COOTEBETCTEYET 3KI( .
ot 21.11.2024 N= 25]

OBIIASI XAPAKTEPUCTHKA JI EKAP&%EE%I%HFM&H&

MY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Hekcnipa, 20 Mr, Kancysbl KUILIEYHOPACTBOPUMBIE.

Hexkcrmipa, 40 mr, Kancysibl KAILIEYHOPACTBOPHUMBIE.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BENIECTBO: 330MENpa3o.

Hexkcmpa, 20 Mr, Karcyibsl KUIIEYHOPACTBOPUMBIE

Kaxxmast kuieuHopacTBOprUMasi Karcyia COACPKUT 330MeIpa3oll, CyocTaHuo-nesneTs 22,5 %,
3KBUBAJICHTHYIO 20 MI 330Menpa3oa.
BcrnomoratenbHble BelecTBa, HaJM4KUe KOTOPBIX HAIO YUUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npemnapara: caxaposa (cm. paszuen 4.4).

Hexkcmpa, 40 Mr, Karcyisl KHIIEYHOPACTBOPUMBIE

Kaxxgas xuieuHopacTBOprUMasi Karcynia COAEP KUT 330MEeTpa3oll, CyOcTaHIuIo-TieseTsl 22,5 %,
9KBHUBaJICHTHYIO 40 Mr 330Menpasoia.
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: caxaposa (cm. paszuen 4.4).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEIECH B paseie 6.1.

3. JEKAPCTBEHHAA ®OPMA

KaHCYJ'IBI KHIICYHOPACTBOPHUMEBIC.

Hexkcnpa, 20 Mr, Kancysbl KHIIEYHOPACTBOPUMEIES

Kamncynel TBepabie >xenatuHoBble Ne 2. Kopmyc cBersio-ceporo IBeTa, KpbIllIedKa CBETIIO-
PO30BOr0O LIBETA, HENPO3PAYHBIE.

Coneprxumoe Karcyi — ceprudeckre NeuieThl, MOKPbIThIe 000I04K0i 0e10T0 UK MOYTH Oesoro
LBETA.

Hexkcmpa, 40 Mr, Karcyisl KHIIEYHOPACTBOPUMBIE

Kancyner TBepaple xenatuHOBele Ne 2. Kopmyc M KpbllIedka CBETJIO-PO30BOrO IBETA,
HEIPO3payvHbIe.
Conepxumoe Karcyin — cpeprudeckre NeueThl, MOKPBIThIe 000I04KO0N 0€10Tr0 UiTH MOYTH Oesoro

IIBETA.
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4. KINHUYECKHUE JAHHBIE (NOCNEOCBATENEHOCTE 0000)

4.1. Iloxka3aHusi K NPUMEHEHUIO

IIpenapat Hekcrnpa mokasaH K MpUMEHEHHIO Y B3POCIBIX 1 IIOJIPOCTKOB B BO3pacTe crapiie 12 jieT

I'acrporsodareanshas pedurokcHas 601e3us (I'IPB):

- JIe4YeHHUE FPO3UBHOTO pedrrokc-330(daruta;

- JUIITENBHOE TOJJICP)KUBAIOIICE JICUCHUE TIIOCIE 3a)KMBICHUS 3PO3UBHOTO pedIItoKc-
330(QaruTa i NpeA0TBPAIICHUS PEIUINBA;

- cumnToMarudeckoe ineyenue I OPB.

IIpenapat Hekcnpa mokasaH K IPUMEHEHHIO V B3POCIIBIX

SI3BeHHast 0OJIE3HB KETyIKa U IBCHAAATUIICPCTHON KHUIIIKH.

B cocraBe KOMILIEKCHOM Teparnuu:

- JICYCHUE S3BbI IBCHAAIATUIICPCTHOM KUIIKH, acconmupoBanHou ¢ Helicobacter pylori;

- npodHIaKTHKA PEIMIMBOB MENTUYECKOM A3BbI, accoumupoBanHoii ¢ Helicobacter pylori.
JlnuTenbHasT KUCIOTOMOAABISIFOLIAsT Tepanusl y MAlMeHTOB, MEPEHECIINX KPOBOTCUCHUE M3
HENTHYSCKON s13BbI  (TIOCJIe BHYTPHBEHHOIO IPHMEHEHHs IPENaparoB, IMOHMKAFOLINX
CEKPELHIO KeJNe3 JKeNMyAKa, Ul MPOPHUIAKTHKH PELUNBA).

[TareHThl, JTMTEIFHO MPUHUMAOIINE HECTEPOUIHBIC IIPOTHBOBOCHIATUTEIILHbIC MIPETIAPATHI
(HIIBII):

- 3KUBJICHUE A3BbI KETyAKa, CBsI3aHHOM ¢ mpuemoM HIIBIT;

- MpoQUIAKTHKA SI3BBI KEITyIKa W JBEHAIIATHIICPCTHON KHIIKH, CBS3aHHOW C MPUEMOM
HIIBII y manueHToB, OTHOCAIIMUXCS K TPYIIIE PUCKA.

Cunapom  3o/utMHrepa-DIUIMCOHA W JAPYTHE  COCTOSHHS,  XapaKTepH3YIOILIHecs
MaTOJOTUYECKOH THUIEepCeKpelneil jkene3 IKeIylka, B TOM YHCIE HIHONaTHIeCKast

TUIICPCCKPCLIUA.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

Bspocnvie

I'OPb

Jleuenue 3po3uBHOTrO pedirokc-330paruta: mo 40 Mr ouH pa3 B CyTKH B TeUeHUE 4-X HEACIb.
PexoMenayercst MOMOTHUTENBHBIN 4-X HENETbHBIA KypC JI€YEHUS B CIIy4asx, KOrja Imocie
MEePBOTO Kypca JICYSHUs 3KUBJICHHS 330()arnuTa He HACTYMAaeT WJIM COXPAHSIOTCS CUMITTOMBI.
JlnuTenbHOE TOJACPKHUBAIOIIEE JICUCHUE TIOCIE 3a)KUBICHHS OSPO3HBHOIO pedIIroKc-

330(1)ar1/1Ta JJI IPpEAOTBpAICHUA pCUaANBA: T10 20 mr OJWH pa3 B CYTKH.
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e (Cumnromaruueckoe jeuenue I'OPb: 20 mr| oo pégll; ;\;lll'fz'l;ll Q E’[aiﬂlielﬁlfﬂré'eg'é 'a';P“HTa.

Ecniu mnocne 4-x Hedenb JieYeHHs] CHMIITOMBI HE HCYE3alOT, CJIEAYeT IPOBECTH
JONIOJTHUTEIbHOE 00cCiIe[0BaHue naruenTa. [locie yctpaHeHuss CUMIITOMOB MOKHO TeperTH
Ha PEeXUM IpUeMa Mpernapara «mo TpeOoBaHUIO», T. €. MpUHUMaTh npernapatr Hekcmpa mo
20 Mr oiMH pa3 B CYTKHU NMpPU BO30OHOBJICHUU CUMMOTOMOB. [[Jisl manueHToB, TPUHUMAIOIIUX
HIIBII 1 oTHOCSIIMXCA K TPYIIIE PUCKA PA3BUTHS SI3BBI KENYyJIKa WM JBEHAAATUIICPCTHOM
KHIIKHA, HE PEKOMEHIYETCS JICUCHHUE B PEXKUME 10 TPEOOBAHUIOY.

Hzeennas boneznw OfceflVOKCl u deeHaduamunepcmHoﬁ KUWKU

B cocraBe koOMOMHHPOBaHHOM Tepanuu ¢ meibio spaaukanu Helicobacter pylori:

e JleueHue s3BBI JBCHAIATUIIEPCTHOM KHINKH, acconuupoBanHoi ¢ Helicobacter pylori:
npenapatr Hekcrnipa 20 mr, amokcunwiinH 1 r U xkiaputpomunvid 500 mr. Bee mpenapatsl
MIPUHUMAIOTCS JIBa pa3a B CYTKH B TeueHUe | Heenu.

e [lpodunakTika penuMBOB MENTHYECKUX s3B, accouuupoBanHbix ¢ Helicobacter pylori:
npenapatr Hekcrnipa 20 mr, amokcunwinH 1 r u knaputpomutud 500 mr. Bece npenapatsi
IPUHUMAIOTCS JIBa pa3a B CYTKH B TeueHHUe | Heaenu.

numenvhas KMCJZOI’I’IOI’IOC)CZGJZIZ}OWClﬂ mepanusi 'y nayuermaos, nepeHecuiux Kposoniedernue u3

nenmu4eckoll s36bl (noczze GHYMPUBEHHO20 NPUMEHREHUA npenapamaoese, NOHUNCAIOWMUX CeKpeuuro

orcenies pecenyoKd, 0 NPoGUAAKMUKY peuuousa)

[Ipenapar Hekcrpa 40 mMr oguH pa3 B CYTKM B TedeHHE 4-X HENEIb IOCIE€ OKOHYAHUS
BHYTPUBEHHOU TEpAIHH MperapaTaMu, MOHKAIOIIMMEI CEKPEIUIO JKeJIe3 KETyIKa.

Tlayuenmoi, oaumenvro npunumarowue HIIBIT

e 3aXMBIICHUE S3BbI )KeIyAKa, cBsi3aHHOM ¢ npuemoM HIIBII: npenapar Hekcnpa 20 ninu 40 mr
OJIMH Pa3 B CYTKH. JJJTUTEIBHOCTD JIEUEHUS COCTABIAET 4-8 HENEINb.

e [IpodwmnakTuka s3BBI KEIyAKa W JIBEHAJLUATHIIEPCTHOM KHUIIKH, CBS3aHHOM C NPHUEMOM
HIIBII: npenapar Hekcrnpa 20 nnu 40 Mr oiuH pa3 B CyTKH.

COCI’YIO}IHM}I, CBA3AHHbIE C NAMOJIO2UYECKOU 2unepcekpeyuelt icenes ofcefzydka, 6 Mmom _uucie

CUHOPOM 30/IUH2epa-INAUCOHA U UOUONAMUYECKAs 2UNepCceKpeus

Pexomennyemas HauanbHast 103a npenapara Hekcrpa - 40 mr nBa pasza B cyTku. B nanbHeiimem
71032 TOJOUpaeTcss WHAMBHUIYAIbHO, JIUTENBHOCTh JICUEHHs OIpPENeNsaeTcsl KIMHHUYECKOU
KapTUHOW 3a0oseBaHus. MiMeeTcs ombIT MpUMEHEHHs IpenapaTa B go3ax 10 120 mr 1Ba pasa B

CYTKH.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywenuem ¢hyHKkyuu novex
Koppekuust o361 npenapara Hekcnpa He TpeOyeTcs. OHaKo OMBIT MPUMEHEHHS 330MeMnpas3ofia y

MAIUEHTOB C IMOYCYHOW HEJIOCTATOYHOCTBIO TSDKEJIOW CTEIICHW OTPAHWYCH; B CBS3M C 3TUM, MPH
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Ha3HayeHuH npenapata Hekcmnpa Takum 1e uHeHTalJin ‘E&H%':E%E%Hhﬂ: I:;)(]‘:T?)II;IC;;I—%%I)CTB

(cM. pasnen 5.2).
THayuenmoi ¢ HapywieHuem QYHKyuU neveHu
[Ipy meyeHOYHOM HENOCTATOYHOCTU JIETKOW U CpeNHEH CTENEeHH TSKECTH KOPPEKIUs H03bI
npenapata Hekcrpa e tpeGyercs. /[ manueHTOB ¢ MEYEHOYHOW HETOCTATOYHOCTHIO TSHKETION
CTENEHN MaKCUMaJlbHasi CyTOYHas J03a He JI0JKHA npeBblmaTh 20 Mr (cM. pasnen 5.2).
Tlayuenmui nodxcunozo eospacma
Koppekuus no3s1 npenapara Hekcnpa He TpedyeTcsi.

eTu
Hemu 6 so3pacme om () 0o 12 rem
Bbezomacnocth u 3 dexTuBHOCT, Tpenapara Hekcrpa y nereit B Bo3pacte ot 0 mo 12 met Ha
JAHHBIA MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.
Lemu c ' OPb 6 6ospacme cmapwe 12 nem
Pexxum nosupoBanus st aereid ¢ 'OPB B Bozpacte ot 12 10 18 sier He oTiiMyaeTcst OT pexuma
JIO3UPOBAHUS JJIs1 B3POCIIBIX.
bezonacnocts u 3ddexTrBHOCTS Mpenapara Hekcnpa y nereit B Bozpacte ot 0 go 18 et mo
JpyruM nokaszanusm kpome I'OPDB He ycTaHOBIEHBI.

Cnoco0 nnpuMeHeHus

Buyrps. Kamcyny crienyer mporiaTeiBaTh LEIMKOM, HE pa3KeBbIBas, 3aluBas HEOOJbIIUM
KOJIMYECTBOM KUJIKOCTH.

Jns manueHToB € 3aTPYAHEHHBIM TJIOTAHUEM COJAECPKUMOE KalCyidbl MOKHO BBHICHINIATH B
MOJIOBUHY CTaKaHa HEra3UPOBaHHOM BOJIbI (HE CIIeAYeT UCIIONIb30BaTh IPYTUe KHUAKOCTH, TaK KaK
3aluTHAs 00O0JIOUKA MEJJIET MOXET PacTBOPUTHCS), pa3Mellarh, MOCIE Yero B3BECh MEUIET
cienyeT BBINUTH cpa3y uiau B TeyeHue 30 MuHYT. 3aTe€M CHOBA HAIMOJIHUTH CTaKaH BOJOH
HaIlOJIOBHHY, OTIOJIOCHYTh CTEHKH CTaKaHa, pa3MeIlaTh OCTATKU U BbIMUTH. llenneTsl He cnenyeT
pa3KeBbIBaTh UM Pa3/1aBlIUBaTh.

[TaruenTam, KOTOpbIE HE MOTYT CaMOCTOSITENBHO TJIOTaTh, COAEPKUMOE KallCysl CleayeT
pacTBOPUTh B HETA3MPOBAHHOM BOJE M BBECTH 330MENpPa30Jl 4YEpEe3 HA30racTPaJIbHBINA 30HI.
BaxxHo, mpoBepuUTh COOTBETCTBUE BHIOPAHHOIO IIMPHIIA U 30HIA MAJIsS BBIOJHEHUS IaHHON
npoueaypsl. UHCTpyKIKs 1O MOATOTOBKE M BBEJCHUIO MperapaTa 4epe3 Ha30racTpaabHbIA 30H]

npuBeieHa B paznene 6.6.

4.3. IlpoTuBONOKA3aHUS
® THUIEPYYBCTBUTEIBHOCTH K 330METNPA30IIy, 3aMEIICHHBIM OCH3MMHIa301aM HITH K JII000MY 13

BCIIOMOT'aTCJIbHBIX BCHICCTB, ICPCUUCIICHHBIX B pa3JiCiic 61,
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‘noC CB.A HOC TR Q000
e 5330MEMNpPa3oNl HE JOJKEH NPUHUMATHCA <OBMeCT1'{EI T"';%{@BMEHI' Ecbllrl a'EI-'II/IIDOM

(cm. pazzen 4.5).

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

IIpenapar Hekcnpa ciieqyer ¢ OCTOPOKHOCTBKO NPUMEHATH Yy MALMEHTOB C IOYEYHOH
HEJ0CTAaTOYHOCTBIO TSYKEJION CTENEHU (OIBIT IPUMEHEHNS OTPAaHUYEH ).

B peaxux cayyasx y DalMEHTOB, JIUTEIBHOE BPEMs IPUHUMABIIMX OMENpPA30, IIpH
TUCTOJOTMYECKOM HCCIIEIOBAaHUM OHONTATOB CIM3MCTOM OOOJIOUKH Tela KeNyAKa BBISBIISIICS
aTpoduYecKuil apTpur.

Oco0ble yKa3auus

[Ipy mosiBIEHUM TPEBOKHBIX CUMITOMOB (HalpUMeEp, TAKUX KaK 3HAYMTEIbHAs CIOHTaHHAas
[O0Teps. MacChl TeJla, IOBTOPHAs PBOTA, JUC(arusi, pBoTa ¢ IPUMEChI0 KPOBH UJIM MEJICHA), a TAKKe
IpU MOJO03PEHUU WIM BBISBICHUM SI3BBI JKEJy/IKa HEOOXOJMMO HCKIIOUUTH 3J10Ka4eCTBEHHOE
HOBOOOpa30BaHMe, IIOCKOJIbKY HpHMEHeHHe Inpenapata Hekcrpa MOXET yMEHBIINUTh
BBIPaKEHHOCTh CUMIITOMOB M OTCPOYUTD [TIOCTAHOBKY JIMarHO3a.

[TaruenTsl, qurenbHo (ocoOeHHO Oosee roaa) mpuHuUMaroue npenapar Hekcrpa, TOJKHBI
HaXOJUTHCS NOJ1 PETYISAPHBIM METULIMHCKUM HAOJII0IE€HUEM.

[TanMeHThl, MpUHUMAIOIIKE Ipenapar «Io TPeOOBaHMIO», JAOJKHBI ObITh MH(GOPMHUPOBAHBI O
HEOoOXOIUMOCTH OOpalleHusl K Bpady [pU HM3MEHEHMM XapaKTepa CHMIITOMOB. YUWTbIBas
Kosie0aHusl KOHLIEHTPAllUK 330MeIpa3oJia B I1a3Me KPOBH IIPU IPUMEHEHUU MIpernapaTa B pexume
«10 TpeOOBaHMIO», CIEAYeT YUYUTHIBATh B3aUMOJICHCTBHE C JPYTUMH JIEKAPCTBEHHBIMU
npenaparamu (cM. paszaen 4.5).

[Tpu mpumeHeHuH 330Merpasosa ¢ 1enbto 3paaukanuu Helicobacter pylori cienyer yuntsiBath
BO3MOKHOE B3aMMOJICHCTBUE MEXJYy KOMIIOHEHTAaMM TpOWHOM Tepanuu. Krapurpomuuux
ABISIeTCd MOIIHBIM MHruOuTOopoM wu3zodpepmenta CYP3A4, nostomy cieayeT Yy4YUTHIBATbh
IIPOTUBONOKA3aHUsI M JIEKAPCTBEHHOE B3aMMOJCHCTBHE KIAPUTPOMHULIMHA TP HAa3HAUYECHUU
TPOWHOI Tepanuu nanueHTam, OJIHOBPEMEHHO IPUHUMAIOIIUM Ipernaparsl,
MeTtabonusupyromuecs nzopepmentom CYP3 A4, Takue kak nu3amnpu.

Kenyoouno-kuuieunvie ungexyuu

Tepanust uHrudbutopamu nporoHHoil nommnsl (MIIII) MoxkeT mpuBECTH K HE3HAYUTEIHHOMY
YBEJIMYEHUIO PUCKAa Pa3BUTHA HHQEKIUOHHBIX 3a00JIEBaHMM >KETyJOYHO-KUIIEYHOTO TpaKTa
(KKT), nampumep, BrI3BaHHBIX OakTepusmu poga Salmonella u Campylobacter spp (cm. pa3aen
5.1).
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A
o
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[ToBpimeHne KoHLEHTpauuu XpomorpannHa A (CgA) B mia3Me KpOBUM MOXET BIIMATH Ha
pE3yJIbTaThl UCCIIEOBAHUM, TPOBOAUMBIX C IIEJIBIO JTUATHOCTUKU HEUPOIHIOKPHUHHBIX OITYXOJIEH.
Bo u3bexanue nanHoro BIMsHUA JeueHue npenapatoM Hekcrpa cienyer npekpaTuTh HE MEHee,
4yeM 3a 5 nmHel a0 omnpexaeneHus: KoHneHTpanuu CgA (cM. pazzaen 5.1) B mmazme kpou. Ecim
koHUeHTpauuu CgA M racTpuHa HE BEPHYJIHCh B JIMAlla30H HOPMAJbHBIX 3HAYEHUH IOCIIE
HAYaJIbHOTO M3MEPEHMUs], CIEAYET IPOBECTH KOHTPOJIBHOE UCCleoBaHKue uepe3 14 nHel nocie
npekpatieHus neuenust UIIIT.

T'unomaenuemus

Bbuiu 3apeructpupoBaHsl cayyau TSKEI0N TMIIOMAarHUEMHUH Yy TTALIMEHTOB, TIOJIYYalOUIUX JIEYEHHUE
I, TakumMHu Kak 330MENpa3oli, Ha MPOTSHKEHUH HE MEeHee 3-X MeCSIEeB M, B OOJBIIMHCTBE
CJIy4aeB, B T€YEHHE rosia. MoryT BOZHUKHYTb TSKEJIbIE IPOSIBIICHNS TUIIOMAarHUEMHUH, TAKHE KaK
YTOMJISIEMOCTD, TETAHMS, NEIUPUHN, CyJOPOTH, TOJIOBOKPYKEHUE U JKEIyJOUYKOBas apUTMHS, HO
OHM MOTYT pa3BUBaThCsI IOCTENIEHHO U MOT'YT OBbITh YIYILLIEHBI U3 BUly. Y MallUEHTOB ¢ HauboJee
BBIPQXCHHBIMU HApPYIICHUSIMU TMIIOMAarHUEMHs] YMEHBIIMIACH T0CJIE 3aMECTUTEIbHON Teparuu
Marauem u ormenst UIIITL

VY nanueHToB, KOTOPBIM IUIAHUPYETCS JUIMTENIbHAs Tepanus Wiy Kotopele npuHumaror WIIII
OJIHOBPEMEHHO C JIMTOKCHUHOM MJIM IIpenapaTaMy, BbI3bIBAIOIIMMU THIIOMarHUEMHUIO (Harmpumep,
JUYPETUKHU), MEAMLIMHCKHE PAOOTHUKU JOJIKHBI INPEAYCMOTPETh BO3MOXHOCTb KOHTPOJIS
COJlep)KaHUsl MarHus B ILIa3Me KpoBu 10 Havana jedeHus HWIIII u nepumonnuecku Bo Bpems
JICYEHUS.

Ilepenomvl wetiku 6eopeHHoU Kocmu, Kocmell 3anicmvsi U NO360HOYHUKA

UIIII, ocoObeHHO MpU NPUMEHEHUHU B BBICOKHX J/103aX M Ha MPOTSKEHUH JUIUTEIBHOIO BPEMEHU
(6onee 1 roga), MOryT yMEpEHHO MOBBIIIATh PUCK IeperoMa IeHku Oeapa, KOocTel 3amsicTbs U
MIO3BOHOYHMKA, NPEUMYILIECTBEHHO Yy JHI MOXWIOIO BO3pacTa WIM IPU HAJIUYUUA APYTUX
BBISIBJICHHBIX (akTOpoB pucka. CorjacHo pe3yibraTaM HaOroaTesnbHbIX ucciaenoBanuii UIIIT
MOTYT MOBBIIIATh pUCK nepesioma Ha 10-40 %. OnpenenenHas cTeneHb Takoro MOBBIIEHUS MOKET
ObITh 0OycnoBieHa ApyrumMu (akropamu pucka. IlanmMeHThl ¢ pUCKOM pa3BUTHUS OCTEONOPO3a
JIOJIKHBI I10JTy4aTh JIEUEHUE B COOTBETCTBUU C ACUCTBYIOLIMMH KIMHUYECKUMHU PEKOMEHIALlAMU
U JIOJDKHBI TOTPEOIISATh JOCTaTOYHOE KOJIMYECTBO BUTaMUHA D U Kanbius.

Ilooocmpas koorcnas kpacuas eonvanxka (IIKKB)

ITpumenenne UIIII cBsizano ¢ kpaiiHe peaxkumu cinydasmu [IKKB. B cinyuyae Bo3HMKHOBEHUS
NaTOJIOTMYECKUX M3MEHEHHH KOXKH, OCOOCHHO Ha OTKPBITHIX €€ Y4acTKaxX, COMPOBOXKAAIOIIUXCS
apTpayirueil, MalueHTy cileAyeT He3aMeIUTENbHO OOpaTHUTHCS 3a MEAMIIMHCKOW IMOMOIIBIO.

Bpauy cnegyer paccmoTpers Bompoc 00 ormene mnpenapata Hekcmpa. IIKKB Bcrencrsue
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npeamectsyromei Tepanuu UIIIT MOXKeT yBeIHYUThL pﬁac'—iiag%ﬂlfﬂ' KRB I:lﬁglﬂ;

tepanuu apyrumu UIIIIL

BcrnomMorarennHble BEIECTBA

Caxaposa
[TanmenTtam ¢ peaKo BCTpedarouielcst HacaeCTBEHHON HEepeHOCUMOCTBIO (PPYKTO3BI, TIFOKO30-
rajlakTO3HOM MasibabcopOmuen nin 1eUITOM caxapas3bl-M30MalIbTa3bl HE CIEAyeT MPUHUMATh

3TOT IIperapar.

4.5. BzaumojeiicTBe ¢ [PYrHMH JeKAPCTBEHHbIMHM IMpenaparaMd M JApyrue BH/IbI
B3auMOeiCTBUS

Bausnaue 330Menpasona Ha (baDMaKOKI/IHeTI/IKV APYTruXx 1mmperiaparoB

Jlekxapcmeennvie npenapamul, 6cacvléanue Komopuix sagucum om pH

CHuXeHue CeKpeluy COJITHOM KUCIIOTHI B XKeIy/Ke Ha (POHE JIeUSHHsI 30MEeIPa30I0M U APYTrUMHU
UIIIT moxeT npUBECTU K U3MEHEHHIO a0COpOLIMYU IIPEnapaToB, BCAChIBAHUE KOTOPHIX 3aBUCUT OT
KHUCIOTHOCTH cpefpl. [1og00HO aHTauugam M JIpyruMm mpernapaTraM, CHHKaIOLIUM KHCIOTHOCTh
JKEJIYZJOYHOI0 COKa, MPUMEHEHHUE I30MENPA30iia MOKET INPUBOJUTH K CHIKEHUIO BCAChIBaHUS
KETOKOHA30J1a, UTPAKOHA30J1a U 3PJIOTHHHOA U MOBBILIEHHUIO BCAChIBAHUS TAKUX IpenapaToB, KakK
JUTOKCHH.

OpnHoBpeMeHHBIN ITpHeM oMmenpasoia B 03¢ 20 M OJUH pa3 B CYTKM M JAMIOKCUHA MOBBIIIAET
61o0CTYIHOCTH AUTroKcHHa Ha 10 % (0M0a0CTYTHOCTD TUTOKCHHA MOBBIIIANIACh HA BEJIMYMHY 10
30 % y ABYX U3 JA€CATU MAIUEHTOB).

W3BecTHO O B3aMMOJEHCTBUM OMEIpa3ojia ¢ HEKOTOPHIMH MPOTHUBOBUPYCHBIMH IMpenapaTaMu.
MexaHu3M M KIMHUYECKOE 3HAYEHHME ATHX B3aUMOJEWCTBUN HE Bcerja M3BeCTHbl. CHIDKEHHE
KHCJIOTHOCTH KeJTyJJOYHOT'O COKa Ha (JOHE Teparnuy OMENpa3ooM MOXKET BIMATh Ha BCaChbIBaHUE
IPOTHBOBUPYCHBIX IpenaparoB. Takke BO3MOYKHO B3aMMOJEHCTBHE Ha YpOBHE H30(epMeHTa
CYP2C19. Ha done Tepanuu oMenpazoyioM 0TMEYAETCs] CHUKEHNUE KOHIICHTPAIIUU B CBIBOPOTKE
KPOBH HEKOTOPBIX MPOTHUBOBUPYCHBIX IHpenaparoB (atazaHaBup u HendunHasup). IlosTomy
OJIHOBPEMEHHOE MNMPUMEHEHHE NPOTUBONOKa3aHO. OIHOBPEMEHHOE NPUMEHEHHE OMEIpas3oiia
(40 Mr omuH pa3 B cyrku) ¢ atazaHaBupoM 300 mr/putoHaBupom 100 Mr y 310pOBBIX
J0OPOBOJIBIIEB COIMPOBOXK/IAETCS BBIPAKEHHBIM yMEHbIIEHHEM OWOJOCTYITHOCTH aTa3aHaBHpa
(momaap moJ KpuBoi «koHueHTpauus-spems» (AUC), makcuManbHasi KOHIIEHTpaIUs B I1a3Me
KpoBU (Cmax) 1 MUHMManbHas KOHIEHTpauus (Cmin) B TUIa3Me KPOBH CHU3WIMCH MPUMEPHO HA
75 %). YBenuuenue 1036l atazanaBupa 10 400 Mr He KOMIIEHCUPOBAJIO BO3ACHCTBUS OMENpa3oia
Ha OMOJOCTYITHOCTh aTa3aHaBUpa.

IIpn OHOBPEMEHHOM NMPUMEHEHHH OMENPA30JIa C CAKBUHABHPOM IMOBBIIIAETCS KOHUEHTpALUs
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(NOCNEQCBATENEHOCTES 0000)

CaKBMHABHpA B CHIBOPOTKE KPOBH.

YuurteiBas cxoaHble papMakOKMHETUYECKUE U (hapMaKOJIUHAMUYECKIE CBOMCTBA OMeMNpasoia 1
330MeMNpasoa, OAHOBPEMEHHOE IPUMEHEHHE 330MEIPa30Jia ¢ IPOTUBOBUPYCHBIMU IpelIapaTaMu,
TaKMMHU KaK aTa3aHaBUp U HEJ(PHUHABHP, TPOTUBOIIOKA3aHO.

Memompexcam

VY HEKOTOpBIX MalMEHTOB OTMEYaJM IOBBIIIEHUWE KOHLEHTPALMU METOTPEKCaTa B ChIBOPOTKE
KpoBu Ha QoHe oxHoBpemeHHoro mnpumeHenus ¢ MIIII. [lpu npuMeHeHHH BBICOKHX 103
METOTpEKcaTa CIIeyeT paCCMOTPETh BO3MOKHOCTh BPEMEHHON OTMEHBI 330MEIpa3oa.
Takponumyc

[Ipy OHOBPEMEHHOM NPHUMEHEHUHU C TAKPOJHUMYCOM BO3MOXHO YBEJIUYEHHE CHIBOPOTOUYHBIX
KOHIIEHTpALHI TaKpOJIUMyca.

Jlexapcmeennvie npenapamwl, memabonusupyrowuecs uzogpepmernmom CYP2CI19

O3omenpazon uHrudbupyer wuzopepmeHt CYP2C19, ocHoBHON wu3odepmeHT MeTabonuzma
’3oMmenpaszona. TakuMm o00pa3oMm, MpU OJHOBPEMEHHOM IPUMEHEHUHM 330Melpa3ojia ¢
npenapatamMu, B MeTabonmm3me KOTopbix ydactByer uzodpepment CYP2C19, takumm kak
Juaszernam, UTaionpaM, UMUIIPAMUH, KJIOMUIIPAMHUH, (DEHUTOUH U T. A., MOXKET YBEIMYUBATHCS
KOHIIEHTpallMsl STUX TMpenaparoB B IUIa3ME€ KPOBH, M COOTBETCTBEHHO, MOTpPeOOBAThHCS
YMEHbILIEHUE UX [03bl. DTO OCOOEHHO HEOOXOIUMO YUYUTHIBATh NPU HA3HAUEHUU Ipernapara
Hekcmnipa B pexume «11o TpeOOBaHUION.

Huasenam

IIpu onHoBpeMeHHOM mpuMeHeHHH ¢ 30 Mr 330Menpa3oyia CHHXKAETCS KIUPEHC Juasernama
(cyoctpar uzodpepmenta CYP2C19) na 45 %.

Denumoun

OpnHoBpeMEHHOE MpPUMEHEHHME 330Menpaszoja B A03e 40 Mr HOpUBOOUT K MOBBILIEHUIO
KOHIIEHTpaluu (eHUTONHA B TIa3Me KPOBH Y MAIMEHTOB ¢ snuiencue Ha 13 %. Pekomenayercs
KOHTPOJIMPOBATh KOHIIEHTpallMM ()EHUTOMHA B IUIa3Me KPOBU B HayaJle T€paruy 330MeNnpa3oioM
U TIPU €r0 OTMEHE.

Bopukonason

[Tpu nmpumenenun omenpaszona B no3e 40 mr yBenuumBaerca Cmax 1 AUC BopuKoHa3ona
(cyoctpar m3zodpepmenta CYP2C19) na 15 u 41 % cooTBeTCTBEHHO.

Bapgapun

Bpemsi xoarynsauuu mpu OJHOBPEMEHHOM JUIUTENHHOM MpueMe BapdapuHa W d30Menpasoia B
noze 40 Mr ocraercst B AONYCTUMBIX Ipernenax. OgHako cooOUanock 0 HECKOIBKUX CIydasx
KJIIMHUYECKH 3HAYUMOT0 MOBBIIIEHUS HHEKCA MEKIYHAPOJHOTO HOPMAIM30BAaHHOT'O OTHOILIEHUS

(MHO). Pexomennyercs xkonTponupoBatb MHO B Hayasie ¥ 10 OKOHYaHHUU OJHOBPEMEHHOTO
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IPMMEHEHUS D30MENpPa3oia U BapdhaprHa UK JAPYTHX nﬁggé:gcm; %VJ%'&'E": CTb 0000)

gl/lJZOCWlCIS’Oﬂ

[Tpumenenue omenpasona B 103e 40 Mr npuBoaAniIO K yBenuueHUI0 Cmax 1 AUC nuiocrazona Ha
18 1 26 % COOTBETCTBEHHO, ISl OJHOTO W3 aKTUBHBIX META0OJIMTOB LUJIOCTA30JIa YBEIUYCHHE
coctaBuio 29 u 69 % COOTBETCTBEHHO.

Luzanpuo

OpnHoBpeMEHHOE NIpPUMEHEHHE 330Memnpaszona B jao3e 40 Mr ¢ nM3anpuoM MPUBOIUT K
MOBBIIICHUIO 3HA4eHHM (PapMaKOKMHETHYECKMX MapaMeTpoB LM3alpuia Yy 3I0POBBIX
no6posoibiieB: AUC - Ha 32 % u neproa nonyseiBeaeHus (T12) - Ha 31 %, ogHako Cmax Tpu 3TOM
3HAUUTENbHO He  u3MeHsercd. HesnauurtenbHoe  yanuHeHue uHTepBana QT  Ha
anekrpokapauorpamme (OKI'), koropoe HabmOmaeTcs MpU MOHOTEPANUU LU3AMPUIOM, HE
YBEJIMYUBAIOCH IPH J0OABICHUH 330MeIpa3oa.

Knonuooepen

Pe3synbTarhl, nmonydeHHbIE B UCCIEJOBAHMSIX C YYaCTHEM 3I0POBBIX J100POBOJIBLEB, J0Ka3alld
dapmakokuHeTHYECKOE/(hapMaKOIMHAMHYECKOE  B3aUMOJCHCTBHE MEXKAY  KIOMHIOTPEIOM
(marpy3ounas no3a 300 mr/mogzaep>kuBaroias 103a 75 Mr B CyTKH) U 330MemnpazonoM (40 mr B
CYyTKH TpHU TpUEeMEe BHYTPh), KOTOPOE MPUBOAUT K YMEHBIIEHUIO CHUCTEMHOW HKCIO3UIUU
aKTUBHOIo MeTabonura kionuaorpena B cpeqHeM Ha 40 % M K yMEHBIICHHUIO MaKCUMAaJIbHOTO
nonasieHus AJI® MHAYUPOBaHHON arperaiuu TpoOMOOLUTOB B cpeHeM Ha 14 %.

[Ipy nOpuMeHeHUW KJIOMUIOTpeNia OJHOMOMEHTHO C (UKCHPOBAHHOM  KOMOUHaIMen
anernicanuuuiaoBoit kucnotsl (ACK) + 20 mr s3omenpa3zona, M0 CpaBHEHUIO ¢ MPUMEHEHHEM
KJIOMUJIOTPENia, B HCCIEJOBAaHUM C YYacTUEM 3J0pPOBBIX JT0OpOBOJIBIEB HaOII0/1aTI0Ch
YMEHBIIEHNE CUCTEMHON SKCITO3UIINU aKTUBHOTO MeTabouTa Kionuaorpena nmodtu Ha 40 %. Tem
HE MEHee, MaKCHMalbHble YpOoBHM TmojaaBineHus (AJ[® wuHIynMpoOBaHHOW) arperanuu
TPOMOOIIMTOB Y TAHHBIX 3JJ0POBHIX JOOPOBOJIBIIEB OBUIH OJIMHAKOBBIMH B TPYIINAX KIOMUAOTpea
U Kionuorpena ¢ pukcupoanHoi komoOuHanuei (ACK + 33omenpa3zon).

Kak B HaOmogaTenbHbIX, TaK ¥ B KIMHUYECKUX MCCIEAOBAHUAX OBUIM IOJYYEHbI
MIPOTUBOPEYNBHIE JTAHHBIE OTHOCHUTEIIbHO KJIIMHUYECKUX MOCJIEICTBUI
(bapMaKoKUHETHYECKOT0/(hapMaKkoIMHAMHUYECKOTO B3aUMO/IEHCTBHS 330MeNpa3oiia Ha OCHOBHBIE
CepJIEYHO-COCYIUCThIE COOBITHSA. B KadecTBe Mepbl NPEIOCTOPOKHOCTH ClenyeT H30eraTh
OJIHOBPEMEHHOT'O IIPUMEHEHUS KIOMU0rpea.

Jlexapcmeennvie npenapamvl ¢ omcymcmeuem KIUHUYECKU 3HAYUMO20 63aUMOOelCEUs.

Amoxcuyunaun u XUHUOUH

330Mera30J’I HE BBI3BIBACT KIMHHYCCKHM 3HAYMMBIX H3MEHCHUM (bapMaKOKI/IHeTI/IKI/I

AMOKCHUIIWJIJIMHA U XUHHU/IWNHA.
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Hanpoxcen u poghexoxcud (MOCNEOQOBATENEHOCTEL 0000)

OnHOBpEMEHHOE HEMPOAOIDKUTEIbHOE MPHUMEHEHHE H30MEINpa3ojia M HANpOKCeHa WU
podexokcuda He BBIIBUIIO KIMHUYECKU 3HAYUMOTO (hapMaKOKHHETHYECKOTO B3aUMOICHCTBHSL.

BausHue jekapCcTBEHHBIX IIPENapaToB Ha (baDMaKOKI/IHCTI/IKV 230M¢erIpasojia

Jlexapcmeennvle npenapamot, uneudoupyrouwue uzopepmenmor CYP2C19 u CYP3A4

B metabonusme 330menpazona npuauMarot yyactue nzodepmentsl CYP2C19 u CYP3A4.

[Ipy OJHOBPEMEHHOM MPUMEHEHMHM 330MENpa3oyiia C  KIAPUTPOMUIIMHOM  (MHTUOHTOP
nzodepmenta CYP3A4) (500 mr aBa pasa B cyTkH) yBenuuubaetcs 3HaueHrne AUC 330menpasona
B 2 paza.

OnHOBpeMEHHOE IPUMEHEHHE 30MEIpa3oia 1 KOMOMHUPOBAHHOT'O HHTUOUTOpA N30(EPMEHTOB
CYP2C19 u CYP3A4 (nampumep, BOPUKOHA30J1) MOXKET CONMPOBOXKIAThCA yBenudennem AUC
330Menpasona 6oyee, yeM B 2 paza. OObIUHO B TAKUX CUTYAIUSX HE TpeOyeTCcs U3MEHEHHUE J03bl
330Menpaszona. Y MaIMEeHTOB ¢ HAPYHMIEHUSAMHU (YHKIUU MEYSHH TSDKEJIOW CTENeHU WM MpU
HEOOXOIMMOCTH JUTUTEIIHOW TePAIny CIeIyeT PEIINTh BOIPOC O CHUKEHHUE JI03BI 330MeTpa3odia.
Jlexapcmeennvie npenapamwl, unoyyupyrouue uzogpepmenmot CYP2C19 u CYP3A4
JlexapctBennble npemnapatsl, HHAyIMpYytouwme nzopepmentel CYP2C19 u CYP3A4, takue kak
pubaMIuUIMH U Mpenapatsl 3Bepo00s MPOIBIPSBIECHHOTO, MIPU OJHOBPEMEHHOM MPUMEHEHHUH C
930MEIPa30JI0M MOTYT MPUBOIUTH K CHIKEHHIO KOHLIEHTPAIIMH 330MeIpa3oia B Iu1a3Me KPOBH 32

CUET YCKOPEHHsI €ro MeTaboau3Ma.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALUS

bepeMeHHOCTB

B Hacrosmiee BpeMsi HET TOCTaTOYHOTO KOJMYECTBA JAHHBIX O MPUMEHEHHWH H30MEIpas3oia BO
BpeMs OepeMeHHOCTH. Pe3ynabTaThl 3SNUIEMHOJIOTMUYECKUX HCCIEI0BaHMA  OMerpasoda,
NPECTABISIOIEr0 COOON pPAlEeMHUYECKYI0 CMEeCh, IMOKa3ajdl OTCYTCTBUE (DETOTOKCHUYECKOTO
NeMCTBUS WM HAPYIICHUS Pa3BUTHS TUIO/IA.

[Tpu BBeeHUM H30METpa3oia KUBOTHBIM HE BBISIBJICHO KaKOTO-THOO MPSMOTO WM KOCBEHHOTO
OTPHIIATEJILHOTO BO3JEHCTBHUS Ha pa3BUTHE >MOpHOHA WM Iulofa. BBeneHue paremMudeckoit
CMecH Ipernapara TakKe He 0Ka3bIBajo KaKoro-Iubo OTpUIaTeIbHOI0 BO3ACHCTBUS HA KUBOTHBIX
B TIepro]1 0epeMEHHOCTH, POJIOB, a TAK)XKE B TIEPHO/] IIOCTHATAITEHOTO Pa3BUTHSL.

HasznauaTh npemnapar GepeMeHHBIM CJIeyeT TOIBKO B TOM CITydae, KOTla OXKHIaeMast IoJb3a JJIst
MaTepH IMPEBBIIIAET BOZMOXKHBIA PUCK IS TUIOJA.

JlakTanus

HewsBecTHO, BBIIEISIETCS JIM 30MENPA30JI C TPYAHBIM MOJIOKOM, TIOATOMY HE CIIeyeT Ha3Ha4aTh

npenapat Hekcnpa Bo BpeMsi KOpMIIEHUS TPYAbIO.
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4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancnémgﬂﬁﬂ';ﬁﬁzm' “h Tp_-élaoi"é b C

MeXaHUu3MaMH
B cBa3m ¢ Tem, 4ro BO BpeMms Tepanmuu mnpemaparoM Hekcrpa Morytr HabmomaThes
TOJIOBOKPY>KEHUE, HEUETKOCTh 3PEHHS] U COHJIMBOCTb, CIEAYET COOJII0JaTh OCTOPOKHOCTh MPU

YIIpaBJICHUH TPAHCIIOPTHBIMU CPCACTBAMU U pa60Te C ME€XaHHu3MaMU.

4.8. HexxesaTe/IbHbIE PeAKIIUH

Hwke npuBeieHbI HEXeaTeIbHbIE PEAKIMHU, HE 3aBUCSIIME OT PESKMUMA J03UPOBAHHMS ITperapara,
OTMEYEHHbIE B XOJ€ KIIMHUYECKHX HMCCIEIOBAHUN W NP MOCTPErUCTPAIIMOHHOM MTPUMEHEHUH
npernapara.

Kiaccudukarust moOOYHBIX Peakmuil M0 OpraHaM M CHCTEMaM ¢ yKa3aHHEM YacTOThI HX
BO3HUKHOBEHUS: ouenv uacmo (> 1/10); vacmo (> 1/100 go < 1/10); wmewacmo (> 1/1000 mo
< 1/100); peoko (> 1/10000 mo < 1/1000); ouenv peoko (< 1/10000); uacmoma neussecmmna
(HE MOKET OBITh OLIEHEHA Ha OCHOBE MMEIOIIUXCS JAHHBIX ).

Tabauunoe PE3I0ME HEXKENATCIILHBIX PEAKINI

YacTtoTa BOBHUKHOBEHUS HexenarenbHble peaKnuu

Hapywenus co cmoponul kpo6u u iumg@amuyeckou cucmembl

Penko JIEKONEHUsI, TPOMOOLIUTONEHHUS.

OueHp pe€aKko arpanyJIOnUuTO3, MAaHIUTOIICHU .

Hapywenus co cmoponvl ummynHou cucmembl

Penko peakuuyu  TUNEpYyBCTBUTENBHOCTH  (HampuMmep, JUXOpaJka,
AHTMOHEBPOTHYECKUH  OTeK, aHapWIaKTU4ecKas  peaxius/
aHa(UIAKTHYECKUH 1I0K).

Hapywenus memabonuzma u numanus

Heuacto nepuQepruyecKue OTeKH.

Penxo TUTIIOHATPUEMUS.

Ouenn pPEaAKO TUIIOMAarHuemMus, TUITIOKAJIbIITUEMU A BCJICACTBUEC TSDKEIION

TUIIOMAarHueMHuu, ruliokajIueMus BCJICACTBUEC THITIOMAarHueEMHuM.

Tcuxuueckue Hapywernus

Heuacto

OeCCOHHHIIA.

Penxo

nenpeccusi, Bo30yKAeHUE, 3aMEIIaTeNbCTBO.

Ouens penko

raJulroquHaiu, arp€CCUBHOC MOBCACHUC.

Hapywenus co cmoponul nepanoii cucmemol

Yacrto

TOJIOBHAs OOJIb.
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Penxo

HapylIeHHUE BKyca.

Hapywenus co cmoponul opeana 3penus

Penxo

HCUYCTKOCTH 3pCHUA.

Hapywenus co cmopoHbl ObixamenbHoll cucmemsl, opeanos epyOHOU KIemKU U cCpedoCmenus

Penxo

OpoHXOCIa3M.

JKenyoouno-kuweunvie HapyueHus

Yacro 00JIb B )KUBOTE, 3a110p, TUapesi, METEOPU3M, TOITHOTA/PBOTA.
Heudacto CYXOCTb BO PTY.
Penxko cromatut, Kauaumo3 KKT.

Ouens penko

MUKPOCKONMYECKUN KOIUT (TIOATBEPKICHHBINA THCTOJIOTUYECKH ).

Hapymesz CO CNOPOHbL nedeHu u che.flllefiblé?O()ﬂu/;ux nymeﬁ

Heuacto

IIOBBIIICHUEC AKTHUBHOCTHU (IICUCHOYHBIX» q)epMeHTOB.

Penxo

remaTuT (C XKENTYX0H min 0e3).

OueHb penko

IICYCHOYHAas1 HCOOCTAaTOYHOCTD, BHI_IC(i)aJ'IOHaTI/IH Yy MNanueHTOB C

3a00/1€BaHUSIMU IEYEHH.

HapyweHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHEl

Heuacto

ACpMaTUT, KOXKXHAasA ChIIIb, KO>KHBIN 3y4d, KpalliBHHUILIA.

Penxo

anorenusi, oToceHCHONITN3aIIns.

Ouens penko

MynbTU(OpMHas sputema, cuHapoM CtuBeHca-/[)kKoHCOHa,

TOKCHYECKHM ANUAEPMAIbHBIN HEKPOJIN3, OCTpBIN
TEeHEPAIM30BAaHHbIM JK3aHTEMATO3HBIN IIYCTYJIE3, JIEKapCTBEHHAs
Chlllb C 303uHOGMIMEN U cucteMHbiMH cumnTomamu (DRESS-

CUHJIPOM).

Hapywenus co cmoponul mbluieunotl, ckeiemHou u COeOUHUMeNbHOU MKAHU

Penxo

apTpaJirusia, MUuajru.

Ouens penko

MBIIIeYHas ci1aboCTh.

Hapywenus co cmoponul nouek u Mouesbig00suux nymei

Ouens penko

PUCK DPAa3BUTHUA OCTPOro TYOYJIOMHTEPCTULHAIBLHOIO HedpHuTa

(c BO3MOHBIM MPOrPECCUPOBAHUEM 1o MOYEYHOMN

HEJIOCTATOYHOCTH).

YacToTa HEM3BECTHA

OPCKTUJIbHAsA ,Z[I/IC(I)YHKI_II/I}I.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembl U MOJIOYHBIX HCele3

Ouens penko

THHEKOMACTUsI.
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JCNEODBATENBHOCTE 0000]

Obwue napywenus u peakyuu 8 mecme 86e0eHus UL

PGI[KO HEAOMOI'aHHC, ITOTJIMBOCTD.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HCXKCJIATCIBbHBIX PCAKIINAX

BaxxHo cooOmate 0 TOM0O3pEBaeMbIX HEXKENATEIbHBIX pEaKIMAX I0CIe pPErucTpaluu
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreueHrs HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«0Nb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
coo0IaTh O JIOOBIX IOJI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXENIATEeIbHBIX PEaKIUAX rOCyIapCTB — WICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccniickas @enepanys

®enepanbHas Ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iomiaib, a. 4, ctp. 1

Temedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

Ha HacTosmMi MOMEHT OIMCaHbl KpailHe peKkue ciaydau yMbIIJICHHOM Mepeo3upOBKH.
CumMnromsl

[lepopanbhblil mpuem 330oMemnpazona B go3e 280 Mmr compoBoxkaajics oOmieill cinabocTbio U
cumnToMamu co croponsl JKKT. Pa3zoBeiif mpuem 80 mr 330Mernpa3osia He BbI3bIBAT KAKUX-JTMOO
OTPHIIATENIbHBIX MTOCIIEACTBUH.

Jleyenue

AHTHJIOT »30MeIrpa3oja HEM3BECTEH. DJ30MENpPa3ol XOPOIIO CBSI3bIBAETCA ¢ OETKaMH TUTa3Mbl
KpOBH, MO3TOMY auanu3 MmanodpdextuBeH. llpu mnepeno3npoBke HEOOXOAMMO NPOBOIUTH

CHUMIITOMAaTHYCCKOC 1 06]].[66 MMOAACPIKUBAKOIICC JICHCHUC.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKasi TPYIa: CPeACTBa Ul JICUEHHUs] KUCIOTO3aBUCHMBIX 3a00JI€BaHMA;
IIPOTUBOSI3BEHHbIE CpEACTBA M CpEeACTBa Ui JIeUeHUs TacTpoldsodareanbHONl pedIroKcHON
6one3nu (I'OPB); nHrUOUTOPHI MPOTOHHOTO Hacoca.

Kox ATX: A02BCO05
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D30Menpas3oi SBISETCS S-M30MEPOM OMEINPa30Jia U CHIXKAET CEKPELHUI0 COJISIHOM KHUCIIOTHI B
KEIYAKE TyTeM CIenu(pUIecKOro HHruOMPOBAaHUS IPOTOHHOMN TTOMITHI B TAPUETATBHBIX KIETKaX
xKenyzaka. S- u R-uzomep omenpasona 061agat0T CXo1HOM hapMakoIMHAMUYECKONH aKTHBHOCTHIO.
D30Mernpa3oi ABISETCS CIa0bIM OCHOBAaHHEM, KOTOPOE MEePEXOJUT B aKTUBHYIO (OPMY B CHIIBHO
KHCIION Cpe/ie CEKPETOPHBIX KaHAIBIIEB MAPUETABHBIX KJIIETOK CIM3UCTON 000TOYKH KENYAKA U
UHTUOUpYeT MpoTOHHYI0 momiy - ¢epment HY/K'-AT®asy, npu 5TOM MPOUCKXOIUT
MHTHOMpPOBaHUE KaK 0a3ajJbHOM, TaK U CTUMYJIMPOBAHHON CEKPELIMU COJITHOM KUCIIOTHI.

Bausinue na cexpeyuro conanoti Kucaomol 8 dcenyoxe

JeiicTBue 330Menpa3osa pa3BUBaeTcs B TedeHue 1 4 nociue nepopanbHoro npuema 20 wim 40 mr.
[Tpu exxeqHEBHOM IIpUEME Mpenapara B TedeHue 5 aHer B 103e 20 Mr oJIMH pa3 B CyTKH CpeAHss
MaKCUMajbHas KOHIEHTpPAlUs COJSHOW KHUCJIOTHl TMOCJIE CTUMYJISIUN MEHTaraCTpUHOM
camkaerca Ha 90 % (mpu W3MEpEeHUH KOHIIGHTpAIMHM KHUCIOTHI 4yepe3 6-7 4 mociie mpuema
npernapara Ha 5-i JIeHb TeparuH).

VY naumentoB ¢ 'DOPb u HaimumeM KIMHUYECKUX CHUMIITOMOB 4Yepe3 5 THEH eXeIHEBHOTrO
NepopabHOrO Mmpuema 33omMernpaszoina B go3e 20 unu 40 Mr 3HadeHne BHYTpHKenyaodHoro pH
BbIIC 4 TMOJJCPKUBAIOCH B TeueHHe, B cpeaHeMm, 13 u 17 4 u3 24 4. Ha done npuema
s30Merpasoda B o3¢ 20 MI B CyTKH 3HaU€HHE BHYTpIKeny104Horo pH Boiie 4 moaaep:xuBajioch
He meHee 8, 12 u 16 'y 76, 54 u 24 % nammeHToB, cooTBeTCTBEeHHO. {1151 40 Mr 330Menpa3zosia 3To
cooTHomeHue cocTaBisieT 97, 92 u 56 % COOTBETCTBEHHO.

BrisiBiena koppensuus MeXIy KOHIIGHTpalueill mpemapaTa B IJIa3Me U HHTUOMPOBAHUEM
CEKPEeLUH COJISTHOM KUCIIOTHI (JIJ1s1 OLIEHKH KOHIIEHTpallUuK Kcroiab3oBanu napamerp AUC).
Tepanesmuueckuii 3¢hpexm, oocmueaemvlii 8 pe3yivmame UHSUOUPOBAHUS CEKpeyuu COJNAHOL
KUCTIOMbl

[Ipu npueme n30omenpazona B no3e 40 Mr 3axuBieHue pedurokc-330(paruTa HacTymnaer
npuoIM3uTENBHO ¥ 78 % manuenToB yepe3 4 Henenu u'y 93 % - uepe3 8 Henenp Teparnuu.
Jleuenue 330menpaszonoM B go3e 20 Mr aBa pas3a CyTKM B KOMOMHAIIMM C COOTBETCTBYIOIIUMU
AHTHOMOTHKAMK B TeueHHe | HeJeau MPUBOAUT K ycmemiHo# spamukaruu Helicobacter pylori
npubim3nuTensHo y 90 % nanueHToB.

[TaniueHTaM ¢ HEOCTO)KHEHHOM SI3BEHHOW OO0JIE3HBIO MOCTIE HEACIBHOTO IPATUKAIIMOHHOTO Kypca
He TpeOyeTcsl TMOCHeaYIOIei MOHOTEpanuu MperapaTaMi, TMOHIKAIOIMIMMH CEKPEIUIo Keye3
JKeMyJKa, ISl 3aKUBIICHUS SI3Bbl M YCTPAHEHUsI CUMIITOMOB.

OddexTuBHOCTh I30MeENpaszona MpU KPOBOTEUCHUU W3 TMENTHYECKOW s3BBI Oblla MOKa3aHa B
WCCJICIOBAHUM Y TAIIMEHTOB C KPOBOTEUEHHWEM M3 TENTHYECKON SI3BBI, IMOATBEPKICHHBIM

SHIOCKOIIUYECKH.
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Bo Bpewmst nedeHus npenapaTamy, NOHMKAIOIIMMH CEKPELUIO JKeJle3 Kelly/lKa, KOHLIEHTpalus
racTpuHa B IUIa3ME IIOBBIIIAETCS B PE3YJbTAaTE CHMKEHUS CEKPELMM KHUCIOTHL. Bcenencreue
CHI)KCHMSI CEKpEeIMM COJITHOM KHUCIOThl moBblaerca KoHueHTpauus CgA. IloBblmieHnue
KoHIeHTpauuu CZA MOXKET OKa3bIBaTh BIUSHUE HA Pe3ylbTaThl 0OCIEAOBAHUN ISl BBISBICHUS
HEUPOSHJIOKPUHHBIX omyxoJsier. g mpegorBpamieHuss AaHHoro BiausHUs Ttepanuto WIII
HEO0OXOAMMO MPUOCTAHOBUTH 3a 5-14 nHel 1o npoBeAeHUs UccienoBaHus KoHueHTpauuu CgA.
Ecnu 3a 310 Bpems koHueHTpanus CgA He BepHYJIach K HOpMaJIbHOMY 3HAUYEHUIO, UCCIIEJOBAaHUE
cienyeT HOBTOPHUTb.

VY neredl ¥ B3pOCIBIX MALMEHTOB, JUIMTEIBHOE BPEMS IOJY4YaBLIMX 330MEIPa30jl, OTMEYaeTCs
YBEIIMYCHUE KOJHYECTBA SHTEPOXpoMapUHONOJOOHBIX KIETOK, BEPOSATHO, CBSI3aHHOE C
MOBBIIIEHHEM KOHILICHTPALUU TacTprHA B Iu1azMe. KIMHn4Yeckoil 3HaYMMOCTH JJaHHOE SIBJICHHE HE
MEeT.

VY nauueHToB, NPUHUMAIOUINX MIpENapaThl, IOHWKAIOIINE CEKPELIUIO JKEJe3 XKelly/lKa, B TEUEHHE
JUINTETILHOTO TPOMEXKYTKAa BPEMEHHM, dYallle OTMeuYaeTcsi oOpa3oBaHHE JKEJIE3UCThIX KHUCT B
KENyAKe. OTH SBJICHHS OOYCIOBIEHBI (PU3UOJIOTMUECKUMU HW3MEHEHUSIMH B pe3yibTare
BBIPQXEHHOT'O MHTUOMPOBAHMS CEKPELHMH COJSTHOW KHCIOTHl. KHCThI 100pOKauecTBEHHBIE U
MOJBEPrarOTCs 00PaTHOMY Pa3BUTHIO.

[IpuMeHeHre JNeKapCTBEHHBIX IPENapaToB, MOJABISIONIUX CEKPELUI0 COJISHOM KHCIOTHI B
xenyake, B Tom yrcie NI, conpoBoxaaeTcs yBelInueHHUEM COAEPKAHUS B )KETyIKe MUKPOOHOU
dnops, B Hopme mpucyrctBytomeid B JKKT. Ilpumenenne WIIIl moxxkeT npuBOAMTH K
HE3HAUYUTEIILHOMY YBEIWYEHUI0 pHcka WHGeKnoHHbx 3aboneBannii JKKT, BbI3BaHHBIX
oaxtepusimu poaa Salmonella spp. u Campylobacter spp u, y rociutanu3upoBaHHBIX MAIIMEHTOB,
BepositHo, Clostridium difficile.

B xozme AByX NpOBEACHHBIX CPaBHUTEIBHBIX HCCIEIOBAHMM C PAaHUTHIMHOM 330MEIpPa3oll
noKasaja Jy4yllylo 3(QQGEeKTHUBHOCTh B OTHOUIEHMH 3a)KUBJIEHMS $3B JKEIyAKa Y MalMEHTOB,
nonyuaBiux HIIBII, Bkitoyas ceneKTHBHbIE HHTHOUTOPBI IUKI00KcHTeHa3bl-2 (IIOI-2).

B xone AByxX uccienoBaHMH 330MeNpa3oll MoKa3ajl BBHICOKYIO 3((EKTUBHOCTh B OTHOLICHUH
npOo(UIAKTUKHY 3B KENyAKA U ABEHAALATUIIEPCTHON KKK Y MAallMeHTOB, monyyasimx HITBIT
(Bo3pactHas rpynmna crapiie 60 JieT W/WiM C TNenTU4YecKod s3BOM B aHamHe3e), BKIIOYas

ceneKkTuBHbIe HHruOuTOPHI LIOT-2.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOcopOIus M pacripeiesieHue

D30Menpa3oyl HEYCTOMYMB B KHCIOM Cpene, MO3TOMY I NEepOPAIBHOIO NPUMEHEHUS
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KOTOPBIX YCTOWYHMBA K JCHCTBUIO KETYJOYHOTO COKa. B ycoBusx N VIVO JIHI HE3HAYUTEIbHAS
JacTh 330Memnpasona mpeBpamiaercs B R-uzomep. [lpenapar Ovictpo abcopOupyercs; Cmax B
a3Me JocTuraercs yepes 1-2 4 mocie npuema. AGcomoTHass OUOAOCTYIHOCTh 330MEINpa3oia
nocie ogHoKpaTHoro mpuema 103bl 40 mr cocrasisier 64 % u Bospactaer 10 89 % Ha done
€XKEJIHEBHOIO IpueMa OJIuH pa3 B cyTku. s no3pl 20 Mr 33omMernpasosia 3TH IOKa3aTeau
cocraBisitor 50 u 68 % coorBerctBeHHO. OOBEM pacHpelesieHus IpU PaBHOBECHOMU
KOHIEHTPAllUU Y 3J0pOBBbIX JoAed cocTtaBisier npubnusutensHo 0,22 j1/Kr Maccel Tena.
D30Merpa3oll CBsA3bIBaeTCs ¢ Oenkamu mia3mbl Ha 97 %.

[Tpuem numM 3amMensieT U CHUXKAET BCACBIBAHUE 330MENpa30ja B JKEIYAKE, OJHAKO 3TO HE
OKa3bIBAET CYLIECTBEHHOTO BIMSHUS Ha 3(P(PEKTUBHOCTh WHTMOMPOBAHUS CEKPELMU COJISTHOU
KHUCTIOTHI.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHHAaIAg

D30Menpas3oi MoABEpraeTcsa MeTadoiu3My ¢ ydacTheMm cuctemsbl nutoxpoma P450. OcnoBHas
4acTh METaOONM3HPYETCsl MpH y4YacTUW CIEHU(PUUECKOro MOoIMMOp(HOTO Hu30dpepMeHTa
CYP2C19, npu 3TOM 00pa3yroTcss TUAPOKCUIUPOBAHHBIE U JECMETHIMPOBAHHBIE META0OIUTHI
330Menpasona. Merabonusm ocTaBiieiics yacTu ocyectsisieTcs uzopepmentom CYP3A4; npu
3TOM 00pa3yercsi Cynb(pOmpON3BOIHOE IZOMEIPA30IIa, SBIAIONIEECS OCHOBHBIM META0OIHUTOM,
OIIpeEIIIEMbIM B IIJIa3Me.

[TapameTpsl, MPHUBEACHHBIE HIDKE, OTPaKAlOT B OCHOBHOM XapakTep (hapMaKkOKWHETHKU Y
NaIMEeHTOB C MOBBIIIEHHOH akTUBHOCTHIO n3odpepmerta CYP2C19.

OO0muit KIMPEHC COCTaBIsAeT MPUMEPHO 17 J1/4 1ocie oAHOKpaTHOTO MpreMa rpenapara u 9 i/yq -
1ocjie MHOTOKpaTHOTo npueMa. Ti2 coctaBinseT 1,3 4 npu cucTeMaTnyeckoM MpueMe OJUH pa3 B
cytkn. AUC Bo3pacTaeT npu MOBTOPHOM IIpHEME 330Menpaszoiia. /[0303aBuCUMOE yBEIUUEHUE
AUC npu NOBTOPHOM IpUEME 330MEINpPa30jla HOCUT HEJIMHEHHBIA XapakTep, YTO SBIAETCS
CIIEICTBUEM CHIKEHUsI MeTaldoyiu3Ma IMpH «IEPBOM IPOXOXKACHHUHU» Yepe3 IeUeHb, a TaKkKe
CHI)KEHHSI CHCTEMHOTO KJIHMPEHCA, BEPOSTHO BBI3BAHHOIO MHTUOMpPOBAaHMEM H30(epMeHTa
CYP2C19 330menpazonioM u/mim ero cyiabpornpon3BoaHbIM. [Ipu exxeiHeBHOM IpUeMe O/IMH pa3
B CYTKH 230MEIPa30JI NOJHOCTHIO BBIBOAUTCS U3 IIJIa3Mbl KDOBU B IIEPEPBIBE MEXKAY IIPUEMaMU U
HE KyMYJIHpYeT.

OcHoBHBIE METAa0OJUTHI I30MENPa30ja HE BIMSIOT Ha CEKPEIUI0 >KEeTyJOouHOM KHUCIOThl. [Ipu
nepopanbHOM npuMeHeHuH 10 80 % 1035l BEIBOJUTCS B BHJIE META0OIUTOB C MOYOH, OCTAIbHOE
KOJINYECTBO BBIBOAMUTHCS ¢ (pekamusimu. B moue oOHapykuBaercs menee | % HEM3MEHHOro

330MeIIpasoia.
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[Tpubnuzurensho y 2,9 + 1,5 % HaceneHust CHHXKeHa akTUBHOCTH nzodpepmenta CYP2C19. ¥V
TaKUX IAlMEHTOB METa0OJM3M 330MeINpa3ojia, B OCHOBHOM, OCYIIECTBISICTCS B pPE3ylbTaTe
nerictBus CYP3A4. Ilpu cucrematuyeckom npueme 40 Mr 33oMenpaszosia OJJHOKPATHO B CYTKH
cpennee 3HaueHne AUC Ha 100 % mnpeBbllIaeT 3Ha4Y€HHE ITOrO MapameTpa y NMalHUeHTOB C
noBbIIeHHONH akTUBHOCTHIO m3oepmenta CYP2C19. Cpennue 3nHaueHus Cmax B miasme y
NAIMEeHTOB CO CHMKEHHOW aKTHBHOCTHIO M30(E€pPMEHTA MOBBIIICHBI MpHOIM3UTEIsHO Ha 60 %.
Yka3aHHble 0COOEHHOCTH HE BIMSIOT Ha JJ03Yy U CIOCO0 MPUMEHEHHUS 330Menpasoa.

IlanMeHTH OKUIIOr0 BO3pacTa

VY nanueHtoB moxuwiioro Bo3pacta (71-80 ser) merabonm3m 330Merpasoiia HE MpeTeprieBacT
3HAUUTEJIbHBIX U3MEHEHUN.

[on

[Tocne ognokpaTHoro nmpuema 40 mr 33omenpasona cpeanee 3Hauenne AUC y xennus Ha 30 %
IIPEBBILIAET TAKOBOE Y MYy>K4MH. [Ipu exelHeBHOM IIpUeMe Ipernapara oJIMH pa3 B CyTKU pa3induit
B (hapMaKOKMHETHKE Y MY>KYMH U )KCHIIMH HE OTMeUaeTcs. YKa3aHHbIE OCOOCHHOCTH HE BIUSIOT
HAa JI03Y U CIIOCO0 MPUMEHEHUS 330MeTpa3olia.

ITamueHTEI ¢ HApYIICHUEM (bVHKHHH INCYCHHU

Y manueHToB ¢ JeTKOH M yMEpEeHHO! MTeYeHOYHON HEI0CTaTOYHOCTHIO META00IIM3M 30MEMNpasoia
MOXXET Hapylmarbcs. Y IAUHUEHTOB C TSDKEIOW I€YEHOYHOM HEIOCTaTOYHOCTBIO CKOPOCTh
MeTaboaM3Ma CHUKEHA, YTO IPUBOAUT K yBenndeHuto 3HaueHust AUC i1t 330Mernpasosna B 2 pasa.

ITaneHTHl ¢ HApYIIIEHUEM d)VHKHI/II/I IMOYCK

W3ydenne GpapMaKOKHHETHKH Y MAIMEHTOB C MOYCYHOW HEAOCTATOYHOCTHIO HE TIPOBOJMIIOCH.
[TockonbKy depe3 TOYKM OCYIIECTBISICTCS BBIBEJACHHE HE CaMOrO 330Mernpas3ojia, a ero
MeTabONIUTOB, MOXKHO TMOJjaraTh, 4TO METa0O0JIM3M 230MeIpa3oyia y MAlHEeHTOB C MOYEYHOUH
HEJOCTAaTOYHOCTHIO HE U3MEHSIETCSI.

CTU
VY nereit B Bo3pacte 12-18 net nocne noBTopHoro npuema 20 u 40 Mr 330mMenpaszoia 3HaUCHHUE
AUC u BpeMeHHU JOCTH)KEHHS MaKCHUMalbHOW KOHIEHTpaluu (tmax) B IMJa3Me KPOBH ObLIH

cxogabiMu co 3HaueHUAMH AUC U tmax Y B3pOCIIBIX.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Anpo nenner:

CaxapHas KpyIika [caxapo3sa, aToka KpaxMajibHas)]
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Hatpust kapOonar

[oBunon K-30
Harpus runpodocdar (arpus docdar aABy3aMenieHHBIN)
Harpus naypusncynbdar

00010YKa [EIET:

IMunpomennosa (5cps)
Turana quokCcU
Tanbk

['unipomerossl ranar
IlernnoBelil ciupt

Hexkcmpa, 20 Mr, Karicyibl KHIIEYHOPACTBOPUMEIE

Cocmas xopnyca kancynwi:
Kpacurens xene3a okcuj 4epHbIit
Turana quokcua

Kenarun

Cocmas kpvluieuku Kancynol.
Kpacutensb xene3a Okcu KpacHbIi
Turana quokcu

Kenarun

Hexkcnpa, 40 mMr, KancyJsbl KHIIEYHOPACTBOPUMEIE

Cocmas xopnyca kancynwi:

Kpacurens xene3za okcu KpacHbIN
TuTtana quokcu

Kenarun

Cocmas kpvluleuku Kancyvl.
Kpacurens xene3a okcu KpacHbIN
Turana quokcu

Kenarun

6.2. HecoBmMecTHMOCTH

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )
2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHCHUH

XpaHuTh 1pu Temmneparype He Boiie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

ITo 7, 10 nnu 14 xancyn B KOHTYpHYIO STYEMKOBYIO YIAKOBKY U3 IJIEHKU MTOJIMBUHUIXJIOPUIHOM,
7100 TJICHKH TOJIMBUHIIXJIOPUIHOW/TIOIMBUHIIIUACHXIOPUAHON 1 (OJIBIU  AITIOMUHUEBOU
MeYaTHOM JJAKUPOBAHHOM.

W o 7, 10, 14 xarcysn B KOHTYPHYIO SSTMEMKOBYIO YITAKOBKY W3 MaTepuajia KOMOMHUPOBAHHOTO
Ha OCHOBE (DOJIBI'H (TPEXCIONHBIN MaTepuall, BKIIOYAIOMINN allOMUHHEBYIO (OJIBTY, IJICHKY U3
OPUEHTHPOBAHHOTO MOJUAMH/A, TMOJIUBUHWIXJIOPUAHYIO IUIEHKY) M (POJBIU AITIOMHHHEBOU
MeYaTHOU JJAKUPOBAHHOM.

1,2,3,4,5 numn 10 KOHTYPHBIX STYEMKOBBIX YIAKOBOK BMECTE C HHCTPYKIIUEH IO METUIIUHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKJIAJIBII) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHBbIX TOcjde NPHUMEHEeHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaAaHUIMYJISIIUM C IPenapaToM

HWuCcTpyKIOUS 110 BBEACHUIO IIpeIapaTa 9Yepe3 Ha30racTPalbHbIN 30HT

1. OTkpoiiTe Karcyny ¥ BBICHIIBTE COACPKHMOE KarCylbl B CIIEUUANbHBINA mmpui. JJo0aBsTe B
LINpuULl 25 MJI IATBEBOM BOABI U NPUMEPHO 5 MJI Bo3ayxa. [ HEKOTOPBIX 30HIOB MOXKET
notpe0doBaThes pazBefeHue npenapata B 50 Ml TUThEBOI BOABI 1Sl TOTO, YTOOBI IPEIOTBPATUTh
3acOpeHHE 30H/1a MeJUIETaMu, COAEPKAIIUMUCS B KarlcyJle.

2. Ilocne mo6aBiIeHHs BOJBI Cpasy ’K€ BCTPAXHUTE IIIPHUIL IO ITOIYUEHHSI CyCIICH3UH.

3. Y6enutech, YTO HAKOHEUHHUK HE 3acopuiics (HEMHOI'O HaJaBUB Ha MOPIIEHb, JAeprKa IINPUILl B
MOJIOKEHUN HAKOHEYHHUKOM BBEpX).

4. BBennTe HAKOHEUHUK LIMPULIA B 30H, IPOJOIKAs YAEPKUBATh €T0 HAIIPaBJICHHBIM BBEPX.

5. BeTpsaxHuTe minpui v nepeBepHUTE €ero HakoHeYHHKoM BHU3. Hemeienno BBenute 5-10 M
pacTBOpeHHOro mnpenapara B 30HA. Ilocie BBeneHMs pacTBOpa BEPHHUTE IUIPHIL B IPEKHEE
MOJIOKEHUE W BCTPSXHUTE (LUMPHUI] JOJDKEH YIepKHUBATbCS HAKOHEUHHMKOM BBEpX, UTOOBI
n30exaTh 3aCOPEHMsI HAKOHEYHUKA).

6. BHOBB OmycTHTE HINPHUI] HAKOHEYHWKOM BHH3 M BBenuTe emie 5-10 mur pactBopa B 30HI.
[ToBTOpUTE MpOLIEAYPY, TOKA LINPHUI] HE OyIeT MyCT.

7. B ciiyuae ocTaTka yacTu Ipernapara B BUJIE O0CaJiKa B LIMPHULE: HATIOJIHUTE LINPHUI] 25 M BOABI
1 5 MJI BO3/lyXa U MOBTOPUTE MPOLEAYPHI, OMMCAHHBIE B MyHKTaX 5 U 6. J[JI1 HEKOTOPBIX 30HI0B
IUTSA DTOM IIeJIM MOJKET ITOHAI00UThCA S0 MII IMTHEBOM BOEI.

Yrunusauus

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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7. AEPKATEJb PETUCTPAIIMOHHOI'O V

Poccusa
000 «ATomn»

445351, Camapckas o0:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.

7.1. IlpeacraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBepPeHHUs

[IpeTeH3un HOTDG6HTCJ'ICI>1 HaIrpaBJIATH IO aAPECy.

Poccus

000 «O308»

445351, Camapckas 00:1., r.0. JKurynesck, r. JKurynesck, yi. 'uapoctpourtenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TIEPBUYHOM PEIUCTPALIUUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIMN)

[laTa nepBoii perucTpanum:

10. JATA IIEPECMOTPA TEKCTA

OO0mrast xapakTepuCTHKa JIEKapcTBEHHOro mpemnapara Hekcrnpa poctynHa Ha MHGOPMAaMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 CO03a B MHPOPMAIIMOHHO-KOMMYHUKALIMOHHON CEeTU

«MuTepuer» https://eec.eaeunion.org/.
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