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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITIPEITAPATA
1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
PunJluz, 100 ME/Mn, pacTBOp A1l BHYTPUBEHHOTO U TIOJAKOXXHOTO BBEICHUS.
2. KAUECTBEHHBIA M1 KOJJUYECTBEHHBIN COCTAB
2.1. OO0uiee onucanue

WHCy MH TU3MPO SIBISCTCSA aHAIIOTOM YEJIOBEYECKOT0 HHCYIIHMHA.
WHCynuH NHM3Mpo MMOAy4aroT ¢ HCHojib3oBaHueM kietok Escherichia coli mo TexHomorum
pexomOunanTHo# JTHK.

2.2. KoanyecrBeHHBIN COCTAB

JlelicTByrolee BEIECTBO: HHCYJIMH JIU3IPO.
1 vt conepxkut 100 ME (3kBuBaneHTHo 3,47 Mr) HHCYJIMHA JIU3IIPO.

PunJIus, 100 ME/mi1, pacTBOD Ul BHYTPUBEHHOTO Y IOJIKOKHOTO BBEACHUS B KADTPUIKE

B xaxnom kaprpuike conepkutcsi 3 mil pactBopa, coorBercrByromux 300 ME wuncynuna
JM3IIPO.
PunJluz, 100 ME/Mu1, pacTBOp Juis BHYTPUBEHHOTO M ITOJIKOKHOT'O BBEJICHUSI B IIPE/IBAPUTEIHHO

3aroJHeHHoU mmpui-pyuke Punacrpa ||, unu Punactpa |11, unu Geropharm Pen

B kaxmoii mmpui-pydke comep:kurcs 3 ma pactBopa, coorBercTByrommx 300 ME uncynuHa
JU3IIPO.

BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: MeTakpe3oi, HaTpui (cM. pazaen 4.4).
[TonHbIif IepedeHb BCIOMOTaTeNbHBIX BEIIECTB MIPUBEACH B pazzene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

PaCTBOp AJI1 BHYTPUBCHHOI'O U IIOAKOKHOI'O BBEACHU .
becnseTHas po3pavdHas  XKUAKOCTb.

4. KIIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMEHEHUIO

[Ipenapar PunJlu3 mokazan Jyisi JIeUEHUS CaXapHOTO JuadeTa y B3pOCIHBbIX U JIETEH, TpeOyIoIero
MMPOBEACHN A HHCYJIMHOTCPAIINU.

4.2. PeuM 103MPOBAHMSA H CTIOCOO MPUMEHEHUS

Pexum go3upoBaHus

I[o:«:a AOJIKHA OIPCACIIATHCA JICHAlllUM BpadOM B 3dBUCUMOCTU OT KOHIICHTPAlUU TJIFOKO3LI B
KpOBH. Pexxum BBeneHus HWHCYJINHA HHHHBHHY&HBHBIﬁ.
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HeoOxoaumocTH npenapat PunJlu3 MoXHO BBOOUTH cpasy Mocie mpuema nuuy. Temmneparypa
BBOJMMOIO IIperapaTa J10JIXKHa COOTBETCTBOBAaTh KOMHATHOM.

[Tpu noakoxHOM BBeAieHUHU penapaT PunJluz ObicTpo okasbIBaeT AelcTBUE U oOnagaer Oosee
KOPOTKOM MPOJIOJKUTEIBHOCTRIO ACUCTBUS (OT 2 O 5 4acoB) MO CPABHEHHUIO C PACTBOPUMBIM
YEJIOBEYECKUM HHCYJIMHOM. bBBICTpOo€ Hauyano OEHCTBUS IO3BOJSET BBINOIHATh HHBEKLUIO
npenapata PunJlu3 (wim, B ciydae MCIIOJIB30BaHMsI CUCTEMBbl HENPEPHIBHOM IOAKOXKHOMN
uHQpy3uu, 60M0CHOEe BBeAeHUe npemnapara PunJIuz) HemocpenacTBeHHO mepen NpUeMOM MHULIH.
[Tpodwiie aelcTBUA J1IOOOr0 MHCYJIMHA MOXKET 3HAUYUTEJIBHO OTJIMYAThCS Yy Pa3HBIX JIOJCH, a
TaK)Ke y OJJHOTO M TOTO e YeJloBeKa B pazHoe Bpems. [Ipenapar PunJluz nemoncrpupyer 6osee
ObICTpO€ Hayajao JCHCTBHUS MO CPAaBHEHHWIO C PACTBOPUMBIM YEJIOBEUECKUM HHCYJIMHOM BHE
3aBUCHUMOCTH OT MecTa BBeAeHMs. Kak M y Bcex IpernapatoB MHCYJIMHA, IPOAOHKUTEIBHOCTh
neiictBus npenapara PunJIuz 3aBUCHT OT 103b1, MECTa BBEJICHHSL, KPOBOCHA0KEHHUS, TEMIIEPATYPHI
U pU3MYECKON aKTUBHOCTH IaLUECHTA.

ITpeniapat PunJIn3 MokeT NPUMEHATHCS B COUETAHUU C MHCYJIMHOM JUIMTEIBHOIO AEUCTBUS WU
B COYETaHUM C NEPOPAIBHBIMU THIIOTJIMKEMUYECKUMU TIpENapaTaMy MO KOHTPOJIEM JIEHalllero
Bpauya.

Oco0ble IPVIIILI TAIUEHTOB

THayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK
[ToTpeOHOCTh B MHCYJIMHE MOKET CHMXKATHCS IIPU TOYEYHOU HEJ0CTaTOYHOCTH.

THayuenmoi ¢ HapyweHuaMYU hyHKYUU NeveHuU

[ToTpeOGHOCTh B MHCYIMHE MOXKET CHIKATHCS Y MAlMEHTOB C MEYEHOYHOW HEJ0CTaTOYHOCTHIO B
CBS3M C TIOHMKEHHOW CIOCOOHOCTHIO K TJIFOKOHEOT€HE3Y U 3aMeUICHHMEM pacCIlIeTICHHs
WHCYJIMHA; OJHAKO Y MAllMEHTOB C XPOHUUYECKOW MEYEHOUYHOM HEA0CTaTOYHOCTHIO MOBBIIIEHHAS
WHCYJIMHOPE3UCTEHTHOCTh MOXKET MPUBECTH K YBEITWYCHHIO TOTPEOHOCTH B UHCYJIMHE.

eTH
[Ipenapar PunJIn3 Mo>keT MpUMEHSITHCS IS JICUCHHS ASTeH U MOJPOCTKOB (CM. pazzen S.1).

Criocob nnpuMeHeHus

Ilookoorcnoe sgedenue npenapama Punlus

IIpenapar PunJIus cnenyer BBOOUTH OJKOXKHO.

[TonxoskHOE BBEAEHHUE ClEAyeT MPOM3BOAUTH B 00JacTh miieda, Oenpa, SroJullbl WM >KHBOTA.
Mecra uHBEKIMH cleqyeT deperoBaTb TakKUM o00pa3oM, 4YTOObBI OJHO MU TO JK€ MECTO
UCIOJIb30BAJIOCh HE Yallle YeM NMPUMEPHO 1 pa3 B Mecsll AJIs TOro, 4To0bl CHU3UTh PUCK PA3BUTHUS
JUMOAUCTPOPHUH U aMUIION03a KOKHU (cM. pazzensl 4.4 u 4.8).

[Tpu noakoxHOM BBeaeHUHU npenapara PunJIuz Heo6xoaumo cobioaaTh 0CTOPOKHOCTh, YTOOBI
nu30exarh MOMaJaHMsl Ipenapara B KpOBEHOCHBbIM cocyad. Ilocine uWHbEKIMM HE CcleayeT
MaccHpoBaTh MecTo BBeJeHus. [larueHT nomKeH ObITh 00yUYeH NMpaBUIIbHON TEXHUKE TPOBEICHUS
UHBEKIUH.
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wiu Punacmpa 1, unu Geropharm Pen

[IpenBapuTenbHO 3amoyHeHHbIE mpuI-pyuku Punactpa I, uiau Punactpa 11, wnu Geropharm
Pen moaxomsar TONBKO I TOJKOKHBIX MHBEKIMH. [lepen BBeIeHHEM HHCYJIHHA HEOOXOIMMO
03HAKOMUTHCS ¢ PYKOBOICTBOM 110 MCITOJI30BAHUIO MYJIBTHI030BOM OTHOPA30BOH MIIPHUI-PYIKH
JUIS MHOTOKpaTHBIX nHbeKIui Punactpa Il, wim Punactpa Ill, unmu Geropharm Pen.

Hpumenenue npenapama Pun/luz 6 Kapmpu()ofce C UCNOJIb30B8AHUEM MHO20PA306bILX WNPpUU-PYIEK

Kaptpumxku ¢ npenapatom PunJIuz cieayer ucnonb3oBaTth TOJNBKO CO CIAEAYIOIIMMH IINPHUIL-
pydYKamu JJi1 MHOTOKPaTHOTO PUMEHEHHS
- Ilen-unbvexTop s BBeneHus nncynuna Xymallen Caeuo («mu Jluwmum su1 Kommnanu /
Eli Lilly and Company», CILIA);
- Ilen-unbexrop st BBeaeHuss uHcynuHa Xymallen Jlroxcypa AT («Omm Jlummm sHA
Kowmmanwu / Eli Lilly and Company», CLLIA);
- IleH-unbeKkTOp 1N BBEIEHUA UHCYIMHA HHAMBUAYalnbHbI Puncallen [ ¢
npunaaneknoctamu («Mmcomen AT/ Ypsomed AGy, IlBeiinapus);
- IleH-unbekTOp I BBEACHUsS HWHCYIMHAa uWHAMBUAYyanbHbli Puncallen II ¢
npunamaneknoctamu («Mmcomen AI' / Ypsomed AGy, 1lBeiinapus).
DTH KapTPUIKU HE CIEAYET UCTIOJIB30BATh C APYTUMHU MHOTOPA30BBIMH IITIPHUI-PYIKAMH, TAK KaK
TOYHOCTb JI03UPOBAHUS MOATBEPKACHA TOJBKO MPHU MCIOIb30BAaHUU C MEPEUUCICHHBIMU BBIIIE
mmnpuil-pyukamu.  [lepen  ucronb3oBaHWEM  BBHIOpAHHOW — MIMIPUI-PYYKA  HEOOXOIUMO
O03HAKOMHTBCS C PyKOBOJICTBOM MPOU3BOAUTENS IO KMCIOJIB30BAHUIO JAHHOM MHOTOpa3oBOM
HIIPUI-PYYKH, KOTOPOE MPUIIATaeTCs K KaKI0M IIIPULI-PYUKE.
Jlo3a uHCynMHa U3MepsieTcs B eIMHULIAaX, HaOpaHHas J03a COOTBETCTBYET UMCITY, YKa3aHHOMY B
OKHE MHJIMKATOpa J03bl IUNPULI-PYYKH, U HE 3aBUCUT OT IlIara IMNpPUI-PYYKH U KOHLIEHTpALUU
uHcynuHa. llpu mepeBoje mnanueHTa Ha npenapar C APYrod KOHUEHTpalUed Wiu Ipu
HCIIOJIb30BAaHUM IITPULI-PYYKH C JAPYTUM IIaroM U3MEPEHHMS J103bl HE CIEAYET U3MEHSTH 03y
WHCYJIMHA.

Beeoenue npenapama PunJluz ¢ nomowpio uHCy1uH080U UH@Y3UOHHOU NOMNbL

Jns uHpy3uM MHCYIMHA JIM3MPO MOKHO HCIOJIb30BaTh TOJIBKO HWHCYJIWHOBBIE MH(Y3MOHHBIE
nomnsl ¢ MapkupoBkoil CE. Ilepen BBeleHnEM MHCYIMHA JU3IPO CIELYET U3yUYUTh HHCTPYKIUIO
NPOM3BOUTENSA, YTOOBI YOEOUTbCcd B TPHUTOJHOCTH KOHKpeTHOM mnommbl. Heobxonumo
MCIIOJIb30BaTh COOTBETCTBYIOUIMI pe3epByap M Karerep Uil nommnbl. Eciu npu HamonHeHMn
pe3epByapa MOMIIbI HCIIOJIb3YEeTCs MIJIA, CIEAyeT BIOMPATh WUIUTy MOAXOMAIIEH JUIMHBI, YTOOBI
n30exarb noBpexaeHus pezepyapa. UHdy3nonHb1i HaOOp (TpyOKY M KaHIONIO) CIE1yeT MEHATh
B COOTBETCTBHMHM C TPEOOBAaHUSIMU MHCTPYKILIUHU, PEAOCTABISIEMON ¢ MHPY3UOHHBIM HabopoM. B
clly4ae THUIOIIMKEMHUYECKOro »JIu30Ja MpoBeAeHHE HWH(QY3UU ClenyeT MpeKpaTuTb [0
MpeKpaleHus 3Mmu3ona. B ciyyae HEOMHOKPATHBIX WM TSXKENBIX SMHU30[I0B THIOTIIMKEMUN
PEKOMEH/IyeTCsl PacCMOTPETh BApHAHT COKpAIIEHUS O0BEMOB MM MPEKPAICHHUs MPOBEICHUS
uHy3uil MHCYIMHA. HencrnpaBHOCTh MOMIBI WM 3aKyNOpKa MH(Y3MOHHOW CHCTEMBI MOXET
IPUBECTH K OBICTPOMY MOBBIIIEHUIO KOHIIEHTPAIMH TIIIOKO3bI B KpOBU. B ciydae mono3penus Ha
HapylleHUe MOAaYl MHCYJIMHA HEO0OXOAUMO CIIeZIOBaTh MHCTPYKIMHU MO MPUMEHEHHUIO MOMIIBI.
[Ipy nmpumMeHeHMM B WHCYJIMHOBBIX HMH(QY3MOHHBIX Momnax mnpenapaT PunJluz He crnemyer
CMEIINBATh C HHCYJIMHOM JPYTOro THIIA.
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Buympueennoe esedenue npenapama PunJluz

[Tpu HeoOxomumocTu mnpenapaT PunJluz mMoxeT ObITH BBEICH BHYTPUBEHHO, HAMPUMED, IS
KOHTPOJISI TJIMKEMHUH TPU AHA0ETUYECKOM KETOAIHI03e, a TaKKe MPH OCTPhIX 3a00JICBaHUSX,
MEePHOJIE MEXKIY ONepaIUsiMU WU TTOCICONEPALIMIOHHOM MIEPUOJIE.

BHyTpuUBEeHHBIE HMHBEKIIUM WHCYJIMHA JIM3MPO HEOOXOJAUMO MPOBOJUTH B COOTBETCTBUH C
PYTMHHOM  KJIMHUYECKOM TMPAKTUKOW BHYTPUBEHHBIX HUHBEKIUI, Hampumep, MyTeM
BHYTPUBEHHOTO CTPYHHOTO BBEJIEHHUS WJIM C MOMOUIbI0 HH(PY3HMOHHOU cucTembl. Heobxoammo
PEryJIIpHO KOHTPOJIUPOBATH KOHIIEHTPAIMIO TIIIOKO3HI B KPOBH.

Nudysnonnsie cuctemsl mpu koHneHTpanusx ot 0,1 ME/mMa mo 1,0 ME/Mn uacynuHa u3npo B
0,9 % pactBOope HaTpusi xjopuaa wik 5 % pacTBOpe NEKCTPO3bl CTAOUIBHBI MPH KOMHATHOMN
TeMriepatype B TedeHue 48 yacoB. PekomeHnmyercs mpoBepsTh pabOTOCMOCOOHOCTh CHUCTEMBI
nepesa HayajaoM HHQY3uu.

Wudopmanuto «Vxazanus no npumenenuio u oopawjenuroy, «lloocomoska K 66edenuioy,
«Cmewuearnue UHCYIUHO8», « Beedenue 003v1» cM. B pazzene 6.6.

4.3. TIIporuBomoka3zaHus

— T'unepuyBCTBUTENBHOCTD K MHCYJIMHY JIM3MIPO WIH JIOOOMY U3 BCIIOMOTATEIIBHBIX BEIECTB,
BXOJILIMX B COCTaB IIpernapaTa U epeunciIeHHbIX B pa3zene 6.1;

— T'nnornukemmus.
4.4. OcoOble yKa3aHUS U MePbI PeI0CTOPOKHOCTH NPH MPUMEHEHNH

IIpocnexnBaeMocThb

C LEJIBHO YIIYYIICHHUS IIPOCIICKNBACMOCTHU OMOJOrHYECKUX JICKAPCTBCHHLIX CPCACTB HA3BAHUC U
CGprIHHﬁ HOMCP BBOAMMOTI'O IIpCriapaTa JOJIKHBI OBITH YETKO 3alIMCaHBbI.

[TepeBoj1 nanyeHTa Ha MpenapaTbl MHCYJINHA JPYTroro TUNa WK APYrod TOProBoi Mapku
[lepeBon mamMeHTa Ha MpenapaT WHCYJIMHA JPYyroro TUNA WM JAPYrod TOProBoM MapKu

(mpou3BoAMTENs) CIENYyeT OCYIIECTBIATh MOJ CTPOTUM MEAMIMHCKUM HabOmoneHueMm. Ilpu
W3MEHEHUU KOHIIEHTpAllMh, TOProBOM Mapku (IIPOM3BOJAUTENS), THIMA (YeIOBEUECKUN
pacTBOPUMBIi, UHCYIHH-U30(]aH U T.11.), MPOUCXOXKICHHS (MHCYJIHH )KUBOTHOTO TIPOUCX OXKICHHS,
YeJIOBEYECKUH HWHCYJINH, AHAJIOT YelOBEYECKOr0 HWHCYIWHA) W/WIN Ccrocoda TPOU3BOACTBA
npenapata uHcynuHa (JHK-pekoMOMHaHTHBII WHCYIMH WM HMHCYJAUH  KMBOTHOTO
MPOMCXOXKAEHUS) MOXKET MOTpeOoBaThCs U3MEHEHHE J103bl. [Ipu 0JJHOBpEeMEHHOM MPUMEHEHUU
IpenapaToB MHCYJIWHA OBICTPOro AEUCTBUS M 0a3aJlbHOTO MHCYJIMHA MAIMEHTYy HEOOXOIUMO
noJ00paTh ONTUMAIBHYIO JI03Yy OOOMX MpenapaToB JUIsl JOCTHIKEHHsS KOHTPOJS TIJIMKEMHUHU B
TEUYEHHUE BCEro JIHS, 0OCOOEHHO /ISl KOHTPOJISI KOHIIEHTPALMH TITI0OKO3bl HOUbIO U HATOILAK.

I'mmornmmkemMus u TUIICPIIIMKEMUA

PanHMEe CHMOTOMBI-TIPEBECTHUKN THIIOTJIMKEMHA MOTYT W3MEHSATHCS WM OBITh MEHee
BBIPQKEHHBIMH TIPH  JUTUTEIFHOM TEYEHHWH CaxapHOro auadera, WHTEHCHU(HUIIMPOBAHHOU
WHCYJIIMHOTEPANNY, TUA0ETHYECKOW TMOJMHEHpONaTHH WJIM TpA TpUeMe  HEKOTOPBIX
JIEKapCTBEHHBIX IpenapaToB, MACKHUPYIOUIMX CHMIITOMBI-IIPEIBECTHUKH (Hampumep, Oera-
a/IpeHOOIOKATOPOB).

VY HEKOTOpPBHIX MAaIlMUEHTOB C THIOTJIMKEMHUYECKUMH PEaKIUsMH TOCie Mepexosa ¢ MHCYIHHA
KUBOTHOTO MPOMCXOXKAECHUS Ha YeIOBEYECKHH WHCYJIMH PAaHHUE CHUMIITOMBI-TIPEIBECTHUKH

4
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UCTIBITHIBAIA TIPU TPEANMISCTBYIOIIEM JIedeHUH. lIpu OTCYTCTBUU aJIeKBATHBIX JIEYEOHBIX
MEPOTNPUATHI TUMOTJIMKEMUYECKUE WM TUIEPTIMKEMUYECKUE SMU30[bI MOTYT MPUBECTU K
MOTEPE CO3HAHMS, KOME WJIM CMEPTH.

M cnonp30BaHne HECOOTBETCTBYIOUIMX MOTPEOHOCTH /103 UM IIPEKpaIleHHE JICYEHHUs, 0COOCHHO Yy
MNAIMEHTOB C HWHCYJIMHO3aBUCHUMBIM CaxapHbIM JMa0ETOM, MOXET IMPUBECTH K Pa3BUTHUIO
TUINEPIIIMKEMHUH UM THa0eTUYECKOTO KEeTOAlN 1032 — MOTEHLIUAIbHO JIETaIbHBIM COCTOSTHUSIM.

HOTD€6HOCTB B MHCYJIMHE U KOPPEKIIHUA T03bI

Bo Bpems 3a0oneBaHMii WM IpU 3MOLMOHAIIBHBIX Harpy3kax MOTPeOHOCTh B MHCYJIMHE MOXKET
YBEIIUYUTHCSL.

Koppekiust 1036l MOXKET TaKke MOTPeOOBaThCS MPU WHTCHCU(UKAMH (PU3NIECKON aKTHBHOCTH
NalyeHTa WM TPUd HM3MEHEHWH OOBIYHOTO peXHMMa NUTaHUsA. BeimonHeHue Qu3MUEcKux
YIPAKHEHUM HENOCPEICTBEHHO II0CJIE€ IIpUeMa IUIIM MOXKET YBEIHWYUTh PUCK PA3BUTHSA
TUIIOTTIMKEMHUH. B cBsA3u ¢ 0coOeHHOCTSIMU (hapMaKOIMHAMHUKH ObICTPOJCHCTBYIOIIUX aHAJIOIOB
UHCYJIMHA TUIIOIVIMKEMHUS MOXKET BOSHUKHYTD I10CJI€ UX BBEICHHUS PAHbILE, YEM I10CIIC BBEIACHUS
PacTBOPUMOIO YEJI0BEYECKOIO UHCYIJIMHA.

CoBMecTHOE IIpuMeHeHre npenapara PunJIus u nuornurasona

OTMmeuanuch ciayyau cepAeuHON HeJOCTaTOYHOCTH IPU NPUMEHEHNHU TUOMINTa30HA B COUETAaHUU
C MHCYJMHOM, OCOOEHHO y MallMeHTOB, HAXOJALIMXCA B IPYIIE PUCKA PA3BUTHUS CEplEeUHON
HejocTaTOyHOCTU. JlaHHBIM  (akT ciaegyeT y4uThIBaTh HPU  PACCMOTPEHUU TEparnuu
IAOTJINTa30HOM B coueTaHuu ¢ npenaparoM PunJlusz. Ilpu ymeyeHun ¢ MCHOIB30BaHUEM TaKOU
KOMOMHAIMM NAlMEHTh! JT0JDKHBI HAOII0IAaThCsl HA MPEeAMEeT HaIU4us MPU3HAKOB U CUMIITOMOB
CEpIEYHOM HENOCTAaTOYHOCTH, YBEIMYEHHUs Macchl Tena M oreuHoctu. [lpm  yxynmeHuun
CUMIITOMOB CEPJAEYHON HEOCTATOYHOCTH JICYEHUE TUOTIIMTA30HOM CIIEAYET IIPEKPATUTh.

N36exanne ommooK IIpYU IpUMEHEeHUHU npenaparta PunJiuz

[TaneHTOB cleayeT NPOMHCTPYKTHPOBATH O HEOOXOAMMOCTH IPOBEPATh Iepesa  KakJou
MHBEKIMEN MapKUPOBKY MHCYJIMHA, YTOObI M30€kaTh OIIMOOK B MPUMEHEHUHU Ipernapara U He
nepenyrars npenapaTt Punjluz u gpyrue npenaparsl HHCYJINHA.

[TarueHTsl JOMKHBI BHU3yaJdbHO MPOBEPUTH YHUCIO BBIOPAHHBIX EAUHMI] JO3UPOBAaHUS B
JO3UPOBOYHOM OKHE MINpui-pydku. CreaoBarenbHO, HEOOXOAMMBIM  YCIOBHEM s
CaMOCTOSITENIbHOW HHBEKIMM SIBIISETCS CIIOCOOHOCTh MAlMEHTa MPaBHJIBHO IMPOYECTh YHCIIO
BBIODAHHBIX €IUHMI] JO3UPOBAaHUS B JIO3UPOBOYHOM OKHE IINPUL-pydkH. Hespsauum u
CJIa00BUISAIIMM MAllMEHTaM CIIEYeT MO0JIb30BAThCS OMOIBIO APYTUX JIHUI] C XOPOIIUM 3pEHHEM,
00y4YEeHHBIX OOPALIEHHUIO CO MITPHUII-PYUKOH.

.HI/IHO,ZII/ICTDOdZ)I/Iﬂ U aMUJION 103 KOXHU

[TanineHTHI JOMKHBI OBITH TPOMH(DOPMUPOBAHBI 0 HEOOXOIUMOCTH YepEI0BaTh MECTAa HHBEKIIHH,
4TOOBI CHU3UTH PUCK PA3BUTHUS JUTIOAUCTPOMUN B aMUIION 1032 KOXKH. [Ipu BBeIeHNN MHCYIMHA
B 30HY C JHMNOAUCTPOPHUEH W aMHUIIOMIO30M KOXKH €CTh TMOTEHIIMAIbHBIA PUCK 3aMeJICHUS
BCACBIBaHMSI WHCYIWMHA W YXYOIICHUS TIMKEMHUYecKoro KOHTpouss. CooOmanoch O Cirydasx
TUTOTJIMKEMHUH TIPU PE3KOH CMEHE MECTa MHBEKIMH C O0JIACTH C JHUMOANCTpOPHEer WU C
aMUJIOU030M KOXH Ha 00nacTu 6e3 HuX. PekoMeH 1yeTcs MpOBOIUTH KOHTPOIb TIIFOKO3bI KPOBH
Moclie CMEHbl MeCTa WHBEKIHMU. Takke MOXKEeT TMOTpedoBaTbcs KOPPEKIHS 03Bl
THITOTJIHKEMHYECKUX TpenapaToB (cM. pasaeinst 4.2. u 4.8.).
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BcnoMorarenbpHEIC BEIISCTBA

JlaHHBII IeKapCTBEHHBIH MpernapaT coaep XUt MeHee | Mmoub (23 Mr) HaTpus Ha OJHY J03Y, T.C.
II0 CYTH, HE COJIEPKUT HATPUM.
IIpenapar PunJIu3z conepKuT MeTakpe3os, KOTOPBIM MOYKET BbI3BaTh AJJIEPITUUECKYIO PEAKIUIO.

eTH
[Ipumenenue mnpemnapata PunJluz y gereil BMecTO pacTBOPUMOIO YeJOBEUYECKOI'O HHCYIUHA
MPEIMOYTUTENBHO B TeX ClydyasX, KOrjJa HeoOXoJWMO OBICTpOe Hayallo JCHCTBUS WHCYJIHHA
(HanpuMep, BBEICHHE HHCYIMHA HEITOCPEACTBEHHO MEPel IPUEMOM ITHUIIIH).

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMHU NpenapaTamMM M [pyrue BHAbI
B3auMOeiCTBUS

IToTpeOHOCTh B MHCYJIMHE MOTYT MOBBIIIATh JEKAPCTBEHHBIE IPENAPAThl C TUIIEPIIMKEMUYECKON

AKTUBHOCTBIO, TAKUE KaK:

- TIepopaibHBIC KOHTPALICTITUBEI

-+ DJIFOKOKOPTUKOCTEPOUIBI

- Ipemaparbl THPEOUIHBIX TOPMOHOB

- JlaHa3071

. Oera-2-aApeHOMHMETUKH (TaKUe KaK pUTOJIPHH, CANbOyTaMoI, TepOyTaauH).
[ToTpeOHOCTh B MHCYJIMHE MOYKET CHUIKATHCS MPH MPUMEHEHUH JICKAPCTBEHHBIX MPEMapaToB C

THITOTIIMKEMHYECKON aKTHUBHOCTBIO, TAKUX KaK:
- MepopaJbHBIE TUIOTIUKEMHYECKUE MTPETIapaThl
- canMuWiIaTHl (HapUMep, alleTUIICATUIMIIOBAsT KUCIOTA)
- cynbdaHUIAMUIHbIE QaHTUOUOTUKU
- HEKOTOpbIE aHTHUJCTPECCAHTHl (MHTMOUTOPHI MOHOAMHUHOOKCH[IA3bl, CEIICKTHBHBIC
MHTUOUTOPBI 00PATHOTO 3aXBaTa CEPOTOHMHA)
- HEKOTOpble HMHTHMOUTOPBl aHTMOTEH3WHIpEeBpalaromero ¢epMeHTa (KarToONpHJ,
SHAJIATIPUIT)
- OJOKaTOpHI PELENTOPOB aHTHnOoTeH3MHa 11
. Oera-aipeHOOIOKATOPHI
- OKTPEOTH[
- 3TAHOJ U 3TAHOJICOJEPIKAINE MTPerapaThl.
[Tpu ucnonb30BaHUM APYTUX JIEKAPCTBEHHBIX MPENnapaToB OAHOBPEMEHHO ¢ nmpenapatoM PunJlus
HalUEeHTY HEOOXO0AMMO MPOKOHCYIBTHPOBATHCS € BpauoM (cM. pasen 4.4).

4.6. DepTUIBHOCTH, 0€PEMEHHOCTH U JAKTALUS

bepemeHHOCTD
Bonb1oit 00beM JaHHBIX 0 OepeMEHHBIX )KEHIIMHAX CBUIETEILCTBYET 00 OTCYTCTBUU y MHCYJIMHA

JU3NPO  HEXKENaTeNnbHBIX  d(PPekToB  Ha  TeuyeHWe  OEPEeMEHHOCTH H  3JI0POBHE
T1J10,1a/HOBOPOKIEHHOTO.
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Bo BpeMs OepeMEHHOCTH TPHUHIMITHAIHLHOES 3Ha‘IeHI/IQ :mv[ggf] gecﬁ%ﬁé‘ 'Hl;nnémla'lmero

KOHTPOJIS 32 COCTOSIHUEM TMALMEHTOK (C MHCYJMHO3aBHCUMBIM WJIM T'€CTAI[HOHHBIM AMA0ETOM),
NOJYYaomuX WHCYIMHHOTepanuto. [lorpeOHOCTh B MHCYNMHE OOBIYHO CHMXKaeTcsi BO Bpems |
TpuMecTpa 1 yBenuuuBaercs Bo Bpems |l u 1l pumectpos. IlannenTkam ¢ caxapHbIM 11abeToM
pekoMeHayeTrcss HH(QOPMHUPOBAaTH CBOETO Bpaya O OEPEMEHHOCTH WM O IUIAHUPOBAHHUU
O6epemenHocTH. Bo Bpemst OepeMEHHOCTH y MAallMEHTOK C CaXxapHbIM JMabeTOM HEOOXOIUMO
IPOBE/ICHUE TLIATEIBHOTO KOHTPOJIS KOHLIEHTPALIMH IIIOKO3bI B KPOBHU U HAOJIIOIEHHUE 3a 00LIUM
COCTOSIHUEM 3710POBBSL.

JlakTamus
[TarueHnTKaM ¢ caxapHbIM AWAa0ETOM B TEPHOJ KOPMIICHUS TPYAbI0 MOXKET MOTpPeOOBaTHCS

KOppCKUUA O03bI MHCYJIMHA, PCKUMA ITUTAHUA UJIUW TOT'O U APYTOro.

4.7. BuausiHMe HA CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHU CPeJCTBAMH M padoTaTh ¢
MeXaHH3MaMH

[Ipenapar PunJlu3 He oka3pIBaeT WU OKAa3bIBACT HE3HAUUTEIHHOE BIUSHUE HA CIOCOOHOCTH
YIPaBIsATh TPAHCIIOPTHBIMU CPEACTBAMU WU paboTaTh ¢ MexaHu3Mamu. OJJHaKO CIIOCOOHOCTH K
KOHIIEHTPAllMd BHUMaHHS M CKOPOCTh pEaKlUMU MOTyT OBbITh HapylIeHbl B pe3ylbTare
TUIOTJIMKEMHH. DTO MOXET MPEICTaBIATh PUCK B CHUTYallUMsAX, KOTJa TaKHe CIIOCOOHOCTU
0COOEHHO Ba)XKHBI (HAIpUMEp, P BOXKICHHH aBTOMOOWIISI Wik paboTe ¢ MEXaHU3MaMH ).
CrnenyeT peKOMEHIOBaTh NAIMCHTaM MPHUHUMATh MEpPBI MPEJOCTOPOKHOCTH BO H30CKaHUE
Pa3BUTHUS TUIIOTJIMKEMUU BO BPEMsI BOXKACHUS aBTOMOOUJISI. DTO 0COOEHHO BaXKHO JIJIsl TAIUEHTOB
CO CJT1a00 BBIPAXECHHBIMU HJIM OTCYTCTBYIOIIMMH CHMIITOMAMHU-TIPEIBECTHUKAMH THITOTIIMKEMHN
WIH C YaCTBIMH AMHU30/4aMU rurnoriaukeMun. [Ipu Takux o0CTOSITENHCTBAX HEOOXOAUMO OLEHUTD
1€J1€CO00Pa3HOCTh YIPABICHUS TPAHCIOPTHBIMU CPEJCTBAMHU M MEXaHU3MaMHU.

4.8. HexenateJbHble peaKIuu

Pesrome mpoduisg 6e3onacHOCTH
['unornukeMus SBIsIETCS HaNOOJIee YacTOW HEeXKEJIaTeIbHOW peakIiell Ha BBEJICHHE MPEnapaToB

MHCYJIMHA Yy MAalUMeHTOB C caxapHbIM auabeToM. Tspkenas TMIOITIMKEMUS MOXKET NMPUBECTH K
IIOTEPE CO3HAHUSA M, B HCKIIOYUTENBHBIX Cily4asx, K cmepTd. KoHkpeTHas dacrora
BO3HUKHOBEHHsI TUIOIIIMKEMHUH HE YKa3aHa, ITOCKOJBbKY TMIIOIVIMKEMUS SIBISETCS PE3yJIbTaTOM
KaK J103bl penapara HHCYJIMHA, TaK U JpYTux (GakTopoB, HAPUMED, PEKUMa MTUTAHUS TAllUEHTa
U QU3UYECKUX YIPaKHEHUH.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI
B Ta6J'II/II_IC 1 MMPEACTABJICHBI HEKCIIATCIIBHBIC PCAKIIUN, OTMCUYCHHBIC ITPU IPUMCHCHUN MHCYJINHA
JIA3IPO. HexenarennHbie pCakuu MpeaACTaBJICHBI B COOTBCTCTBUU C CHCTCMHO-OpFaHHOﬁ

KJaccuukanue, Mo TepMUHAM MEIUIIMHCKOTO CJIOBAaps HOPMATHUBHO-TIPABOBOM JESITEIBHOCTH
(MedDRA) u yacToTe nX BO3HUKHOBEHHs: oueHb dacThie (>1/10); gacteie (>1/100, o <1/10);
Hevacteie (>1/1000, Ho <1/100); penxue (>1/10000, Ho <1/1000); ouyensr penkue (<1/10000).
BHyTpH Ka)X70# TpyIIBl 9acTOThl BCTPEUAEMOCTH HEXENATEIbHBIE PEAaKIMU MPEICTABICHBI B
MOpsIIKE YOBIBAaHUS CEPHE3HOCTH.
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CucremHo-oprannbiii | O4eHnsn Yacro Heuacro Penxo Ouennb
KJ1ace 4acTo peakxo
Hapymienuns co MectHbIe Cucremusbie

CTOPOHBIl ~ MMMYHHOH aNJepruueckue ajyIeprudeckue

CHUCTEMBI peaknuu peaknuu

Hapymenns co

CTOPOHBI ~ KOXH U Jlumonucrpodus

HOJKOKHBIX TKaHEH

Onucanue OTACIBHBIX HCXKCIATCIIbHBIX DeaKI_[I/If/'I

Mecmmnvie annepeuueckue peakyuu

BO3HUKHOBEHHE MECTHBIX aJUIEPTUYCCKUX PEAKIUN SIBIISETCS 4acThIM MOOOYHBIM siBJICHHEM. B
MECTe MHBEKIIMH MOYKET MOSIBUTHCS MOKpAaCHEHUE, OTeK M 3ya. OOBIYHO JTaHHBIE PEaKIUU CaMU
pa3pemaroTcs B TEYEHUE HECKOJIBKUX JTHEW WM Helelb. B HEKOTOpBIX CilydasX 3TH PEeakUuu
MOTYT OBITh BbI3BaHBI (DaKTOpamH, HE CBSI3aHHBIMH C HHCYJIMHOM, HAlpUMEpP, KOHTAaKTOM C
BEILIECTBAMM PA3APaXXAIOLIEr0 JCHCTBHS B COCTAaBE CPEIACTB JI1 OYMUICHUS KOXH WU
HEMPABUILHON TEXHUKON MPOBEAECHUS UHBEKIUH.

Cucmemnvie aulepsudecKkue peakyuu

CucreMHbBIC AJUICPruiCCKUC pCakuur, BO3HUKAKOIMUC PEAKO, HO ABJIAIOIMIMCCA ITOTCHIHAJIBHO
Ooiee CCPLE3HBIMHA, IIPCACTABIIAIOT coboit I'CHCPAJIM30BAHHLIC AJUICPIUUCCKUEC pPCAKIUKW Ha
HWHCYJINH. HpI/I HUX MOTYT BO3HUKATh CBIIIb IO BCEMY TCIY, 3aTPYAHCHHOC JAbIXAaHUC (OI[BII.HK&),
CBUCTALICC NbIXaHUC, CHUIKCHUC aPTCPUATIBHOI'O JABJICHUSA, YUAIICHUC I1YJIbCa W IMOBBIIICHHOC
norootaeneHue. TspKemnbie ClIydan T'CHCPAJIM30BAHHBIX AJUICPIUYCCKUX peaKHI/Iﬁ MOTYT
MNpEaACTaBJIATL YIPO3y IJIA )KU3HU.

Jlunooucmpodghus u amunouoos Koxcu

B MecTe MHBEKITNN MOXKET Pa3BUTHCS JTUITOAUCTPO(HS U aMUIION 103 KOXKH, YTO MOKET IPHUBECTH
K 3aJIcp)KKe BCacChIBaHHs WHCYJIHHA. [IOCTOSHHOE UYepeloBaHUE MECTa MHBEKIMH B TIPEIesiax
YKa3aHHBIX 30H BBEJICHUS Ipernapara MOXET NMPEIOTBPATUTh PAa3BHTHE TAKUX HEXKeTaTeIbHBIX
peaxIuil UM CocoOCTBOBATh UX BBIPAXKEHHOCTH (cM. pazzaen 4.4).

Jlunoguctpodus B MecTe BBeIeHUSI BOZHUKAET HEYaCTO.

YacroTa BCTpeuaeMOCTH aMUJIONU 1032 KOKU HEM3BECTHA.

Omex

Bbumi  3aperucTpUpoBaHBl CIy4aW BO3HUKHOBEHHUS OTCKOB NIPH TMPUMEHCHHWH TIPerapaTroB
WHCYJIMHA, 0COOCHHO TIPH YITYYIICHUH paHee HeIOCTATOYHOTO METa00TMIECKOT0 KOHTPOJIS ITyTeM
WHTCHCU(PUKAIIUN UHCYTHHOTEPAITHH.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo cool1maTh 0 1o103peBaeMbIX HeXeIaTeIbHbIX PEAKLUIX MOCIIe PEruCTpalliy Ipernapara ¢
[EeNbI0  O0ECreYeHus: HEMpPEephIBHOIO MOHUTOPHHIA COOTHOIICHHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Mpemnapara. MeIuIMHCKIM pa0OTHUKAM PEKOMEHIYETCs COOOIIaTh O JHOObIX
MIOJI03PEBAEMBIX HEXKENATEIbHBIX PEAKUMAX NpPU IPUMEHEHUHU JIEKapCTBEHHOIO Ipenapara
PunJIu3 yepe3 cucremy cooOIIEHUS O HeXKeNaTeIbHbIX PeaKusIX:
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Poccuiickas ®@eoepayus

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)
Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTn «MHTepHeT»:
www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

VII «LIeHTp 3KCIepTU3 U UCIIBITAHUM B 3{pPaBOOXPAHECHUN»

Anpec: 220037, r. Munck, nep. ToBapuieckuii 2a

Tenedon: (+375 17) 299 55 14

dakc: (+375 17) 299 53 58

OnekTpoHHas mouta: Fceth@rceth.by

CaiiT B nH(MOpMAIIMOHHO-KOMMYHHUKAIIMOHHO# ceT « HTepHe™: hitp://www.rceth.by

Pecnybnuxa Kazaxcman

PI'TI na IIXB «HamumonaneHblii LIeHTp 3KCHEpTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIMIIMHCKUX
u3aenuiiy MunuctepcTBa 3npaBooxpanenus Pecnyommku Kazaxcran

Anpec: 010000, r. r. Acrana, paiion baitkonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)
Enunsrii call-center +7 (7172) 235 135

DnekTponHas noyra: farm@dari.kz

CaiiT B nH(MOpPMAIIMOHHO-KOMMYHUKAIIMOHHOM ceT «MHTepHeT»: http://www.ndda.kz

Kuvipevisckaa Pecnyonuxa

JlemapTaMeHT JICKapCTBEHHOTO oOecredeHrss M MEAMLIUHCKOM TEeXHUKHM npu MuHHUCTEpCTBeE
3npaBooxpaHeHusi KbIprei3ckoil pecryoanku

Anpec: 720044, r. buinkex, yiu. 3-1 auHus, 25

Ten. ropstaeit imann: 0800-800-26-26

DnexkTponHas moyra: pharm@dlsmi.kg

Caiit B mHQOpMalMOHHO-KOMMYHHKaMOHHOHU ceTH «MHTepHeT: https://www.dlsmi.kg

4.9. Tlepeno3upoBka

CHMIITOMBI

[IpenapaTsl UHCYIMHA HE WMEIOT CHEIU(UUECKOr0 OINpPEACIICHHUsS] TEPEI03UPOBKH, MOCKOIBKY
KOHIIGHTpAIlMs TJIOKO3bI B CBIBOPOTKE KpPOBH SIBIIAETCS PE3YJbTaTOM KOMIUJIEKCHOTO
B3aUMOJICCTBUSL MEXJy YPOBHSIMH WHCYJIWHA, TOCTYIUICHHEM TJIFOKO3BI U JIPYTUMHU
MEeTa0OJIMYECKUMH TIpoIieccamMu. [ UIMOTIMKeMHUsi MOKET BO3HUKATh B PE3YyJIbTaTe MPEBHITIICHUS
AKTUBHOCTH MHCYIIMHA OTHOCUTENHLHO MOTPEOICHUS MU U PAcX0/ia YHEPTHH.

I'mnornukemMusi MOXKET COMPOBOXKAATHCS BSUIOCTBIO, CIYTAHHOCTHIO CO3HAHUS, Y4YalllEHHBIM
cepanedbrenreM (albIUTAIUSIMU ), TOIOBHON 0OJIBbIO, MOTIMBOCTHIO U PBOTOM.
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JleueHne

Onu3oabl JIETKOH THUIOTJIMKEMUH OOBIYHO MOXHO KYNHPOBaTh IEPOpPAIbHBIM BBEJICHUEM
JIEKCTpO3bl  (TJIFOKO3bI) WIIM JIPYTHX CaxapoB WM YIOTPEOJICHHEM CaxapocCoAepiKallux
MPOIYKTOB.

Koppekiust  rHIOTIMKeMUU  CpelHedl  TSHKECTH MOXeT OBbITh  JIOCTUTHYTa  IyTeM
BHYTPHUMBIIIEYHOTO WM TMOJKOXHOTO BBEICHHS TJIOKArOHA C MOCJICIYIOIIUM IEepPOPaTbHBIM
NPUEMOM YTJICBOJIOB TIIOCJIE JOCTAaTOYHOTO BOCCTAHOBJICHWS TNalMeHTta. l[lanueHTam, He
OTBEYAKOIIUM Ha TEPAIUIO TIIFOKaroHOM, HEOOXOJMMO BHYTPHBEHHOE BBEJICHUE pPacTBOpa
JIEKCTPO3bI (TJIFOKO3bI).

B cnydae HaxoxJeHHS TMMalMeHTa B KOMATO3HOM COCTOSHUM  TIIOKaroH BBOJMUTCS
BHYTPUMBIILIEYHO WM IOAKOXKHO. IIpyM OTCYyTCTBUM IJIIOKaroHa WIH B ClIy4ae OTCYTCTBUS Y
MarUeHTa peaklid Ha BBEJCHHUE TIIIOKArOHa HEOOXOJMMO BHYTPHUBEHHOE BBEJICHHE PacTBOpa
JEKCTPo3bl (T0K03bI). [locie BOCCTAaHOBICHHS CO3HAHUS MAIMEHTY HEOOXOIUMO JaTh IHIILY,
00raryro yrieBoJaMH.

MoryT noTpe6oBaThCsl CTaOMIIbHBINA IPUEM YTIICBOJIOB M HAOIIIOJICHHUE 32 COCTOSIHUEM TallUCHTA,
TaK KaK MOCJIe BUJUMOTO KIIMHUYECKOTO YIIYUIICHUSI BO3MOXCH PELUIUB TUITOTTHKEMIH .

O nepeHeceHHOW THMOTIMKEeMUH He00X0IMMO HH()OPMHUPOBATH JICUAIET0 Bpaya.

5. ®APMAKOJOTHMYECKHUE CBOMCTBA
5.1. dapmakoguHaMU4YeCKHe CBOMCTBA

®dapmakoTepaneBTUUYECKas TpyIa: CpeCTBa AJisl JICUCHUs CaXapHOTO JradeTa; MHCYJIUHBI U UX
AQHAJIOTW; UHCYJIMHBI KOPOTKOT'O JACHCTBUS U UX aHAJIOTH JIJI1 UHBEKIIMOHHOTO BBEACHUA.
Kon ATX: A10AB04

MexaHu3M ASHCTBHUS

OCHOBHBIM JeHCTBHEM HWHCYJIMHA JIU3IPO ABJIACTCA PCTYJIALNA MeTa0oJIM3Ma TITFOKO3EL.

KpOMe TOIr0, HMHCYJIMHBI 06J'Ia,[[aI-OT aHa0OJIMYCCKMM M aHTHKATa0OINYCCKUM JICCTBUEM Ha
Pa3JINYHbIC TKAHHU. B MplmeyHoi TKaHU MNPOUCXOAUT YBCIUMYUCHUC COACPIKAHUSA TJIMKOI'CHA,

JKUPHBIX KHUCJIOT, TJIMIIEPOJIa, YCHIICHHE CHHTe3a Oelka W BCAaChIBAHUS aMUHOKHCIIOT, C JPYTrou
CTOPOHBI, MPOUCXOAUT CHUKEHHUE TJIMKOTEHOJIM3a, TIIOKOHEOTeHe3a, KETOTeHe3a, JIMIOJIN3a,
KaTabojm3Ma OCIKOB U BRICBOOOXKICHUS aMUHOKHCIIOT.

WHCcynuH nu3npo XapakTepu3yercs OBICTPBIM HAayaloM JIeHCTBUS (IpUMEpHO udepe3 15 MUHyT
MocJie BBEJICHUS), YTO MO3BOJISIET BBOJAUTH €r0 HEMOCPEACTBEHHO Nepe]] HayalloM MpHeMa MHUIIN
(8 Teuenue 0-15 MUHYT A0 eAbl), IO CPAaBHEHUIO C PACTBOPUMBIM YEIOBEYECKHUM HHCYIMHOM
(BBomuMBIM 32 30-45 MUHYT 110 e1b1). MHCYITHH JU3MPO OBICTPO OKa3bIBAET ACHCTBHE U 00IamaeT
0ojyee KOPOTKOW MPOJOIDKUTENBHOCThIO JEHCTBHS (OT 2 10 5 4YacoB) MO CpaBHEHHUIO C
PaCTBOPUMBIM YE€JIOBEYECKUM WHCYITHHOM.

Knuandeckuwe WCCIeNOBaHUAS C YYacTHEM IAlMEHTOB C caxXxapHbIM juaberoM 1 wu 2 Thra
MPOJIEMOHCTPUPOBAIIM  OOJiee HHU3KUH YPOBEHb TMOCTIPAHIUATBHON THIEPTIUKEMHH TPHU
MPUMEHEHUN WHCYJIMHA JIU3TPO TI0 CPAaBHEHHUIO C PACTBOPHUMBIM YEJIOBEUECKUM HHCYTUHOM.

Kak u 1151 Bcex nmpenaparoB MHCYJIMHA, TPOJIOJKUTENBHOCTD ACMCTBUSL MHCYJIMHA JTU3MPO MOXKET
BAPbUPOBATh Y PA3JIMUHBIX MAIlMEHTOB WJIM B Pa3Hble MEPHOJIbI BPEMEHU Y OJTHOTO U TOTO XKeE
MalUeHTa W 3aBUCUT OT J03bl, MECTa BBEICHHUS, KPOBOCHAOXKEHHS, TEMIIEpaTypbl Tela W
bu3nyecKkoil aKTUBHOCTH. THUNMUYHBIA MPOPMIb AaKTUBHOCTH WHCYJIMHA JIM3MPO IOCIHe
MOIKO’KHOTO BBEJICHUS TIPE/ICTABIICH HUKE.

10
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JlanHblii rpaduK OTpaskaeT KOJIMYECTBO TITFOKO3bI, HEOOXOIMMOE JUIsl TOAJepKAHUs B IETbHON
KPOBH CyOBEKTa KOHIICHTPALIMHU TIIOKO3bI, OJM3KOW K YPOBHIO TJFOKO3BI HATOIIAK, U OTPAXKAET
3P PEKT 3TUX UHCYIMHOB HAa META00IM3M TIIFOKO3HI C TEUEHHEM BPEMEHHU.

Knuaunueckast 3 QeKTUBHOCTD M 0€3011aCHOCTh

beutn poBeieHbl KIMHUYECKUE MCCIIEI0OBAHUS C ydyacTHeM JeTel (61 mamueHT B Bo3pacrte oT 2
1o 11 net), a Takxke AeTedl n moapocTtkoB (481 mamueHT B Bo3pacte oT 9 a0 19 ner) ¢ nemnsto
CpPaBHEHMSI MHCYJIMHA JIU3MPO U YeIIOBEUYECKOr0 PaCTBOPUMOTO MHCYJIMHA B IaHHOM MOMYJISALIUU.
dapMakoJMHAMHYECKUN TPOQPHIIb MHCYIMHA JU3IPO Y AeTel ObLI CX0XK C TAKOBBIM Y B3POCIBIX

HAIEHTOB.
Bbbuto mokazaHo, YTO TPW HCIOJB30BAaHUM CHCTEM ISl HENPEPHIBHOW MOJKOXKHOW MH(Y3UU
uHCyIMHA (MH(Y3HOHHBIX TIOMII) JICYCHHUE HMHCYJIMHOM JIM3IPO MPUBOJIUT K 00Jee HU3KUM
YPOBHSIM TJIMKMPOBAHHOTO T€MOIVIOOMHA IO CpPAaBHEHUIO C YEJIOBEYECKUM PacTBOPUMBIM
WHCYJIMHOM. B  [BOWHOM CIJIETIOM TNEPEKPECTHOM HCCIIEIOBAHMM CHUIKEHUE YPOBHSA
[JIMKHPOBAHHOT'O reMOrao0uHa nocie 12-HenensHoro BBeaeHus coctaBuio 0,37 % i nHCYIMHA
au3npo 1o cpaBHeHuto ¢ 0,03 % ans pacTBOpUMOro yenoBedeckoro uucyanHa (p = 0,004).
CormacHo pe3yiapTaTaM NPOBEACHHBIX KIMHUYECKMX HCIBITAaHUH, Y NAIMEHTOB C CaXxapHbIM
nuabeToM 2 THMa, MOJIy4YarollMX MaKCHMAallbHbIE J03bl IPEnapaTtoB CyJIb(HOHUIMOYEBUHBI,
no0aBiIeHHEe WHCYJIMHA JU3MPO K TEpanuyd 3HAUYUMO CHIXKAEeT YpPOBEHb TIJIMKMPOBAHHOIO
reMorJIoOMHa MO CpaBHEHHMIO C HPUMEHEHHEM TOJBKO IMpenapaToB Cyab()OHUIMOYEBUHBI.
CHM)KeHue ypOBHS TJIMKMPOBAHHOTO IE€MOIVIOOMHA TakXe IpeJroJiaraeTcsd Npu NPUMEHEHUU
JIpPYruxX TpenapaToB HWHCYJIMHA, HAPHUMEpP, PACTBOPUMOIO YEJIOBEYECKOIO HHCYJIMHA WU
MHCYJIMHA U30(aH.

KnuHuyeckne wucciegoBaHusl C ydacTHMEM MAIlMEHTOB C caxapHbIM jauaberom 1 u 2 Tuma
IIPOJEMOHCTPUPOBAIIA COKPALIEHUE YMCIIA STIM30/10B HOUHOW IMIIONVIMKEMHH B IPYIIIE HHCYJINHA
JU3IPO IO CPABHEHUIO C TPYIION, IOJy4aBIIEH PacTBOPUMBINA YEIOBEUYECKUN HMHCYIMH. B
HEKOTOPBIX HCCIIEJJOBAHUSIX YMEHBIICHWE 4YHCJIa SIU30J0B HOYHOW THIOTIMKEMHH ObLIO
ACCOLIMHMPOBAHO C MOBBIIIEHUEM YaCTOTHI 3MHU30/I0B IHEBHOI T'MIOTITUKEMHUH.
['mrokoauHAMUYECKU OTBET Ha MHCYJIMH JIU3MPO HE 3aBUCHUT OT (QYHKIUHU MOYEK WJIM TEeUEHHU.
['mrokoauHAMUYECKHE Pa3IMuusl MEX]Y HMHCYJIWHOM JIM3NPO U PACTBOPUMBIM YEIOBEYECKUM
UHCYJIMHOM IO JAaHHBIM  OJYTJIUKEMHUYECKOTr0 THIEPUHCYIMHEMHYECKOrO0  KIIMII-TeCTa
COXPaHSUIUCh HE3aBUCUMO OT (DYHKIIMU MOYEK.
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b

YeIIOBEUYeCKHM WHCYJIMHOM B MOJISPHOM OTHOIICHUHU, HO ero 3(QexT mposBusercs ObicTpee U
npooIDKaeTcst 6osiee KOPOTKOE BpeMsL.

5.2. dapmakoKkHHeTHYeCKHe CBOIiCcTBa

[Tocne moIKOKHOTO BBEJACHUSI MHCYIUH JU3IPO OBICTPO BCACHIBACTCS U IOCTUTAET MAaKCUMAJIbHOM
KOHIleHTpauun B KpoBu depe3d 30-70 muHyT. s OLEHKHM KIMHUYECKOW 3HAYUMOCTH
KMHETUYECKUX CBOMCTB OoJiee 11e1eco00pa3HO U3YYUTh KPUBbIE MOTPEOJICHHS TIIIOKO3bI (Kak
0TMeYajIoch B pasaene 5.1).

IloyeyHas HEIOCTATOYHOCTh

[Tpu BBeJeHMH MHCYIIMHA JIM3MPO Oosiee OBICTPOE BCACHIBAHHE IO CPABHEHUIO C PACTBOPUMBIM
YeJIOBEYECKHM HMHCYJIMHOM OTMEYAeTCsl M Y NAIMEHTOB C HapyIICHUSMH (YHKIHUU MOYeK. Y
NAIMEHTOB C CaxapHBIM JAUA0ETOM 2 TUMA C PA3UYHOW CTETEHBIO MOYEYHONH HEJOCTATOYHOCTH
pasnmuuns B (papMaKOKMHETHUECKUX MapamMeTpax MEXIy MHCYJIMHOM JIM3IPO U PACTBOPHUMBIM
4eJI0BEYECKUM MHCYJIMHOM COXPAaHSIMCh B HE3aBUCUMOCTH OT CTEIIEHH BBIPAKECHHOCTH [TOYEYHOU
HEJOCTaTOYHOCTH.

IleyeHOUHAs HEIOCTATOYHOCTh

[Ipy BBeAECHHM HWHCYIMHA JH3MPO Y MANHEHTOB C HAPYIICHUSIMH (YHKIUH I[CUCHU TaKKe
oTMedaeTcsi Ooiee OBICTpOe BcachlBaHME M Oosiee OBICTpas ANMUMHHAIMSA 10 CPABHEHHUIO C
PACTBOPUMBIM YCJIIOBCUCCKHUM MHCYJIIMHOM.

6. ®APMAIIEBTUUYECKHUE CBOWCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BELECTB

Merakpe3son

I'munepon

Harpus runpodocdar renraruapat

[Muuka oxcun

Bona nns nHbeknmit

XnopuctoBogopogHas kuciioTa passenacHras 10 % u/mmm mHatpus ruaporcuaa pactsop 10 % (s
koppekiuu pH)

6.2. HecoBMEeCTHMOCTD

B cBsA3M ¢ OTCYTCTBHEM MCCIIEIOBAaHNN COBMECTHMOCTH, JAHHBIM JICKAPCTBEHHBIN Mpernapar He
CJeNyeT CMEUIUBATh ¢ APYTMMHU JIEKAPCTBEHHBIMU IIPEIapaTaMu.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)
2 roza.
6.4. OcoOble Mepbl MPeI0CTOPOKHOCTH NPH XPaHEHUH

/o nepsoeo eckpoimust
XpaHUTh B 3aIIUIIEHHOM OT CBETa MecTe mpu Temriepatype ot 2 a0 8 °C. He 3amopaxuBath.
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o

Tocne nepeoco 6CKpblmusl

Haxonsmuiicst B ynorpebiaeHun npenapat B KapTpUKe U IMIMPHUI-PYyUKe CIEAYyeT XPaHUTh TpU
temriepatype He Bbiie 30 °C. He 3amopakuBaTh. 3ammmars ot ceeta. Llnpui-pyuky He cnegayer
XPaHUTh C MPUKPEIUICHHOW UTJION. 3alIUTHBIM KOJIMAYOK JIOJDKEH OBITh HAJET HA HINPUI-PYUKY
MOCJIE KAKI0W HHBEKLMU I 3aIUTHI OT COJIHEUHBIX JyYEH.

6.5. XapaxkTep u coJep:KaHue MEPBUYHOIH YIIAKOBKH

PunJlus, 100 ME/ MJI, PaCTBOP AJIsI BHYTPUBEHHOI'O M IMOJKOXHOI'O BBEACHUA B KapTPUIKE

[To 3 mn B OecuBeTHbIE CTEKJISHHBIE KapTPUKM HEUTPAJIbHOIO CTEKIA C IUIyHXKEpaMu
PE3MHOBBIMU, OOKaTaHHblE KOMOMHMPOBAHHBIMU KOJIIAUKaMU W3 AIIOMHUHUSA C JMCKAMU
PE3UHOBBIMH.

Ha kax b1l KapTpHIK HAKJICUBAIOT 3TUKETKY U3 IUICHKU ITOJIMNponuiaeHoBoi. [1o 5 kaprpumkeit
B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 TUICHKH TOJIMBHHWIXJIOPUIHON U (OJIBIU ATFOMUHUEBOU
WIA B OJIUCTEP-TIOKEMEHT W3 TUIGHKA MOMUBHHHUIXJIOpHIHOW. [lo 1 KOHTypHOH sueiikoBon
YIaKOBKE WM MO 1 OIUCTEpy-I0KEMEHTY C JIMCTKOM-BKJIAJBIIIEM IOMEIIAOT B IMAdKy H3
KapTOHA.

PunJIuz, 100 ME/MJ’I, PaCcTBOpP AJisd BHYTPHMBCHHOI'O M ITOJKOKHOI'O BBECACHHUA B ITPCABAPHUTCIIHLHO

3anojHeHHoU mnpui-pyuke Punacrpa Il muin Punacrpa 111, wiau Geropharm Pen

[To 3 M B OCCIBETHBIC CTEKISHHBIC KAPTPUHKH HEHUTPATBHOTO CTEKIA C IUTYH)KEPaMH
PE3MHOBBIMH, OOKAaTaHHbIC KOMOWHUPOBAHHBIMH KOJIAYKaMH W3 AJIOMUHUS C JUCKaMHU
PE3UHOBBIMH.

KapTpumk ycTaHaBIMBAIOT B TUIACTUKOBYIO MYJIBTHIO30BYIO OJHOPA30BYIO IIPHUI-PYYUKY JIJIS
MHOTOKpaTHbIX MHbekuuii Punactpa Il, unu Punactpa Ill, mniu Geropharm Pen. Ha kopmyc
KaXI0M INMNPUI-PYYKH HAKJICUBAIOT OSTUKETKY U3 IUICHKH MoJunponuicHoBo. I[lo 5
MpeIBAPUTENHHO 3aMOJIHEHHBIX MYJIbTUI030BbIX OJJHOPA30BBIX IITIPUII-PYUEK TSI MHOTOKPATHBIX
unbekiuit Punactpa Il, umu Punactpa Ill, wnu Geropharm Pen ¢ nmucTkom-BKIaabImieM u
WHCTPYKITUEH 110 UCTIOJB30BAHUIO IIMPHUI-PYIKH IIOMENIAIOT B IMTAYKY U3 KapTOHA.

6.6. OcolOble Mepbl MNPeIOCTOPOKHOCTH TPH  YHHYTOKEHHHM  HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXOJA0B, TMOJYYEHHBIX IOcjde TNpPHUMEHEeHUs
JIEKapPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHUIYJIsIMHU ¢ NpenapaTom

Ykazanus no npumenenuio u obpawenuio

YroObl MpeOTBPATUTh BO3MOXKHYIO INepeaauy 3a00J7eBaHUM, KaXKAbIH KapTpUIK WIN IIIPHULL-
pydKa JOJIKHBI UCIIOJIB30BAThCS TOJIBKO OJHUM ITALIMEHTOM, JaXe IPH YCIOBUM 3aMEHBI UTJIbI HA
mnpui-pydke. [locne kaka10il UHBEKIUU UTITY CIENYET YTUIU3UPOBATD.

Kaprpumkn unHCcynmHa smmsnpo PunJIn3 crnemyer uCnosb30BaTh TOJBKO € IIIIPHUI-PYYKAMH
Xymallen Cassuo, Xymallen Jlrokcypa T, Puncallen I, Puncallen II B coorBercTBUUM C
PyKkoBOICTBOM 110 MCTOJIB30BAHUIO, IPEAOCTABIECHHBIM IPOU3BOIUTEIIEM YCTPOMCTBA (CM. pa3aen
4.4).

He Bce 3T mmpui-pydku MOTYT OBITH TOCTYIIHBI ISl peaji3allii Ha TeppuTOprH Bareii crpaHsl.

Toozomoska k esedenuio
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UCTIOJIb30BaHUIO MYTHBIH, 3aTyCTEBILINH WK c1a00 OKpAIIEHHBIH pacTBOP Mpernapara, WiH eciiv B
HEM BHU3YAJILHO OIPEIEIAIOTCS TBEPIBIE YACTULIBI.

[lepen ucnonb30BaHUEM BBRIOPAHHON IINIPUI-PYYKHA HEOOXOMMO 03HAKOMUTECS ¢ PykoBoacTBOM
IIPOU3BOJUTEIISL, KOTOPOE IPHUJIAraeTCcs K KaKA0W Immpuin-pydke. Ilpu ycraHoBke kapTtpumka B
HINPHUL-PYYKY, HPUKPEIUVIEHUM MIVIBI W IPOBEACHUU HWHBEKIMHM MHCYJIMHA HEOOXOIUMO
BBITNOJIHATh MHCTPYKIIMH TPOU3BOUTEIS, KOTOPBIE IPUIIATAOTCS K KaXKI0M IIIPUILI-PYUKE.

Cmewusanue UHCYIUHOS
He cmemmBaiiTe npenapaTsl HHCYJIMHA BO ()JIAKOHE C MPENapaToM MHCYJIWHA B KapTPUDKE (CM.
paznen 6.2).

Bseoenue
1. Boimoiite pykH.
BriOepuTe MecTo i UHBCKITUH.
[ToAroToBBTE KOXKY B MECTE€ UHBEKIIUU B COOTBETCTBUU C PEKOMEHIAIMSIMH Bpaya.
CHUMUTE C UIJIbl HAPY>KHBIN 3aIUTHBINA KOJIIAYOK.
3adukcupyiiTe KOy, HaTSAHYB €€ UK coOpaB e€ B OOJBIIYIO CKIAJIKY.
BBenure uriy moJKkoKHO U BBIOJHUTE UHBEKIMIO B COOTBETCTBUU C MHCTPYKLUEH IO

oM

WCIIOJIB30BAHUIO IIIPUL-PYUKH.
7. VI3BieKuTE ULy U OCTOPOKHO MPUKMUTE MECTO HHBEKIIMU BATHBIM TAMIIOHOM B TEUEHUE
HECKOJIBKMX CeKyH[. He pactupaiite MecTO MHBEKIIUH.
8. Tlonb3ysich Hapy>KHBIM 3aIIUTHBIM KOJITAYKOM UTJIBI, OTBEPHUTE UIITY U YTUIH3UPYHTE €€.
9. HanenpTe KOJMAaYOK Ha MIIPUL-PYUKY.

Het ocobbix TpeboBanuii k yrunusanuu. Beck octaBmiuniics JeKapcTBEHHBIN Mpenapar U OTXO/bI
clenyeT YHUUTOXHUTh B YCTAHOBJIEHHOM MOPSAKE.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccniickas @enepanns

000 «I'EPOD®APM»

191119, r. Cankr-IleTepOypr, yi. 3BeHUTOpOACKAs, 1. 9
Temedon: (812) 703 79 75 (MHOTOKaHAILHBIH )

®axkc: (812) 703 79 76

Anpec 31ekTpoHHOM mouThl: iInform@geropharm.ru

7.1. TIpeacraBuTeJb Aep:KaTe/isl PeriCTPALMOHHOIO YA0CTOBEpPeHusl

[Iperen3un HOTDG6I/ITCJ'ICI71 HalnpasJIATH 110 aApPECY.

Poccuiickas ®@eoepayus

000 «'EPODAPM»

196608, r. Caukt-IlerepOypr, r. [lymxkun, ueBckuit npoesn, 1. 4, ctp. 1
Tenedon: +7 (812) 493 55 01

dakc: +7 (812) 493 55 69

Tenedon ropsiueit muuuu: 8 800 333 43 76 (3BoHOK 10 Poccuu GecraTHbIN)
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SrextporHas moura: inform@geropharm.ru, faimakonadZ @/dErabtar coigH O To 0013)

Kuipevizckaa Pecnybauka

UIT Registrarius
Opuanueckuii anpec: Kazaxcran, r. Anmarsl, 050060, bocTaHabIKCKHI paiilOH, XKUII0N KOMITJIEKC

borannueckuii can, nom 12

®daxrudeckuii anpec: Keipreizckas Pecniy6omuka, 720017, . bumkek, yin. TaOsimmanuesa, gom 11,
oduc 21

Tenedon: +996 557 907 083

OnekrponHas modra: farmakonadzor@geropharm.com, kg-pv@geropharm.com

Pecnyonuxa Kazaxcman
UII Registrarius

IOpuanueckuii anpec: Kazaxcran, r. Anmats, 050060, bocTanibIKCKHii paiioH, XKHIJIOH KOMILIEKC
boranndeckuii cazx, 1oM

®akTuueckuit anpec: Kazaxcran, r. Anmarsl, 050060, bocTaHABIKCKUI palioH, KUJIOH KOMIUIEKC
borannueckuii can, oM

Tenedon: +7 727 313 1207

OnekTponHas noura: farmakonadzor@geropharm.com, kz-pv@geropharm.com

Pecnybnuxa benapyco
000 «I'EPOD®APM)»

®axrtuyeckuii agpec: 196608, r. Cankr-IlerepOypr, r. [lymkun, SueBckuii mpoesn, a. 4, ctp. 1
Tenedon: +7 (812) 493 55 01

®daxkc: +7 (812) 493 55 69

Tenedon ropsueii muann: 8 800 333 43 76 (3BoHOK 10 Poccuu GecruraTHIiN)

DnexTponHas moyra: inform@geropharm.ru, farmakonadzor@geropharm.com

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHUSA
JITT-Ne(000346)-(PT-RU)

9. JIATA TMEPBUYHOM PETUCTPALIMUA (IIOATBEPXKJIEHHUS PETUCTPALIUH,
INEPEPETUCTPALINN)

Mara nepsoii peructpanun: 01.09.2021

10. JATA IEPECMOTPA TEKCTA

OO61mas xapakTepHucTHKa JieKapcTBeHHOro mnpenapata PunJluz goctynHa Ha mHGOpMalmOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOTO CO03a B MH(GOPMAIMOHHO-KOMMYHUKAIIMOHHOW CEeTH
«Murepuer» https://eec.eaeunion.org.
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