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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

I'encynun P, 100 ME/mn, pacTBOp 111 HHBEKIIHH.

2. KAUECTBEHHBIN U1 KOJIUYECTBEHHBIN COCTAB

JlelicTByIO1IEE BEUIECTBO: MHCYJIMH PACTBOPUMBIN [4EJIOBEUECKUI T€HHO-UHKEHEPHBIH |.
Kaxxapiit Mt pactBopa 1st uHbekuuid cogepxut 100 ME nncynuHa yenoBeyeckoro™.

I'encynun P, 100 ME/mi, pacTBOp ULl HHBEKIIAH

Kaxnpriit paaxon cogepxut 1000 ME uHCcynmnHa 4enoBeYecKoro.

I'escynun P, 100 ME/mi, pacTBOp ULl HHBEKIIAH

Kaxnpiit kaptpuk conepxut 300 ME nHCcymHa 4e10BeYeCcKoro.

I'encynun P, 100 ME/mi, pacTBOp ULl MHBEKIUAN

Kaxnas npenBapuTesbHO 3alojHEHHas: MYJbTUI030Bas OJIHOPA30Bas IUINPUI-PYUYKA COAEPIKUT
300 ME uHCyJMHa 4eJI0BEYECKOTrO.

* TlomydeHo ¢ HCIIONB30BaHUEM KIETOK Escherichia coli mo TexHomornu pexomOmaanTHOH JJHK.

BemiectBa, HamM4Me KOTOPBIX HA/IO YYUTHIBATH B COCTABE JICKAPCTBEHHOTO Mpernapara: HaTpui (CM.
paznen 4.4).

Ilonubri IEPCUYCHb BCIIOMOI'aTCIIbHBIX BCIICCTB IIPHUBCICH B pa3acic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PactBOp M1 HHBEKIUI.

[Ipo3paunblii GeclIBETHBII pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. lloxa3anus K NPUMeHEHHIO

IIpenapat I'encynuH P mokasan miis jedeHHs B3pOCibIX HanMeHToB U aered or 0 mo 18 jer c
caxapHbIM JMa0ETOM, HYXJAIOUIUXCS B HMHCYJIMHOTEpANUU Js TOJJEpKaHHUS HOPMaJIbHON
KOHIIEHTPALIUU TIIFOKO3bI B KPOBH.

4.2. Pexxum 103UpoBaHNs U CIIOCO0 NPUMeEHEHH S

PexxuM 103upoBaHus

Jo3a npenapara ['encynun P ompenensieTcs BpauoM HHAMBHAYAJIBHO B 3aBUCUMOCTH OT IYyTH
BBEJICHUSA MHCYJIUHA, METa0OJMYeCKUX NOTPeOHOCTeH MalueHTa, pe3yidbTaTOB MOHHTOPUHIA
KOHIIEHTPALlMX TJIFOKO3bl B KPOBU M IIEJIEBBIX 3HAYECHHUM TIIMKEMHUYECKOro KOHTpouss. Koppexums
70361 MHCYJIMHA MOXXET MOTpeOOBaThCS NPU HM3MEHEHUM (PU3MUECKOW AKTUBHOCTH IallMEHTA,
M3MEHEHUU peXuMa MUTaHus (HampuMmep, COAEp>KaHUS MAaKpOdJIEMEHTOB WM BPEMEHHM IpHeMa
MUIIK), U3MEHEHUH (YHKIUHM TOYEeK MM TEeYeHH B IMepuoja ocTtporo 3aboneBanus. IIpemapar
I'encynun P, BBOAMMBIM NyTeM MOAKOXXHOW HMHBEKLIHH, OOBIYHO NPHUMEHSETCS COBMECTHO C
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MY OTYETY

ITpu mepexoze ¢ Apyroro MHCyIuHa Ha mpemnapat ['encynuH P MoxeT moTpeGoBaThCsi KOPPEKIHS
JI03bI UHCYJINHA.

Oco0ble rpynisl MalueHToB

J]ub;a nooaicus10co0 eo3pacma

Bnusinue Bo3pacta Ha (papMakOKMHETHKY M (apMakoguHaMuKy mpenapara [encynmun P ne
U3y4ajiocb. Y MOXWIBIX IalUEHTOB, MOJIYYarOIIUX TEPANHI0 IIPenaparoM, CyLIECTBYET
MOBBIIIEHHBIA PUCK Pa3BUTHS TUIOTJIMKEMHUH, YTO MOXET MOTpeOoBaTh 0oJjiee YacTON KOPPEKIUU
JI03bl MHCYJIMHA 1 MOHUTOPHHIAa KOHLICHTPALUH IJIFOKO3bI B KPOBH.

Hat;ueHmbz C NOYEUHOU HeOOCMAamo4HOCHbIO

dapMakokuHEeTHKAa U (papMakoAuMHaMHKa npenapara ['eHcynuH Py manueHTOB ¢ HapylleHHEM
(GYHKIMM TOYeK HE H3ydajach. Y TAalHMEHTOB C TOYEYHOW HEIOCTATOYHOCTHIO CYIIECTBYET
MOBBIIICHHBIA PUCK Pa3BUTHsSI TUIOTIMKEMUU HAa (OHE Tepamuu IMpernapaToM, 4YTO MOXKET
notrpeboBaTh 0oJIee YacTOi KOPPEKINH 036l HHCYJIMHA 1 MOHUTOPHUHTA KOHIICHTPALIUH TIIFOKO3BI B
KpPOBH.

Haquenmbl C NeYeHOYHOU HeOOCMAMOYHOCIbIO

dapmakokMHETHKa U (papMmakoIuHaMMKa mpernapara ['eHcynuH P y manueHTOB ¢ HapylieHHEM
(GYHKIMM TIEYeHH HE HW3ydaliach. Y MAlMEHTOB C TEYCHOYHOH HEIOCTaTOYHOCTHIO CYIIECTBYET
MOBBIIIEHHBI PHUCK pa3BUTUS THIOIIMKEMMM Ha (oHEe Tepanmuu MpernaparoM, YTO MOXKET
notrpeboBaTh 60JIee YacTOi KOPPEKINH 036l HHCYJIMHA 1 MOHUTOPHHTA KOHIICHTPALIUH TIIFOKO3BI B
KpPOBH.

€T

Jlo3a npenapara ['encynun P y nereil 1 moapoCTKOB ONpPENEIAeTCs] MHANBUAYAIBHO HA OCHOBaHUH
MeTaboIMUECKUX MOTPEOHOCTEH M 4acTOro MOHMTOPHMHIA KOHILIEHTpAIMM TIJIFOKO3bl B KPOBU IS
CHW)KEHUS PUCKA Pa3BUTHUSA TMIIOTTIMKEMHUH.

Cooco0 nmpuMeHeH st

[Ipenapar I'encynun P cinegyer BBOOUTH MOJKOXKHO M BHYTpPHUBEHHO. Temmeparypa BBOAMMOTO
npenapara JI0JbkHa COOTBETCTBOBATh KOMHATHOM.

Jlis BHYTPUBEHHOTO BBEJEHUS HCIONB3YIOT JHOO0 WHCYJIWHOBBIA INMpHI, JUOO0 WHGY30MAaT.
Heobxomumyto no3y mpenapara pazpouar B 0,9 % pactBope Hatpust xjiopuaa. Jlo3a U CKOpOCTh
BBEJICHUSI OMPEIENSIOTCS B COOTBETCTBUU C KIMHUYECKUMHU PEKOMEHIAIMSMU IO BBEICHUIO
HHCYJIMHa B YCIOBHAX CTallMOHapa. 21.]'[5{ CHMIXCHHUA PHUCKA THUIIOTTIMKEMHUH W THUIIOKAJIMEMHUU
BHYTPUBEHHOE BBEJCHHE TMpenapara BO3MOXHO TOJBKO TMOJA BpadyeOHbIM HAOTIOJEHHEM C
THIIATCIIbHBIM KOHTPOJIEM KOHICHTpAWU INIIOKO3bI U KaJIMA B KPOBH.

ITpenapat ['encynun P BBOAAT MoAKOXKHO, mpuMepHO 3a 30 MUHYT A0 MpHeMa MUIlM, B 00JacTh
Ijieyua, 6e)1pa, AroAuIibl UJIN ) KUBOTA. HpI/I IOAKOKHOM BBCICHHUU MHCYJIMHA HCO6XOI[I/IMO IMPOABJIATH
OCTOPOXHOCTB, YTOOBI BO BpeMsl MHbEKLIMU HE TIONAcTh B KPOBEHOCHBIH cocy . [lociie nHbekuu He
ClIeIyeT MacCUpOBaTh MECTO BBe/ICHUS. MecTa HHBEKIUNH HEOOX0IUMO YepeIoBaTh TaK, YTOOBI OJJHO
U TO K€ MECTO HMCIIOJIB30BAJIOCH HE Yallle MPUMEPHO OJHOTO pa3a B MECSAL JJIS TOT0, YTOOBI CHU3HUTh
PHUCK pa3BUTHUS JHUIOAUCTPOPUU M KOXKHOTO ammiionaosa (cMm. pasnensl 4.4 u 4.8). He cinenyer
BBOJIUTH IpenapaT B 00JIaCTH JTUHIOJUCTPO(UHN HITH JIOKAITU30BAHHOTO KOKHOTO aMUJION103a BBUAY
MOTCHUUAJIBHOTO pHCKa 3aMCIJICHHOI'O BCACBIBAHUA MHCYJIMHA M3 TaKUX obacTel u YXyAeHus
ININKEMUUYECKOTO KOHTPOJs. Bo BpeMsi H3MEHEHHUs peKuMa T0O3UPOBAaHNs MHCYJIMHA CIIEIYeT Yalle
MPOBOAWTHE MOHHUTOPHUHI' KOHICHTPAIUH I''TFOKO3bI B KPOBH.

ITanueHThl JOKHEI OBITh o6yquH HpaBHHLHOﬁ TCXHUKC BBCACHU HHCYJIMHA.
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WHcTpyKkuny o NpuMEHEeHHIO Mpernapara cM. B pa3Jie

4.3. [IporuBonoOKa3aHus
e [ 'UmepyyBCTBUTEIBLHOCTh K MHCYJIMHY YEJIIOBEUECKOMY W/WIH K JIIOOOMY M3 BCIIOMOTATENBHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3zene 6.1.

e [unorimkemus.
4.4. OcoOble yka3zaHusi U MepPbI NPEAOCTOPOKHOCTH NPH NMPUMEHEHUN

IIpenapar I'encynnn P npuMeHSTH C OCTOPOKHOCTBIO:
e VYV NanueHTOB C PUCKOM PA3BUTHUS THIIOKATUEMHUH.

e [Ipu OAHOBPEMEHHOM IIPUMEHEHUU C IIPErapaTaMy IPyIIIbl THA30JUIUHINOHA Y AllUEHTOB C
3a00JI€BaHUAMU CEPACYHO-COCYIUCTON CHCTEeMbl M HaaudueM (aKTOPOB pHCKAa Ppa3BUTHUS
XPOHHUYECKOU CEPACUYHON HEJOCTATOYHOCTH.

I'unepraukeMus WM TMIOTJIMKEMUS, CBSI3aHHAsl ¢ IBMEHEHMEM PEKMMA JJO3UPOBAHUS MHCYJIMHA

[TepeBon manueHTa Ha APYroW TUII WM MpenapaTr UHCYJHUHA ¢ APYTUM TOPrOBbIM HAUMEHOBAHUEM
JOJHKeH TMPOUCXOAMTH TOJ THIATENbHBIM BpaueOHBIM HaOII0JeHHEM ¢ 0oJiee YacThIM KOHTPOJIEM
KOHIEHTPALUH TJIIOKO3bl B KpOBU. MI3MEHEHME THMa, KOHLUEHTPALMU, MTPOU3BOJUTENS UHCYJIMHA,
BUJIOBOW MIPUHAJUICKHOCTU (KUBOTHBIN, YEIIOBEUECKHIl, aHAIIOTH YE€TIOBEUECKOr0 MHCYJIMHA) H/IIN
Metona mpousBogacTBa  (JJHK-pekoMOMHAaHTHBIA ~ HMHCYJIMH WM  HWHCYJIHH  JKABOTHOTO
MIPOUCXOXKACHUS) MOXKET MOTpedOBaTh KOPPEKLUMU 103bl MHCynuHA. [lanMeHTam c caxapHbIM
nuabeToM 2 THIAa MOXKET MOTPEOOBATHCS KOPPEKIUS J03bl COMYTCTBYIOIIUX THIOTIUKEMHYECKUX
npernapatoB. Ilpu OTCYTCTBMM aJeKBaTHBIX JIEYEOHBIX MEPONPUATUN THUIOTIIMKEMUS U
TUIIEPIVIMKEMUSI MOTYT IIPUBECTM K TIOTEPE CO3HAHUSA, KOME WM CMEpPTH, NOTEHUUAIBHO
YTPOXKAKOIIUM >KU3HHU MalUEHTA.

[IpumeHeHne HeaJeKBAaTHBIX J03 WM MPEKpalleHUE JIEUeHUs, OCOOEHHO Yy MAalUEHTOB C
MHCYJIMHO3aBUCHMBIM CaXapHbIM AMa0ETOM, MOXKET MPUBECTH K THIIEPIIIMKEMUH U TH1A0ETHYECKOMY
KET0aIu/103y (COCTOSHUSAM, NOTEHIUAIBHO YTPOKAIOIIUM KU3HU NAI[UEHTA).

[ nnormukemus

HGKOTOpI)IM NManueHTaM IpUu Nepexo€ ¢ MHCYJIMHA JKUBOTHOTO IMPOUCXOXKIACHUS HA YeJIOBEUCCKUM
HHCYJIMH MOXKET HOTpe6OBaTBC$I KOppeKIusA IOO3bI. OTO MOXKET HpOPI3OI>iTH YKC IIpu IICPBOM
BBCACHHUU YCJIOBCUCCKOTI'O MHCYJIMHA WM MMOCTCIICHHO B TCUCHHUEC HECCKOJIBKUX HEACIIb NI MCCAICB
IMocCJIC IepeBOJaa.

Vv HCKOTOPLIX MAIMUCHTOB ITPU IMEPEBOAC C MHCYJIMHA ) KUBOTHOI'O ITPONCXOKIACHUA HA JeJI0BEUCCKUI
CHUMITTOMBI-TIPEIBECTHUKH THIIOITTUKEMHH MOTYT OBITh MEHEE BBIPAXKEHBI MJIM OTJIMYAThCS OT TeX,
KOTOpble HAOMIOAANUCh y HUX Ha (pOHE BBEJEHUS WHCYJIMHA XUBOTHOTO HpoucxoxiaeHus. [Ipu
HOpMaJIM3allii KOHIIEHTPALMU TJIIOKO3bI B KPOBH, HAlpuUMep, B pe3yJibTaTe WHTEHCUBHOU
HHCYJIMHOTECpAali, MOTYT HCYC3HYTH BCC NJIM HCKOTOPBIC CUMIITOMBI-TIPCABECTHUKU T'MITOTTIMKEMHAHN,
0 4éM TMalUeHTbl JOJKHBI OBbITh MPOMH(POPMHUPOBAHBL. Takke CHUMOTOMBI-IIPEIBECTHUKU
THIIOTTIMKEMUHU MOTYT HU3MCHUTBLCSA HIN OLITh MeEHEe BBIPAXKXCHHBIMHA TIPU IJIUTCIIBHOM TCUYCHHUUN
caxapHoro auabera, 1MabeTHYEeCKON HeHpomaThu WM JICUeHUHM TaKUMH IpernapaTtamu Kak OeTa-
a/ipeHO0I0KATOPBI.

DakTOpLI pUCKA PA3BUTHUS THIOTIUKEMUM

Puck pa3BUTHS TUIIOTJIMKEMUU 3aBUCUT OT MPOAOKUTEIBHOCTH AEMCTBUSI MHCYJIMHA, KOTOpasi, B
CBOIO OdYepe/lb 3aBHCUT OT MHOTHX YCIOBHMH (BKJIOYas 00JacTb MHBEKIMH, KPOBOCHAOXKEHHE U
TEMIIEpPaTypy B MECTEe BBEJCHHUS MpenapaTa) U MOKET BapbUPOBATHCS Yy OJHOTO M TOTO K€ YeI0BEeKa.
K npyrum ¢dakropam, MOBBIIAIOIIUM PUCK THIIOTTIMKEMHUH, OTHOCSITCS U3MEHEHUS pallioHa MUTaHUS
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APYTUX JIEKapCTBEHHBIX MPENapaToB, HapyleHHe GYHKIUU OYEK /Wi redeHu. [lanuenTs! u nuna,
OCYILLECTBJISIONINE YXO/] 32 TAKUMHU MALlUEHTAMH, JJOJKHBI ObITh TPOMH(POPMUPOBAHBI B OTHOLIEHUN
CHUMIITOMOB THIIOTTIMKEMHH H CIIOCO0ax ee KynHpoBaHus. BaxxHyt0 poiib B IPO(UITAKTUKE U JICYCHUN
TUIOIVIMKEMUM  HMMEET CaMOKOHTPOJb KOHLEHTPALMHM TJIOKO3bl B KpoBH. Ilanuentam c¢
HEBBIPA)KCHHBIMM  CUMIITOMaMU-TIPEAIIECTBECHHUKAMY TUIIOTJIMKEMHUM CJIENYeT PEKOMEHI0BATH
YBEIUYUTH 4YaCTOTY MOHUTOPUHIA KOHLICHTPALIMK IIFOKO3bI B KPOBH.

AHTHTENA K HHCYIUHY

HpI/IMCHeHI/Ie YCJIOBCYCCKOIo HMHCYJIMHA MOXCET BbI3BATHh O6pa3OBaHI/Ie AHTUTCJI, OJHAKO THUTP
AHTHUTCJII B TaKUX ClIydadX HHXKE, YCM IIPpU HNPUMCHCHHU OYUIICHHBLIX HWHCYJIMHOB XHUBOTHOI'O
IMPOUCXOKICHUS.

Koppexkiinsg 103l HHCYJIUHA

[ToTpeOHOCT, B MHCYJIMHE MOXKET 3HAYUTEIBHO MEHSTHCS NMpU 3a00JEBaHUSX HAINOYCHYHUKOB,
runodu3a Wik MUTOBUIHOMN KeJe3bl, a TAKXKE MPH HApYIICHUH (YHKUIUHU MOYeK Wi nedeHu. [lpu
HEKOTOPBIX 3a00JIEBAHUAX WM MPU SMOIMOHAIBHOM IEpeHaNpsKEHUN NOTPEOHOCTh B UHCYJIMHE
MOJKET yBeJINYuBaThCs. Koppekius 1036 HHCYJIMHA MOXKET TaK)Ke NOTPEOOBATHCS MIPHU YBEIUUYEHUN
(bu3nyuecKoil Harpy3KH WU Py U3MEHEHUU OOBIYHON JTUETHI.

.HI/IHOIII/ICTDOd)I/Iﬂ 1 aMWJION 103 KOXH

HmeroTcs cBeleHHs! O perucTpalui CIy4aeB TUIepriuKeMUH IpU MOBTOPHBIX HHBEKIHUSIX HHCYJIMHA
B 00JIACTH JIMTTOAUCTPOPHH WM JIOKATM30BAaHHOTO KOXKHOTO aMIIION103a. [1aIieHThl JOIKHBI OBITH
IpOMH(GOPMUPOBAHEl O HEOOXOJUMOCTH YepeAOoBaTh MeCTa HHBEKLUH, 4TOObl CHU3UTH PHUCK
pPasBUTHs JIMNOJUCTPOOUU W KOXKHOTO ammionjo3a. [Ilpum BBelneHWM HHCYJIMHA B 30HBI C
JUNOAUCTPOGUEH U KOKHBIM aMHJIOMJIO30M €CTh MOTCHIMANbHBIM PUCK 3aMEIJICHUs BCACHIBAHUS
MHCYJIMHA U YXYAIIEHUS TITMKEMUYECKOro KOHTposs. CoolIanock o ciayyasx TUIOTIMKEMUH TpU
PE3KOil CMEHe MeCTa MHBEKLUH C 00JAaCTH C JMIOAUCTPOPUEN UM C KOXKHBIM aMHUJIOUI030M Ha
HENopaxeHHY0 00s1acTh. PekoMeHayeTcsi IpOBOAUTH KOHTPOJIb INIFOKO3bI KPOBU [1OCJIE CMEHBI MECTA
MHBEKIINHU, TAK)KE MOXKET IOTPEOOBATHCSI KOPPEKLIUS 103l TMITOTIIMKEMUYECKUX IPenapaToB.

OmnbOKy B IIpUMEHEHNH TIperapara

PeructpupoBanuce ciy4an omrOOYHOTO BBEJEHUS MallMEHTaMH JAPYroro THMa MHCYJIMHA BMECTO
WHCYJIMHA KOPOTKOTrOo neicTBusa. ClieqyeT MpeaynpeauTh MaldeHTa 0 HEOOXOIUMOCTH MPOBEPKU
ATUKETKH Ipenapara rnepe KaxI0i UHbEKIIUEH UHCYJIMHA.

FI/IHGD‘-IVBCTBI/ITCJIBHOCTI) 1 aJVICPru4CeCKueC peakKimmm

Tsoxenas, omacHast AN KU3HHM, T€HEpAIM30BaHHAs ajuleprusi, BKIOYas aHa(QUIAKCHUIO, MOXKET
BO3HUKHYTb IIPH IPUMEHEHUU UHCYJIMHA PACTBOPUMOTO [U€I0BEYECKOr0 TeHHO-UHXeHepHoro|. [Tpu
BO3HMKHOBEHMM DPEAKLUUN THIIEPYYBCTBUTEIBLHOCTH, TEPAIUIO IPENApaTOM CIEAYET HEMEUICHHO
IIPEKPaTUTh U NIPOBECTH COOTBETCTBYHOLIEE JieueHue. IIpumenenne npemnapara mpOTUBOIIOKA3aHO
NalyueHTaM, y KOTOpPBIX Oblla peakuus TUIEepUYyBCTBUTEIBHOCTH HAa HMHCYJIWH pPacTBOPUMBIN
YeJI0BEYECKUM MM BCIIOMOTaTEIbHBIE BEIECTBA B COCTABE IIpenapara.

' unokanuemMus

Bce 3x30reHHbIe HHCYIMHBI, BKIIOYasi HHCYJIMH PACTBOPUMBIN [4eI0BEYECKUI TeHHO-MHKEHEPHBIH |,
BBI3BIBAIOT IIEPEMEILEHUE KAJIUS U3 BHEKIIETOYHOI'O BO BHYTPUKIIETOUHOE IIPOCTPAHCTBO, YTO MOXKET
IIPUBECTH K TUNOKaIMeMuu. HeyeueHHas TUIIOKaTMEMHs] MOKET BbI3BAaTh IMapalvd JIbIXaHMUS,
KEIYJOUYKOBYK) apUTMHUIO M cMepTh. IIpu Hanmuuumu mnokazaHui ClIeQyeT KOHTPOJIUPOBATH
KOHIEHTPALMI0O Kalusl Yy TAalleHTOB C pPUCKOM THUIOKAIWEMUU (HampuMmep, Yy NalleHTOB,
IIPUHUMAIOIIUX IIPENapaThl, CHIKAOIINE KOHLIEHTPALMIO KaJlus B ILUIa3ME€ KPOBHU WIM IIpenaparsl,
YyBCTBUTEJIbHBIE K KOHLEHTPALUU KaJus B IJIa3Me).
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[Tpu npuMeHeHnH MpenapaToB WHCYIMHA B KOMOMHAIIMHM C IIperapaTaMy IPYIIbl THA30IUIMHINOHA
MIOBBIIIAETCS. PUCK PA3BUTUS OTEKOB M XPOHMUYECKOW CEpJeYHON HEI0CTaTOYHOCTH, OCOOEHHO Yy
MAIEHTOB C 3a00JICBaHUSIMU CEPJCYHO-COCYAUCTOW CHUCTEMbl M HaluuyueM (PaKTOpoB pucka
XPOHUYECKON CepAeYHOM HenocTaToYHOCTH. llpu npoBeneHMM KOMOMHHPOBAHHOM Tepamnuu
MHCYJIMHOM U IIperapaTaMy IpyIibl THA30JUIUHINOHA 32 COCTOSHUEM IAllUEHTOB CIEIYET BECTU
HaOJII0ieHNE Ha IPEeAMET BO3HUKHOBEHHSI CUMIITOMOB U NPOSBICHUN CEpAEYHON HEJOCTAaTOYHOCTH,
YBEIIMYECHUSI MACChl Tella U TOSBICHHUA OTEKOB. [IpuMeHeHHMe THa30IMIUHIMOHA JIOJKHO OBITh
IIPEKPAILEHO IPU YXYyIIEHUU CHUMITOMOB 3a00JI€BaHUS CEPIEUHO-COCYAUCTON CHCTEMBI.

ILJI;I YIydI€HHA KOHTPOJIA MPOBCACHUA HHCYJIMHOTCPAIINU CICAYCT 3allMChIBATh HA3BAHUEC U CCPUTIO
IIPUMEHACMOI'0 IMperiapaTa HHCYJINHA.

BcnomMorarennHble BElIeCcTBA

JlaHHBIN JTeKapCTBEHHBIN IIpenapar coAepKUT MeHee | Mmoutb (23 Mr) HaTpus Ha 103y, TO €CTh, IO
CYTH, «HE COJICPKUT HATPUSI».

4.5. B3aumogeiictBue ¢ JPYrUMH JIEKAPDCTBEHHBIMH IMIpenapaTaMM W Jpyrue BHABI
B3aUMO/IeHCTBUA

[Tpu HEOOXOAMMOCTH MPUMEHEHUS APYTUX JIEKAPCTBEHHBIX MPENapaToB B TOMOIHEHUE K HHCYIHHY
CJIelyeT IPOKOHCYJIbTUPOBATHCS C JICUALUM BPAYOM.

Bpau goimkeH npuHUMAaTh BO BHUMAHHE BO3MOXKHOCTh Pa3BUTHS JIEKAPCTBEHHOT'O B3aUMOICHCTBHSI.
Crnenyet npouH(MOPMUPOBATH MAIMEHTa O HEOOXOJAMMOCTH COOOIIATh JieyanieMy Bpady 000 Bcex
COBMECTHO MPUMEHSIEMBIX TIpernaparax.

[TorpeOHOCT, B MHCYJIMHE MOXET YBEIMYMBATHCS 3a CUYET JIGKAPCTBEHHBIX IIPENapaToB C
TUIEPIIIMKEMUYECKUM JIeHCTBUEM, TaKMX KaK TIFOKOKOPTHKOCTEPOHJIbl, TOPMOHO3aMECTUTEIbHAs
Tepanusi IUTOBUIHOMN KeJe3bl, TOPMOH pocTa (COMATOTPONUH), JaHA30Jl, OeTaz-aipEeHOMUMETUKH
(HampuMep, PUTOAPHUH, canbOyTaMoJ, TepOyTaIUH), HECEICKTHUBHBIE 0.-CUMIATOMHUMETUKU
(aniuHedpHuH), THA3UAHBIE TUYPETHUKU, 3CTPOreHbI, INIIOKAroH, U30HHWA3UJl, HUALIMH, IepOpalbHbIE
KOHTpAIIENITUBBI, MPOTeCTepOHbl (B TOM 4YHCJIE€ U B COCTaBe IEPOPATbHBIX KOHTPALETITUBOB),
UHTUOUTOpPBI TMpOTea3, MPOM3BOAHbIE (EHOTHA3MHA, ATUIIMYHBIE AHTUIICUXOTHKHU (Hampumep,
OJIaH3alMH U KJIO3aIHH).

[ToTpeOHOCT, B MHCYJIMHE MOXET CHH)XKATbCA IpU IPUEME JIEKApCTBEHHBIX IpenapaToB C
TUINONIMKEMUYECKUM JIEMCTBUEM, TAKUX Kak II€pOpaJIbHbIE TMIIOIVIMKEMUYECKUE IIPENaparsl,
CaJIMLMIIAThl, WHIUOUTOPHl MOHOAMHHOKCHJIA3bl, WHTMOUTOPBHl AaHTMOTEH3MHIIPEBPAILAOLIEr0
depMeHTa (KanToNpuil, >Hajanpui), OJOKaTopsl peuentopa aHruoreHsuHa lI, nuzommpammn,
¢ubpatel, (QIyOKCEeTHH, NEHTOKCUDWUIMH, CcyibpaHWIaMUIHblE aHTUOMOTHUKH, AaHaJOTU
cOMaTOCTaTHHA (HampuMep, OKTPEOTH T, IAHPEOTHUL).

AJ'IKOFOJ'IB, 6eTa-6J'IOKaTOpI>I, KIIOHUJWH, COJIM JIUTUA MOTYT KaK YMCHbIIAThb, TaK U YBCINYHWBATDH
HOTpe6HOCTL B UHCYJIMHC.

CHUMIITOMBI TUIOTJIMKEMUU MOTYT OBITh 3aMAacKHUpPOBaHBI WM OCIa0JeHbl Ha (POHE COBMECTHOTO

MPUMCHCHUA C 6CTa-6J'IOKaTOpaMI/I, KIIOHUJWHOM, T'YAHCTUIWHOM U PC3CPIIMHOM.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Bo Bpems OepeMeHHOCTH 0COOEHHO BaKHO MOJIEPKUBATH XOPOUINM MTMKEMHUYECKHI KOHTPOJb Y
MAIMEeHTOK, MOJyYaroIIuX Teparnuio HHCYIUHOM. [1oTpeOHOCTh B MHCYJIMHE OOBIYHO CHHUXKAETCS B
teyenue | Tpumectpa u yBenuuuaercs B reuenue 11 u Il tpumectpoB 6epemennoctu. [lanuenTku c
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CaXxapHbIM JTUA0ETOM JIOJDKHBI MPOUH(OPMHUPOBS

JMarHOCTUPOBAHHOM OEpEeMEHHOCTH MJIH €€ IJIaHUpOBaHus. Bo Bpemsi 6epeMEeHHOCTH y MallueHTOK
C caxapHbIM JMa0eTOM Ba)KEH TUIATEIbHbIN INIMKEMUUYECKUI KOHTPOJIb, a TAK)KE KOHTPOJIb OOLIETo
COCTOSIHUS 3JOPOBBS.

JlakTamus

Nmeromuecs: mutepaTypHble JaHHBIE MO3BOJSIOT MPEANOI0KUTh, YTO 3K30TC€HHBIM YEJIOBEUECKUMA
WHCYJIMH, BKJIIOYasi WHCYJHUH PACTBOPUMBIN [4EJIOBEYECKUN T'€HHO-WHXKEHEPHBIN]|, MPOHUKAET B
rpyaHOe MOJIOKO. HeT MaHHBIX O HEXeNnaTeIbHBIX pEeaKUMsIX Yy HOBOPOXKIACHHBIX U JETEH,
HAXOJSAIIMXCS HAa TPYJTHOM BCKapMIIMBAHUU, U BIMSHUH YK30T€HHOTO YEIOBEYECKOr0 MHCYJIMHA Ha
KOJIMYECTBO IPYJHOTO MOJIOKA.

V manmeHTokK ¢ CaxapHbIM I[I/Ia6eTOM B IICPpHUOJ I'pyAHOI'0 BCKApPMIIMBAHUA MOXKCT HOTpe6OBaTBC${
KOppPCKIUA O03bI NMHCYJIMHA W/ W JUCTHBI.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMHM CpeIcTBAaMM H PpadoTarb C
MeXaHHu3MaMu

Ha ¢one npoBenieHns HHCYJIMHOTEPANINH Y TALIUEHTOB MOXET CHIKAThCsI KOHLIEHTPALUsl BHUMAHUS
U CKOpPOCTb IICMXOMOTOPHBIX pEakUuil B pe3yJibTaTe€ pa3BUTHUS TMIOIIUKEMUHU. ODTO MOMKET
IPEJCTABIATh OMACHOCTh B CUTYalUsAX, IPU KOTOPBIX 3THU CIIOCOOHOCTH OCOOEHHO HEOOXOIUMBI
(Hampumep, ynpaBieHHE TPAHCIIOPTHBIMU CPEACTBAMU U paboTa ¢ MEXaHU3MaMH).

Crnenyer peKkOMeHIOBaTh MAIMEHTaM IPUHUMATh Mephbl MPEAOCTOPOXKHOCTU JUIsl TOrO, YTOOBI
n30eKaTh TUITOTIIMKEMUH BO BPEMsI YIIPABJICHHUS TPAHCIIOPTHBIMH CPEICTBAMH. DTO 0COOCHHO BayKHO
JUI MAIMEHTOB €O CJ1a00 BBIPAKEHHBIMH HMJIM OTCYTCTBYIOLIMMM CHMIITOMaMH-IIPEIBECTHUKAMU
TUIOTJIMKEMUM WIM IIPM 4aCTOM PA3BUTHUM JIIH30J10B T'MIIOIIMKEMHMH. B Takux ciydasx ciemyer
OLIEHUTH L[€JIeCO00Pa3HOCTh YIPABICHUS TPAHCIIOPTHBIMU CPEACTBAMU U PabOThI ¢ MEXaHU3MaMH.

4.8. HexenaTeJibHbIE peakKIMu

Pe3roMe HexenaTeabHbIX PeaKIIUl

HesxenarenpHble peakiMy MEPEYNCICHBl HIKE B COOTBETCTBHH C KiIaCCH(UKAIIUEH 110 OCHOBHBIM
cucTeMaM M OpraHaM M 4acToTe€ BCTPEYaeMOCTH, KOoTopas Oblla oIpeJielieHa B COOTBETCTBUH C
kiaccudukanuein Bcemupnoii opranuzamuu 3apasooxpanenus (BO3): ouens yacto (>1/10), yacto
(>1/100, Ho <1/10), Hewacto (>1/1 000, Ho <1/100), peaxo (=1/10 000, o <1/1 000), oueHs peaKo
(<1/10 000), yactoTa Hen3BecTHA (Ha OCHOBAHUN UMEIOIIMXCS TaHHBIX OLIEHUTh HEBO3MOXHO).

T'unoenuxemus sBasieTcs HanboJiee YacTOW HEXKENATENbHOM peakinuell y MalleHTOB C CaXapHbIM
nuabeToM Ha (OHE MPOBEACHUS MHCYIMHOTepanuu. Tspkénas TMIOTIMKEMHS] MOXKET MPUBECTU K
IIOTEPE CO3HAHUS U, B MCKIIOUUTEIbHBIX CIIy4asx, K cMepTH. TouHas 4acToTa Cily4acB pPa3BUTHUSA
TUIOMVIMKEMUHM HE yKa3aHa, TaK Kak pa3BUTHE THIOMNIMKEMHM 3aBHCHUT OT MPUMEHSEMOM J03bl
MHCYJIMHA U IpYTUX (PaKTOPOB, TAKUX KaK JUeTa Win pU3NUecKas Harpy3Ka.

Hapywenus co cmoponvl ummynHou cucmembl

YacTo: MECTHBIE AIIEPIrUYECKUE PEAKLUHU, TPOSBIIIOTCA B BUJIE TUIIEPEMUHN, OTEKA UIIH 3y/1a B MECTE
WHBEKINH. J[aHHBIE peaKIuu OOBIYHO Pa3pelIaloTCs B TEUCHUE MEepUuoja OT HECKOIBKUX JTHEH 0
HECKOJIbKUX Helenb. B HEKOTOpBIX ciydasx OSTH peaklUd MOTYT OBITh BBI3BAHBI JIPYTUMU
(dbakTopaMy, TOMHMO TIPUMEHEHUS WHCYJWHA, HaNpuMep, KOHTAKTOM C  BEIIECTBAMHU
pa3Apakarolero ACHCTBUS B COCTAaBE CPEACTBA Ul OUHILECHUS KOXHM WM HENPaBUIbHBIM
MPOBEJICHUEM UHBEKIIUMN.

OueHb peaKo: CUCTEMHBIE AIEPIrHYECKUE PEaKLUH, HO SIBIISIOTCS 0ojee CepbE3HBIMM, TaK Kak
SBJIAIOTCSI T€HEPAIM30BAaHHON aJuIepruueckoil peakuued Ha MHCYIMH. OHU MOTYT MPOSIBISTHCA
CBINIBIO TI0 BCEMY TEIly, OJBILIKON, XpUIIAMH, CHU)KEHUEM apTEepUaIbHOIO JABIICHUs, y4YallleHUEM
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MOTYT OBITh YTPOXKAIOIIUMH IS )KU3HU. B peakux ciyyasx npu pa3BUTUU THKETON anjepruyeckon
peakIy Ha MHCYJMH PacTBOPUMBIN [4eJIOBEUECKHI IeHHO-MH)XKCHEPHBIHN | TpeOyeTCcs HeMeIJIEHHOE
npoBeleHUE JiedyeHHs. Bo3moxkHO, mOTpedyeTcss CMeHa HHCyJIWHa, JMOO TpOBEJICHHE
JI€CEeHCUOMITU3AIIHIH.

Hapymesz CO CMOPOHBL KOJHCU U NOOKOJICHBIX MKAHell

Heudacro: nunoauctpodust B Mmecte BBeaeHHs. [101KOKHOE BBEICHUE MHCYJIMHA, BKIIFOYAsi WHCYJIHH
pPacTBOPUMBINA [YETIOBEUECKH T'e€HHO-UH)XCHEPHBIN|, Y HEKOTOPHIX IMAIIMCHTOB TPUBOAWT K
numnoaTpodun (BIAJIOCTH KOXKH) WIH JTUIOTUTIEPTPOdHH (YTOIIIEHUIO KOXKH).

YacToTa HEeM3BEeCTHA: KOXKHBIM aMIIION103. B MecTe MHBEKIIMK MOKET pa3BUBATHCS JTUIIOAUCTPODHS
M KOKHBIH aMHJIOMJI03, YTO MOYKET IMPUBECTH K 3aMEJICHUIO BCAChIBAaHUS MHCY/IMHA. [TocTosHHOE
gyepeaoBaHnueC MECTa HHBCKIHMU B IMPCACIaX YKA3aHHBIX 30H BBCACHUA IIpC€liapara MOXKCET
MPEeIyNpeIuTh Pa3BUTHE TAKMX HEXKEJATSIbHBIX pPEaKkUUid WM CIOCOOCTBOBATh CHIIKCHHIO HMX
BBIPOXKEHHOCTHU (CM. pazzein 4.4).

belin BBISBIICHBI ClIydan pPa3BUTUA OmEKOE, TIIaBHBIM o6pa30M, IIpu 6LICTpOI>i HOpMaJIUu3aluu
KOHIOCHTpAalMKU TJIIOKO3bI B KpPOBHU Ha (1)OHG MHTCHCHUBHOM HWHCYJIMHOTCPAIIMKU IIPpU HCXOJHO
HCYAOBJICTBOPUTCIBHOM TNIMKEMHUYCCKOM KOHTPOJIC.

Coo011eHune 0 IMOI03PEBAEMBIX HEXKETATEIBHBIX PEAKIIUIX

BaxHo coo0marh O 1OJO3pEBAacMbIX HEXKEJATENbHBIX PEAKUUAX MOCIE€ PEerucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeibl0 O0ECeueHUs: HENPEPbIBHOIO MOHUTOPUHIA COOTHOIIEHHUS
«I0JIb3a — PUCK» JIEKAPCTBEHHOro Ipenapara. MeAULIUMHCKUM pPabOTHUKAM pPEKOMEHIYeTCs
co00IIaTh O JTIOOBIX IO03PEBAEMBIX HEXKENATEIbHBIX PEAKIHIX JIEKapCTBEHHOTO MperapaTa uyepes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX T[oCylapcTB — YIEHOB
EBpa3uiickoro 5’KOHOMHUYECKOTO COKO3a.

Poccuiickast ®enepanus

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXPAHECHUS

Agnpec: 109012, r. MockBa, CrnaBsiHCKast muionianip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru uimm npr@roszdravnadzor.gov.ru
CaiiT B ”HpOpPMaIIMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTH «IHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

HepenosnpOBKa HHCYJIMHAa MOXET BbI3BATH THIIOTTIMKECMUIO W THIIOKAJIMCMUIO. I'mmormukemust
MOXKET Ha6JHO)IaTBCH Ipu HECOOTBCTCTBUHU MOO3bl HHCYJIMHA PpalUOHY W PCKUMY NHUTAHUA,
OHEpro3arparaM IManucHTA. I'unornukemMust MOXeET COIIPOBOXKAATHECA TAKMMH CHUMIITOMaMH, KakK
BAJIOCTH, CIIYTAHHOCTb CO3HAHUS, YYaAlICHHOC CepI[I_Ie6I/IeHI/Ie, T'OJIOBHAs 60J'IL, IOBBIIICHHOC
MMOTOOTACJICHUC U pBOTA.

Jleuenue

Jlerkue SMU30/bI TUIOTIIMKEMUU KYMUPYIOTCS MPUEMOM BHYTPh JAEKCTPO3bl (TJIFOKO3BI) JIHOO
MPOAYKTaMH, COJIEPKALLMMHU caxap.

Koppekuusi runorinukeMun cpeiHed TAKECTH MOXKET IPOBOAUTHCS € IOMOIIbIO BHYTPUMBIILIEYHOTO
WIM TIOJKOXHOI'O BBEACHMS TJIIOKaroHa C IOCIEAYIOLIUM IMPHUEMOM BHYTPb YIJIEBOJOB IIOCIE
cTaOuiamn3anuu cocTosHus nauenTa. [lpu orcyterBun 3¢ exra oT BBeIeHUS IIII0KaroHa, Tpedyercs
IpOBE/IeHNE BHYTPUBEHHON MH(Y3UH pacTBOpa AEKCTPO3bI (It0K03bI). Eciiu manueHT HaxoauTcs B
COCTOSIHUM KOMBI, CJI€TyeT BHYTPUMBIIIEYHO HJIM MOJKOXKHO BBECTH TJIFOKAroH, MpH OTCYTCTBUHU
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JEKCTPO3bI (TII0K03b1). Cpa3zy ke mociie BOCCTAaHOBIICHUSI CO3HAHUS MAIIMEHTY HE00X0IUMMO TPUHSATh
MUILY, COAEPKAIILYIO YTICBOIBI.

Moxer moTpeOOoBaThCs AaTbHEUIIMNA IMOIICPKUBAIONINN TPUEM YIJIEBOJOB M HabrofeHue 3a
MAIMEHTOM, TaK KaK BO3MO>KHO BO3ZHUKHOBEHUE PELUINBA TUIIOTIIMKEMUU.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepareBTUYECKasi TPYIIa: CPEACTBA I JICUCHHUsSI caxapHOro auabdera; WHCYIUHBI U HX
aHAJIOTU; MHCYJIMHBI KOPOTKOTO ACMCTBUSA U UX AHAJIOTH JIJIS1 UHBEKIIMOHHOTO BBE/ICHHUSL.

Koxg ATX: A10ABO1.

MexaHu3M IeUCTBUS

NHcynuH pacTBOpuMBIN [4denoBedeckuid reHHO-uHKeHepHbIi| sBisercs JHK-pexkoMOMHAaHTHBIM
YEJI0BEUECKUM UHCYJIUHOM.

OCHOBHBIM JIECTBUEM HHCYJMHA SIBJIAETCS PEryJsiluus MeTtabonus3ma rinoko3bl. Kpome toro, o
obsiajjaeT aHaOOIMYECKMM M aHTHKAaTa0OIMYECKUM JACHCTBUEM Ha pa3jIMuHble TKAaHU OopraHusma. B
MBIILIEYHON TKaHU MPOUCXOAUT YBEIIMYEHUE COJACPKAHUS INIMKOTeHa, KUPHBIX KUCIIOT, TIULEPOIIa,
yCUJIEHHE CHHTe3a OejKa M yBEeJIMYEHHUE MOTPeOJeHUS aMUHOKUCIOT, HO MpPHU 3TOM MPOUCXOAMUT
CHWKEHHME TJIMKOI'€HOJIN3a, IJIIOKOHEOreHe3a, KETOreHe3a, JMIIONIN3a, Karabonu3ma OElIKOB U
BBICBOOOKICHHS] aMUHOKHCJIOT.

dapmakonmaamuyeckue 3O HEKThI

Tunuunas KpHuBas aKTUBHOCTU MHCYJIMHA (KpI/IBaH yTUin3anuu FJ'IIOKO3BI) I/I306pa)KeHa Ha pUCYHKC
HWXKC B BHUJIC JIMHUU. N3menenus BpECMCHHA W/VIM aKTHBHOCTHU HHCYJIMHA, KOTOPBIC MOTIYT
Ha6J'IIOI[aTLC$I Yy nanuceHTa, I/I306pa)KeHI>I B BUAC BaIHTpHXOBaHHOﬁ obnacTH.
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5.2. ®DapmakoOKHHEeTHYECKHE CBOCTBA

dapMaKOKMHETHKA UHCYJIMHA HE OTpakaeT MeTaboINYeCcKOro JeHCTBUs 3TOro ropmona. [loaromy
IIPU PacCCMOTPEHHM AKTMBHOCTH MHCYJIMHA OoJiee 1eeco00pa3sHO OpUEHTHPOBATHCS HA KPHUBBIE
YTHJIN3ALNHU TIIFOKO3BI.
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MHCYJIMHA U (pr3nyecKol akTHBHOCTH MAIMEHTA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BCIOMOraTe/IbHbIX BelIECTB

Merakpesoi

['munepon

XnopucroBogopoaHas kuciora (B Buzae 0,1 M pacTBopa) niu
HaTpus ruapokcun (B Buae 0,2 M pactBopa) (1 koppekuuu pH)
Bonma mist uHBeKImn

6.2. HecoBMecTHMOCTD

He cnemyer cmemmuBaTh MHCYJIMH PacTBOPUMBIA [UEIOBEUECKUU TE€HHO-UHXKEHEPHBIN]| C
pernapaTaMy HMHCYJIMHA, BBIIYCKAaC€MBIMU JPYTMMHM IIPOM3BOAMTEISIMH, WIH C IIpenapaTraMu
WHCYJIMHA KUBOTHOTO MPOUCXOXKACHHUS.

6.3. Cpok rogHocTH (CpOK XpaHeHmusl)

HeBCcKpBITHIM d)J'IaKOH

3 rona.

ITocne mepBOro BCKPLITUS

ITocne BCKpbITUS yIAaKOBKHU Ipenapar XpaHUTh Ipu TemnepaType He Bbiiie 25 °C B TeueHue 28 qHei,
B 3alIMIIIEHHOM OT CBETa MECTE.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpanuTs npu Temmneparype ot 2 g0 8 °C.
He 3amopaxuBars.

VYcnoBus XpaHeHus NOCIe BCKPBITUS IIpenapara cM. B paszene 6.3.
6.5. XapakTep u cofep:kaHue YIAKOBKH

IlepBruuHas ynakoBKa J€KapCTBEHHOIO IIpenapara

I[To 10 wmn mnpemapara mnomemarT BO (JIakoH ©3 OECIBETHOTO IMPO3PAvYHOrO CTEKJIa
1 runponutuyeckoro kiaacca I tuma Bmectumocthio 10 M. dnakoH yKyHOpPHBAaIOT U OOKHUMAOT
KOMOMHHPOBAaHHBIM KosmaykoMm ¢ Haamnucbio «flip offy mnm Ge3 Haamucu, cocTosiuM M3 AHCKa
PE3MHOBOTO U KOJIMAauyKa aTFOMUHUEBO-IUIACTUKOBOT0. Ha kaXk1bp1ii (pr1akoH HaKJIEMBaOT AITUKETKY U3
OyMmaru 3TUKETOYHOM WITM MUCYEH, FITH U3 MTOJIMMEPHBIX MAaTEPHAIIOB, CAMOKJIISSIITYIOCS.

I[To 3 ™ mnpenapata MOMENIAIOT B KapTPUK U3  OECIBETHOTO IPO3pavyHOro CTEKJa
1 runponuTHUecKoro kiacca | Tumna, 00katThliif ¢ OHON CTOPOHBI KOMOMHUPOBAHHBIM KOJIIAuKOM,
COCTOSIIMM M3 JIUCKA PE3NHOBOIO M KOJIMNAadKa aJlOMHUHHEBOTO, & C IPYrOM CTOPOHBI YKYIIOPEHHBIN
PE3UHOBBIM ITyHX)epoM. Ha kaxIplii KapTpuIK, MOMEIIaeMblii B KApTOHHYIO MaykKy 0e3 IIIpuIl-
PYUYKH, HAKJIEUBAIOT AITHKETKY U3 OyMmMaru STUKETOYHOM WJIM NHUCYEW, WM U3 IOJUMEPHBIX
MaTepHuasoB, CaMOKJIESIIYOCS.

BropuuHas yrmakoBKa JIEKAPCTBEHHOI'O IIperapara

IIo 1 (pHaKOHy C JIMCTKOM-BKJIAJBINICM IMOMCINAKOT B KAPTOHHYIO IIAYKy H3 KapTOHA JJIA
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notpeduTenbckoi Tapbl. Ha mauky moskeT ObITh HagJIeeHa cﬂ'&ﬁgﬁﬂé;{ h“;'ﬁﬂléﬁée—t [;/113_ '_6le|51er'1

HEOTAENTNMas OT YIIAaKOBKH, JJIs1 HAHECEHHUsI IEPEMEHHOM HH(pOpMAIIHH.

I[To 5 kapTpumkedl MNOMEIIAIOT B  KOHTYPHYHO  SYEMKOBYIO YHAKOBKY M3  IUICHKH
MOJUBUHUIXJIOPUIHOW M (OJBIM ATIOMHHHEBOW TeuyaTHOH makupoBaHHOU. [lo 1 xoHTypHOM
SYEUKOBOM YMAaKOBKE C JIMCTKOM-BKJIQABIIIEM I[MOMELIAIOT B KapTOHHYIO NA4Ky W3 KapTOHA JUIs
MOTpeOUTENsCKOM Tapbl. Ha mauky MokeT OBITh HakJieeHa CaMOKJICSINascs dTHKETKA U3 Oymarw,
HEOTJIeNMMast OT YIAKOBKH, JJI1 HAHECEHUsI IepEMEHHON HHPOpMaIUH.

[lo 1 KapTpHIKy NOMEIAIOT B INNPHI-PYYKY M3 MOJTMMEpHHIX MarepuanoB KomUullen® /
KomUuIIen® I'M. Ha kaayro MINPUI-pydKy HAKIEMBAIOT ITHKETKY U3 OyMaru STHKETOYHOH I
IIUCYEH, WM U3 MTOJIMMEPHBIX MAaTEPUATIOB, CAMOKJIESIIIYIOCS.

[To 5 mmpuu-pyuek oxHopaszosoro mnpumeHens KomHullen® / KomHullen® TI'M ¢
BMOHTHUPOBAaHHBIMH KapTPU)KaMU BMECT€ C JIMCTKOM-BKJIQJBINIEM, BKJIIOYAIOIIMM B ceOs
PYKOBOJICTBO IO HCIOJIb30BAHUIO, IIIPULI-PYUYKH MOMENIAIOT B KAPTOHHYIO MayKy U3 KapTOHA JUIs
MOTPeOUTENsCKON Tapbl. Ha mauky MokeT OBITh HakJIeeHa CaMOKJICSINAascs THKETKA U3 Oymarw,
HEOTJIeNMMast OT YIIAKOBKH, JJIs1 HAHECEHHsI TIEpEMEHHON HHPOpMaInu.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUUH MCNOJIb30BAHHOIO J€KAPCTBEHHOT O
npenapara WiH OTXO0J0B, MOJYYEeHHBIX MOCJe NMPUMEHEHHs JIEKAPCTBEHHOr0 Mpemapara, u
Apyrue MAaHUMYJISIUYU € PenapaTom

WHCTpYKIIMHY 10 MPUMECHEHUIO

Bosbmure npenapat I'encynun P Bo (piakoHax, kapTpupKax WK IIPUL-PYUYKaX, KOTOPBIM JOJIKEH
XPaHUTBCS B XOJIOAMUIIBHUKE, U BBIACPKUTE IPU KOMHATHOW TEMIIEPAType B TCUEHUE HECKOJIBKUX
MUHYT JJIsl TOTO, YTOOBI TeMIIepaTypa CpaBHSJIACH C TEMIIEPATYPOH OKPY’KAIOIIETO BO3AyXa.

Baxno! 3aduxcupyiite naty BCKpBITHS MEPBUYHON YMAKOBKH, B CBSI3U CO CPOKOM XPaHEHUS
JIEKApCTBEHHOTO Mpernaparta 28 KajJeHAapHbIX THEH Tociie BCKphITUs. [lepea kaxxapiM mpuMeHEHUEM
clielyeT MPOBEPATh BHEIIHUN BUJ] pacTBOpa BO (priakoHaX, KAPTPUKAX U IITPHUII-PYUKaX.

s npenapama I'encynun P 60 ¢pnaxonax

®nakonsl ¢ npenaparoM ['encynun P He TpeOyroT pecycnennupoBanus. [Ipenapar I'encynun P
MOJKHO IHpPHUMEHATh TOJIBKO B TOM CIyd4ae, KOrja COJEpKHMOE (IakoHa IMpEACTaBiIsAeT COOOH
IIpO3payHblii, OECIIBETHBIN pacTBOp 0€3 BUJUMBIX YaCTHII.

Bossmure npenapar I'encynun P Bo (iakoHe, KOTOpBIN TOJDKEH XPAHUTHCS B XOJIOAWIBHUKE, U
BBIIEP)KUTE TMPU KOMHATHOW TeMIlepaType B TEUYEHHWE HECKOJNbKUX MHHYT JUIS TOTO, YTOOBI
TEMIIEpaTypa CPaBHsIIACh C TEMIIEPATYpON OKPYIKAIOIIEro BO3AyXa.

ZL]'IH BBCACHHUA MHCYJIMHA UCTIOJIB3YIOTCA NHCYJIMHOBBIC IIITPUIBI, COOTBECTCTBYIOIINUEC KOHICHTPAIIUN
BBOJMMOI'O HHCYJIMHA. PGKOMGHI[yeTCﬂ HCII0JIB30BATh OJJHOPA30BBIC IIITPHUIBI OAHOT'O THUIIA U OJHOI'O
MMPOU3BOAUTCIIA.

Ilooeomoska k UHBbEeKYyuu

e CHATH 3aIIMTHYIO IJIACTUKOBYIO IBETHYIO KPBIIIKY C KOJINadKa (raKkoHa.

AN
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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(MOCNEQOBATENEHOCTE 0006)

L4 AJFOMHUHHEBBINA KOJIMAaYOK OCTaBHUTh.

e [IponesuHdunpoBaTh MPoOKY (hi1akOHA CITUPTOM.

e HaOparp B mmmpwui Bo3yX B KOJIMYECTBE, COOTBETCTBYIOLIEM JI03€ MHCYJIMHA.

e Bsectu urity B IGHTp Pe3MHOBOM MPOOKH U BBECTH BO3/IyX BO (DIIaKOH.

o [lepeBepHyTh (pr1aKOH C HHCYJIUHOM, YTOOBI €0 TOPJIBIIIKO OBLIO HANIPABICHO BHU3.

e  YOenuTbcs, 4TO KOHEIl UTJIbl HAXOUTCS B PACTBOPE MHCYJIUHA.

e  MemIeHHO OTTAHYTH NOPILIEHB MIPUIA HAa3a ] U HAOpaTh HYKHYIO 03y UHCYJIHHA.

e He Hapymasi CTeprIIbHOCTD, YAAIUTH (JIAKOH C UTJIbI, IPUICPIKUBAS UTITy Y OCHOBAHMSI.

o yI[aJII/ITb ITY3BIPBKKU BO31yXa OCTOPO’KHBIM IMOCTYKHMBAHHUECM I10 HINPULYY U HAAABJIMBAHUCM Ha
MOPIIICHb.

Beeoenue 0o3bl (mextuxa 015 NOOKOHCHO20 86e0eHusl)

HenocpencTBeHHO niepes] BBEACHUEM TIIATEIbHO BHIMBITH PYKH BOJOW C MBIJIOM.

[Tpone3nHpUIIIPOBATH KOXKY B MECTE HHBEKIIUH CIUPTOM MIIA KOKHBIM aHTHCEITHKOM.

OpnHol pyKo# coOpaTh B CKIAJIKY OOJIBIION Y4aCTOK KOXKH.

Jpyroii pykoil BBeCTH UIily mmnpuua noj yriiom 90°. Yoeaurbes, 4To uria BBeieHa MOIHOCThIO

Y HaXOIWTCS B MOJKOKHO-KHPOBOHM KIIETUATKE, a HEe B 0oJee TIIyOOKHX CIIOSX KOXHU (y OYCHb

XYIbIX JIOJEH MOXXET BO3HUKHYTh HEOOXOJUMOCTh BBOAWUTH WIIy Noj yriom 45°, a He

MEePIEHIUKYIISIPHO);

e  Ur0o0OBI BBECTH UHCYJIMH, HEOOXOIMMO HAaXKaTh MOPILEHb JI0 yIOpa BHU3, BBOJIS J03Y MEHEE YeEM
3a 5 CEeKyHU.

e  AKKypaTHO U3BJI€Yb UTITy U3 KOXH, JIepKa PSAIOM TaMIIOH/BaTy C MEAUIIMHCKUM CIIUPTOM HITU
KO>KHBIM aHTUCENTUKOM. [IprkaTh TaMIIOH/BaTy K MECTY MHBEKIIUM Ha HECKOJIBKO CeKyHI. He
pacThpaTh MECTO BBEICHHS Mpenapara nocjae MHbEKIHUH.

e Bo usbexanue MoBpekKIACHHs TKAaHEH PEKOMEHYeTCsl UCIIOJIb30BaTh pa3HbIE MECTa TSl KAk 10

nHbeKuu. HoBoe MeCcTOo MHBEKIMH JOJHKHO HAXOJIUTHCSA HA PACCTOSIHUM HE MeHee 1—2 cM oT

MIPEIbIAYIIETO.

Cmewusanue pacmeopa ons unvexkyuti l'encynun P ¢ cycnensueti 0151 nOOKOMCHO20 66e0eHUs
Tencynun H

Pemenne o HeoOXOOUMOCTH CMEIIMBATh pPAcTBOp Juid MHBbEKUUH ['eHcynun P ¢ cycnensumeit
I'encynmua H a1 moakoXKHOTO BBEJEHHMSI MOKET OBITh NPHUHATO TOJIBKO BpadoM. Bo Bpems
MIPUTOTOBJIEHUS] CMECU MHCYJIHMH C 0ojiee KOPOTKHM AeiicTBueM (mpenapat ['encynun P) nomxen
oTOMpaThCs B IINPHIL IEPBbIM. BBeieHne Moay4eHHOI cMecH MPOUCXOIUT, KaK YKa3aHo BhIIIIE.

s npenapama I'encynun P 6 kapmpuodorcax

Bozbmure nmpenapar FGHCYJ'II/IH Ps KapTpHuKax, KOTOpBIfI HAOJDKCH XPAaHUTHCA B XOJIOAWUJIBHUKE, U
BBIICPIKHUTE IIpU KOMHATHOMU TEMIICPATYPE B TCUCHUC HECKOJIBKHX MHHYT JId TOTO, YTOOBI
TEMIICpaTypa CpaBHAIACH C TeMnepaTypoﬁ OKpYZKaromero Bo3ayxa.

Kaptpumxu c npenapatom ['encynun P He TpeOyroT pecycneHIMpOBaHHS M MOTYT OBITh
HCIOJIb30BaHbl TOJBKO B TOM CIy4yae, €ClId UX COJEp>KUMOe NpeACTaBisieT coOOi MpOo3pauHbIH,
OeclLBETHBII pacTBOp 0€3 BUAMMBIX YACTHII.

YCTpOﬁCTBO KaprPII[)KefI HC TO3BOJIICT CMCHIMBATL HUX COACPIKUMOC C OAPYIrMMU HHCYJIMHAMH
HCIMOCPECACTBCHHO B CaMOM KapTpHUIXKeE. KaprI/IJI)KI/I HC NpCAHA3HAUCHBI i1 ITOBTOPHOIO
HaITOJJHCHU .

Kaprpumx ¢ npemaparom ['encynwr P mpemHasHadeH Ui WCIOJNB30BAHUS C MITPHII-PYyYKAMH
MHOTOKpaTHoro npuMeHeHus: Autopen Classic 3 ml 115 UHBEKIIUY HHCYJIMHA C TPUHAICKHOCTSIMH,
npou3BoacTBa «Oysn Mamdpopa JIta.», Bemukobputanus (Owen Mumford Ltd, Brook Hill,
Woodstock, Oxfordshire, OX20 1 TU, UK) wmu CutelnPen 3 mn qis MHBEKIHA HHCYJIHMHA,
npon3BojcTBa «L[3sHCY Banbxait Menukan Mactpymente Ko., JIta.», KHP (Jiangsu Wanhai Medical
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Instruments Co., Ltd., No. 128, Qingyang South Road 213'1&:'&EQ$QE%EEGEH£SG TP_r'oV‘mC'e',

People’s Republic of China). He wucnons3yiiTe KapTpuKU €O IMIIPUL-PYYKAMU JPYTUX
NpPOU3BOJMTENCH, TaK Kak B JaHHOM Clilydae He OyaeT oOecredeHa HeoOXoaumash TOYHOCTb
JI03UpoBaHusl mpenapara. llepen TpoBeICHHEM MHBCKIMU HEOOXOJUMO O3HAKOMUTHCS C
PYKOBOJICTBOM I10 UCITOJIb30BAHUIO MINPHUII-PYYKH JJIsl BBEICHUSI HHCYJINHA.

Bo u3bexxanue nepenadn BO3MOXKHBIX 3a00JI€BaHUM KaXKIbId KapTPUIK JOJDKEH MCIOIb30BATHCS
TOJIKO OJHUM IALlUEHTOM, Ja)Ke B CIIyyae 3aMEHbl UIJl U LINPHUI-PYUEK ISl BBEICHHS HHCYJIMHA.

s npenapama encynun P 6 winpuy-pyuxe KomHnullen®™ / KomHnllen™ I'M

BoseMmure npenapar ['encynun P B mmpun-pydke, KOTOPbIN JOJKEH XPaHUTHCS B XOJOAUIIBHUKE, U
BBIJICP)KUTE IPH KOMHATHOM TeMIlepaType B TEUEHHE HECKOJIbKMX MHHYT JJIsl TOTO, UYTOOBI
TEeMIIepaTypa CPaBHsIIACh C TEMIIEPATYpO OKPYIKAIOIIEro BO3AyXa.

C noMomipio mmnpUil-pydku npenapar ['eHcynun P MokeT BBOAUTHCS TOJIBKO MOIKOMKHO.
Mnpun-pyuku ¢ npenaparom ['encynun P He TpeOyIOT pecycrneHInpOBaHus.

[lepen mpoBeneHNEM HHBEKIIMH HEOOXOIUMO O3HAKOMHUTHCS C PyKOBOJCTBOM I10 MCIIOIH30BAHUIO
wnpun-pyuku KomHullen® / KomMullen® I'M.

Bo u3bexxanue nepeaadn BO3MOXKHBIX 3a00JIeBaHUH KaXK1ask IIMPHUI-PyIKa TOJDKHA HCIIOIB30BAThCS
TOJIBKO OJTHUM NAlMEHTOB, TAKE B CIIy4ae 3aMEHBI UIJL.

MHCTPpYKIIMSA [0 MCHOJBb30BAHUIO M OOPALLEHUI) IPEABAPUTEIBHO 3alOJHEHHOU IIMNPULI-PYYKH
KomUullen® / KomHullen® I'M

KomUullen® / KomUuller® I'M — 5T0 MHOT01030Basi OHOPa30Bas MINPHUI-PyUKa C PEryIUPYeMOit
J0301 1711 OIHOTO MALMEHTA.

=0
SR N T T 4 |
Konnayoxk [lepxatens OkHo KHorka
WNPHL-pYYKM KapTpuaxa Pyuka [103bl VHBEKLMN
CenekTop
[103bl
BHeLuHui BHyTpeHHuiA Wrna 3alLuTHbIA
Konnayok urmbl Kornauok urmb 13bIYOK
N €, / d
4
. /
T N | ’
./ a8
¢/ "4 24,
"N R |
\ VA A
CHUMUTE KONNA4YOK MITPUI-PYUIKH. VY nanute 3a0UTHBIN SI3bIY0K C WUTJIBL.
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HaxpyTure urny Ha nepkareiib KapTpuKa. CHUMUTE BHEIIHUN W BHYTPEHHUN KOJIIAYOK
WTJIBL. BHEIIHUI KOIIa4y0K UIiIbl HEOOXOIUMO
COXpaHUTh JJIA NPaBUIbHOM yTHIM3aLUU
WINIBI, A BHYTPEHHHUHW KOJIIA4OK cpasy
YTUIU3UPYETCA.

[ToBepHuTE CeNEKTOp M03bI I yCTAHOBKHU
O3B B 2 €TUHUIIBI.

[IpoBepHuTEe CenexkTop 03Bl IO YaCOBOM
CTpeJKe Uil YCTAaHOBKM HEOOXOTUMOM J103BI.
[Ipn HEOOXOAMMOCTH CKOPPEKTHPYHTE H03Y
MIOBOPOTOM CEJIEKTOpa J03bl MPOTHUB YaCOBOU
CTPEJIKHU.

VYaepxuBas MNPUL-PYUYKY IO HANPaBICHUIO
BBEPX, aKKypaTHO MOCTYYUTE MO JEPKATEIIO
KapTpuka, YTOOBl BCIUIBIM  MY3BIPHKH
Bo3Ayxa. HaxMuTe Ha KHONKY HMHBEKIUH.
[TosiBsATCS HECKONBKO Kamenb npenapara. Eciu
KaIUIM OTCYTCTBYIOT, IOBTOPUTE IIaru 5 U 6.
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L.

Mpeheper o AR CHERGRA FRRHA A 4906)

4TOGOBI OJJHO M TO )€ MECTO HCIIOIb30BAIOCH
He Yallle MPUMEPHO OJHOTO Pa3a B MECAIl s
Q) TOro, UuTOOBl CHH3UTh PUCK PA3BUTHA
il MUnoAucTpohuu ¥ AMUIOMI03a KOXKH.

- nepeAHeil CTEHKU JKUBOTA, STOJUIl WU
s ‘ NeIbTOBUAHOM  MBINIBI  INleya. MecTa
AW ‘ WHBEKIIMHA HEOOXOAMMO dYeperoBaTh Tak,

e BcraBpTe urny B Mecto ykosa. IlnotnHo
Ha)XMUTE KHOTIKY UHBEKIIMHU 110 yriopa. [locne
\ < BBEJICHUSI BCEro o0bema J103bl MPOJI0JDKANTE
N Q T YACPKUBATh KHOMKY MHBEKIMU B TeueHue 10

CeKyHJI. 3aTeM MEIUICHHO BBITSHUTE UTIy U3
MeCTa yKoJIa.

= Y6eauTecs, 4YTo B OKHe
- [03bl 0CTE MHBEKLUN
= oToBpaxaercs «O.

LD
_
7] &,
o | g,
=/ S 63 120 \ “‘3'2'01102.1,
N

!. \ \@/

HanenpTe BHEIIHMN KONNAYOK M OTKpyTUTE HaneHbTe KOMmadyok WITPUL-PYUKH.
uriny. Y TWIN3UPYUTE UTITY.

Yrunuzauus
Inpun-pyuka KomUullen® / KomUuller® I'M He comepKUT KOMIOHEHTOB, MPEICTABIAIONINX
OIACHOCTh JIJIsl OKPYKAIOLIEH CPeibl, U MOXKET YTUIIU3UPOBATHCS ¢ OOBIYHBIM OBITOBBIM MYCOPOM.

Wcnonb3opannas mmpui-pydka KomHullen® / KomMullen® I'M 10mKHa yTHIN3UPOBAThCS TOIBKO
C OTCOEIUHEHHOH UIJION.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccutickas @enepanns

AO «®apmacunre3-Hopa»

197350, r. Cankr-IlerepOypr, nopora B Kamenky, a. 74, nut. A, nomerm. 1-H
Tenedon: 8 (812) 240-45-15

Anpec 37eKTpoHHOM mouThl: info-psn@pharmasyntez.com

7.1. IlpencraBureib AepsKaTessi peruCTPALHOHHOIO YAOCTOBEPEHUS

[IpereH3uu noTpedbuTeneil HaMPaBIATh 110 aJIPECY:
Poccuiickas @enepanns
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AO «Dapmacres-Hopo (NOCNEAOBATENEHOCTL 0006)

197350, r. Cankt-IlerepOypr, yn. JIETunka Akaesa, 1. 8, k. 3, ctp. 1
Tenedon: 8-800-100-15-50
Anpec 37eKTpoHHO mouThl: info-psn@pharmasyntez.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KATErOPUU OTIIYCKa [0 PELENTy.

OOrias XxapakTepUCTHKA JIEKAPCTBEHHOTO mpernapata ['eHcynuH P jocTynHa B eIMHOM peectpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3sHiickOro 3KOHOMHYECKOIO CO03a M Ha
ouIMaTbHOM caiite YIOJHOMOYEHHOTO opraHa (9KCIIepTHOI OpraHHU3aI1H)
https://lk.regmed.ru/Register/EAEU_SmPC.
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