuynas ynakoska: no 0,5 mu, 1 M, 2 Ma B 0fHOpa30BbIi WINPUL] U3 NIPO3pavHOro cTekna (tur )
(nMpeaBapUTENBHO 3aM0JIHEHHBIH HITIPHLL).

BropuuHas ynakoBka:

- ¢popma Beimycka 0,5 mut: o | mpeBapUTENBHO 3aMOTHEHHOMY IITPHILYY C CUCTEMOM MaCCUBHOM
3aIIUTHI UTJIBL, YTIAKOBAHHOMY B OJIMCTEPHYIO YIIAKOBKY, CHAaOXEHHYIO 3TUKETKOH, C MHCTPYKLHEH
M0 MEIULMHCKOMY NIPUMEHEHHIO B Ma4Ky KapTOHHYIO.

- hopma Bbimycka | mui: mo 1 unM 2 npeBapUTENbHO 3aNI0IHEHHBIX INPHLIA ¢ CUCTEMOMN MacCHBHOM
3aIIUThI UIJIBI, YIIAKOBAHHBIX B OJIMCTEPHYIO YIIAKOBKY, CHa0XKEHHYIO STHKETKOM, C HHCTPYKIMEH
10 MEAMLIMHCKOMY MPUMEHEHHIO B Na4Ky KApTOHHYIO WM 1o | wiu no 2 (mpeaBapUTenbHO
3aMoJIHEHHBIX LIMPULIA B aBTOMHXKEKTOPAX (py4Kax) BMECTE ¢ MHCTPYKLUEH 10 MEIULIMHCKOMY
NPUMEHEHHIO B MAYKy KapTOHHYIO.

- ¢hopma BeIMycKa 2 MJI: 1O | MpeaBapUTENbHO 3a0JIHEHHOMY IITPHUILY C CHCTEMOM NTaCCUBHOM
3aLIMTHI UIJIBL, YIIAKOBAHHOMY B OJIMCTEPHYIO YNAKOBKY, CHA0)KEHHYIO STUKETKOM, C MHHCTPYKLIMEH
110 MEIULMHCKOMY NPUMEHEHHIO B aYKy KApTOHHYIO MJIH 10 | MpeaBapUTENbHO 3aM0IHEHHOMY
IITMPHULYY B aBTOUHXKEKTOpE (Py4Ke) B a4Ky KapTOHHYIO.

JlonyckaeTcsi KOHTPOJIb IEPBUYHOTO BCKPBITHS NaYKH KAPTOHHOM (BO3MOXKHO HCIIOJIb30BaHHUE

MPO3pavyHOro CTUKEpa € JIOrOTUIIOM KOMIIAaHUM-BJIAACJIbLA PErHCTPALlTHOHHOT'O y,I.IOCTOBCpCHPISl).

Y CII0BUSA XPAHEHUA
B 3auuineHHoOM 0T cBeTa Mecte npu Temneparype ot 2 10 8 °C. He 3amopaxxuBaTth.

XpaHHUTh B HEJOCTYITHOM /14 IeTel MecTe.

CPOK IO/IHOCTH
2 roja.

HpenapaT HE CIICAYET NPUMEHATH IOCJIE UCTEYEHHU CPOKaA rOAHOCTH.

YCJI0BUS OTIIYCKA

OTIycKaloT Mo peuenry.

BJIAJIEJIELI PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

Hosaptuc ®apma AI', Jluxtmitpacce 35, 4056 bazens, IlIBeiinapus / Novartis Pharma AG,
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Lichtstrasse 35, 4056 Basel, Switzerland

ITPOM3BOJAUTEJIL

ITpouszeooumens 20mo6oii 1eKapcmMEEeHHON POpMbl, NEPEULHAA YNAKOBKA

Hosaptuc ®apma Llreitn AT, Lllapdxayseprpacce, 4332 Ilreitn, [lIsetinapus / Novartis Pharma
Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland

Canmo3 I'm6X, Buoxemumrpacce 10, 6336 Jlanrkamnden, Asctpus / Sandoz GmbH,
Biochemiestrasse 10, 6336 Langkampfen, Austria (1715 mnpHLeB B aBTOMHXKEKTOpE, 1 M)
Bmopuunas ynakoexa, 6bInyCKaroujuii KOHmMponb Kayecmea

Hosapruc ®@apma IlIreitn Al', laddxaysepurpacce, 4332 Ilreiin, [lseiinapus / Novartis Pharma
Stein AG, Schaffhauserstrasse, 4332 Stein, Switzerland

Canpoz I'm6X, Buoxemumrpacce 10, 6336 Jlanrkamnden, Asctpus / Sandoz GmbH,
Biochemiestrasse 10, 6336 Langkampfen, Austria (a1 wnpyies B aBTonrkekTope, 1 min )
OGuiecTBo ¢ orpaHHueHHO# oTBeTcTBeHHOCTHIO «CKOITMHCKUU ®APMAILIEBTUYECKUI
3ABO/I» (000 «CKOITMH®APM»), 391800, Pszanckas ob6nacte, CKONMMHCKMH paiioH,

tepputopus [IpombinenHas 3oHa Nel, 3nanue 1.

OPIrAHM3ALIMSL, TIPUHUMAIOIIASA IMPETEH3UM OT NOTPEBUTEJIEM:
000 «Hosaptuc ®apma»

125315, r. Mocksa, JleHuHrpajackuii npocnext, aom 70

ten.  (495)967 1270

dakc (495) 967 12 68

www.novartis.ru
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