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OBILASI XAPAKTEPUCTHKA JEKAPCTBEAHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Huxnodenak, 25 Mr/mi, pacTBOp JiJIsi BHYTPUMBIIIEYHOTO BBEJICHUS

2. KAUECTBEHHbBINA 1 KOJJMYECTBEHHBI COCTAB

JleiicTByto111€€ BEMIECTBO: AUKIO(EHAK.

Kaxxmp1it Mt pacTBOpa coaeput 25 Mr nukiiodeHaka HaTpus.

Kaxmas amiyna o0beMoM 3 mMil cofep>KuT 75 Mr aukinodeHaka HaTpusl.
BcnoMorarenbHbie BElIECTBAa, HAMYUE KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBe
JIEKapCTBEHHOTO Tpenapara: OEH3WIOBbIN CIUPT, HATPHUM, MPOMMICHIINKOIb (CM.
pazaen 4.4).

[TonmHbIN IEpeYeHb BCIIOMOTaTEIbHBIX BEMIECTB IMTPUBEAECH B pasjeie 6.1.

3. JEKAPCTBEHHAA ®OPMA

PacTtBOp 117151 BHYTPUMBIIIIEYHOTO BBEACHUS
[Ipo3paunas wnu cnabo omajecuupyrolas clerka OKpalleHHas >KUIKOCTb CO
c1a0bIM 3araxoM O€H3WJIOBOIO CIIUPTA.

4. KIMHNYECKUE JAHHBIE

4.1. Iloka3aHus K NPUMEHEHUIO

[Ipenapar [ukinodeHak MmokasaH K IPUMEHEHHUIO y B3pOCIBIX B Bo3pacte OT 18
JICT.

* BocnanutenbHbie U JAereHepaTUBHBIE 3a00J€BaHUS OMIOPHO-ABUTATEIbHOTO
arnmapara B TOM YHCJIE:

- P€BMAaTOUJHBIN apTPUT,

- aHKWJIO3UPYIOIHUHN CIIOHAUIIUT U IPYTUE CIIOH AUIOAPTPOINIATHH,

- 0CTE0apTpoO3,

- MOJAarpUYECKUN apTPHUT,

- OypcuT, TEHJOBaruHMUT,

- 0o0JeBbIE CHUHIPOMBI CO CTOPOHBI TO3BOHOYHHKA (JItoMOaro, HWIIUANTHSA,
occajrus, HEBpaJrus, MUAJTHUs, apTPaITusl, paJuKyJINT).

* [loueuHas u Ke4yHasA KOJIUKH.

« IlocTTpaBMaTHUeCKMii W TOCIEONMEPAIMOHHBIA  OOJIEBOM  CHHIPOM,
CONPOBOXKAAIOIIUKCS BOCITAJICHUEM.

 Tskenple MPUCTYNBI MUTPEHH.

4.2. PeskxuM 103UpPOBaHMA U CIIOCO0 NPUMEHEHUSA

Pexum no3upoBanus

Jloza mnpenapata mnoAOUpaeTcss WHIAMBUAYAIbHO, MPU ITOM C LEIbIO

CHHKEHHMSI pHUCKa pa3BUTUA TOOOYHBIX A(DPEKTOB  pPEKOMEHAYyeTCs
1
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MaKCUMQJIBHO KOPOTKHM II€pUOJOM JIEUEHHUS, B COOTBETCTBHM C LEJIBIO
JICYECHUS U COCTOSTHUEM IMallMEHTA.

[Ipenapar /JuknodeHak B ammynax OCOOEHHO MOJAXOAUT JJIsI HA4albHOTO
JIEYEHUS BOCTIAJIUTEIbHBIX U JE€r€HEPAaTUBHBIX PEBMATHUYECKUX 3a00JI€BaHUN,
a Tak)ke 00JM BCIIEACTBHE BOCHAIICHUS] HEPEBMATUYECKOTO MPOUCXOXKIECHHUS.
[Ipenmapat BBOAAT MyTeM IIyOOKOW MHBEKIHMH B SATOAWYHYIO MbImy. He
CIelyeT NPUMEHSATh HHBEKIMU npenapara Oosiee 2 paHed noxapsana. Ilpu
HEOOXOAUMOCTH JIEYEHHE MOXKHO MPOJOJIKUTH NpenaparoM JlukinodeHak B
TabJIeTKaX WJIM PEKTAJIbHBIX CYNIO3UTOPUSIX.

IIpy mpoBeneHUM B/M MHBEKLUUH JJISI TOrO, 4TOOBI M30€KaTh MOBPEKICHUS
HEpBa WJIM JAPYIMX TKaHEd B MeCT€ HHBEKUHHU (YTO MOKET MPHUBECTH K
MBIIIEYHON  cHabocTH, TNape3y WIH CHUKEHUIO UYYBCTBUTEIBHOCTH),
PEKOMEHIYETCS IPUEPKUBATHCA CIAECAYIOLUX MPaBUIL.

[Ipenapar ciegyetr BBOJIHUTH IIyOOKO B/M B BEpPXHHMH Hapy>KHBIM KBaJIpaHT
ATOJIUYHOM 00J1aCTU ¢ COONIOIEHUEM MPaBUJI ACENITUKHU.

Jlo3a 00bIuHO cocTaBisieT 75 mr (cogepxkumoe 1 ammynsl) 1 pa3 B cyTku. B
TSKENBIX Cclydasx (HampuMmep, NpH KOJUMKax) B BHUAE HCKIIOYEHHUS, MOTYT
OBITh MPOBEJIEHBI 2 UHBEKIUHU MO 75 MI, C IPOMEKYTKOM B HECKOJIBKO YacOB
(BTOpYIO MHBEKLHIO CIEAyeT MPOBOJUTh B KOHTpaJlaTepalibHYIO sAiroauny). B
KayecTBE aJbTEPHATUBBI, OJHY MHBEKIHIO MpenapaTta B AeHb (75 MT) MOXKHO
KOMOMHUpOBATh C MPHUEMOM JPYTrUX JEKapCTBEHHbIX (OpM Ipenapara
HNuknodenak (TabMeTKH, peKTaIbHBIE CYMIIO3UTOPHUH), TIPU ITOM CyMMapHas
CyTOYHas J103a He JO0JKHA nmpeBblmaTh 150 mr.

IIpy mpucTynmax MUIPEHM JIEUEHHE HAYMHAIOT KaK MOHO paHbIIE I10CIe
Hayaja MpUCTyIa ¢ B/M BBeJeHUs mpemnapara B go3e 75 mr (1 ammyna). [lpu
HEOOXOAMMOCTH  BO3MOXKHO  NpPUMEHEHUE  Mpemapara B APYrux
JEeKapCTBEHHBIX (hopMax, MpU 3TOM CyMMapHas CyTOYHas J103a HE JO0JDKHA
npespimath 150 Mr B CyTKH.

PactBop mpemapata nomxeH ObITh npo3pauyHbiM. He cienyeT nmpuMeHSATH
pPacTBOp C KPUCTAIIUYECKUM WA APYTUM OCAJIKOM.

AMmnyny npemaparta CilelyeT HCIOJb30BaTh TOJBKO OAMH pa3. Pactsop
CIelyeT BBOIWTb HEMEIJIEHHO IIOciie BCKpbITUA ammyuabl. Ilocie
OJHOKPATHOTO  NPUMEHEHHUS  HEUCHOJb30BaHHBIE  OCTaTKU  pacTBOpa
npenapara JukiopeHak moanexar yTUIM3aUUM B COOTBETCTBUH C
JOKaJbHBIMU TPEOOBAHUSMU.

He cnenyer cmemmBaTh pacTBOp Ipemnapara, COAEpIKAIIMKCS B amIlyJiax, ¢
pacTBOpaMHu APYTUX JEKapPCTBEHHBIX CPEJICTB JJISI HHBEKIIUN.



Jlemu u noopocmku 0o 18 rem

[Ipenapar JluknodeHak, pacTBOp MJisi BHYTPUMBIIIEYHOTO BBEACHHS, HE
CIelyeT NPUMEHSTh y JeTe M MOJAPOCTKOB Miajamie 18 5eT B CBI3U C
TPYAHOCTBIO JO3UPOBAHUS TMpernapara; MNpU HEOOXOAUMOCTH JICUCHUS Y
JaHHOUM KaTeropuu NaIMEHTOB IpenapaT MOXKHO NPUMEHSTh B TalJieTKax
WJIA CYNIIO3UTOPUSIX.

LHoorcunvie nayuenmol (> 65 nem)

Koppekuumn HavyaibHOM 1036l y MAIUEHTOB B BO3pacTe 65 JIET U cTaplle, Kak
npaBuiio, He TpeOyerca. OpHaKo, HCXOAd U3 OOMUX MEIUIIMHCKUX
CoO0pakeHuil, cieayeT co0It01aTh OCTOPOKHOCTh Y OCHA0JEHHBIX MOKHUIIBIX
NalMeHTOB UJIM MAallMeHTOB C HU3KOW Maccoi Tena.

Iayuenmol ¢ 3a60ne8anuamu cepoedHo-coCyOUCMOU CUCTNEMbl UIU BbICOKUM
puckom 3abonesanutl cepoeyHo-coCcyOUCmoU Cucmembl

Crneayer ¢ 0co00H OCTOPOKHOCTHIO NMPUMEHSATH MpeEnapaT y MalMeHTOB C
3a00JI€BaHUSIMU CEPJEYHO-COCYAUCTON CHUCTEMBl MJIM BBICOKUM PHUCKOM
pa3BUTHUS 3a00JIeBaHU CEpIEYHO-COCYAUCTON CHCTEMBI. IIpn
HEOOXOJIMMOCTHU JJIUTEIbHON Tepanuu (OoJsiee 4 HeleNb) y TaAKUX MAllMEHTOB
clenyeT NPUMEHATh NpenapaT B CyTOUYHOU a03€, He npeBbimatomeid 100 mr.
llayuenmul ¢ napywienuamu GyHKyuu no4ex

Her pgaHHBIX 0 HEOOXOAMMOCTH KOPPEKIUU J03bl TPU NPUMEHEHUU
npernapara y MalMEHTOB C HapyWIEHUSIMU (QYHKIMH TMOYEK B CBA3U C
OTCYTCTBHUEM HCCIIEJOBAHUN O€30MaCHOCTH NPUMEHEHHUs Mpenapara y
HalMeHTOB JaHHOW karteropuu. CrneayeT coOoAaTh OCTOPOKHOCTH MpHU
NPUMEHEHUH TIpernapaTa y malueHTOB ¢ HapylIeHueM (PYHKIINHU MOYEK.
[IpuMeHeHne npenapaTa y NallMEeHTOB C MOYEYHOU HeJoCcTaTOUYHOCThIO (CKD
menee 15 mur/mun/1,73 M° MIOMAIM MOBEPXHOCTH Teja) MPOTHBOMIOKA3AHO
(cMm. pasmen 4.3.).

llayuenmul ¢ HapyweHusmMu GyHKyuu neyenu

Het manHbIX 0 HEOOXOAMMOCTH KOPPEKIMHU J103bl MPU MPUMEHEHUH TIpernapara y
MAIMEHTOB C HapyleHUsAMH (YHKIIMUA TI€YEHU JIETKOM M CpeIHeW CTereHu
TSKECTH B CBSI3U C OTCYTCTBHEM HCCIIEOBaHUI O€30MacHOCTH NPUMEHEHUs
npenapara y JaHHOW Kateropuu nanueHToB. [I[pumeHeHune npenapara y NallueHTOB
C HapylieHueM (DYHKIIMU TIEYCHH TsDKEJION CTENEHU MPOTUBOIIOKA3aHO (CM. pas3zien
4.3.).

Cnoco6 npuMeHeHus

BHyTpuMBIIIEUHO
4.3. IIporuBonoKa3zaHus

o ['Unep4yyBCTBUTENHHOCTD K NUKIO(PEHAKY WM K JIIOOOMY M3 BCTIOMOTATEIIbHBIX
BEIIIECTB, IEPEYUCIIEHHBIX B pazzene 6.1.



« O6ocTpeHue s3BEHHOU OOJIE3HU XKe
KpPOBOTE€UEHHUS U3 OpPraHoB iKeaygouyHo-kumeuyHoro tpakrta (KKT),
nepdopanus opranoB XKXKT.

« bepeMenHocTh B cpoke 6osiee 20 HEEIb.

o Kak u npyrue HIIBII, npenapat [Jukiodenak npoTUBOMOKa3aH MallMeHTaM

C TOJHBIM WJH  HEMOJHBIM COYEeTaHHEM OpOHXHAJbHOW  aCTMHI,

pPEeLUIUBUPYIONIETO0  MOJMIIO3a HOCA MJIM  OKOJIOHOCOBBIX Ma3yx |

HENEPEHOCHUMOCTH alEeTUICATMIUIOBON KUCIOTHI WU IPYTHX HECTEPOUIHBIX

IPOTUBOBOCHATUTENBHBIX MIPENapaToB (B TOM YHUCIIE B aHAMHE3E).

o Hapymenue  ¢GyHKIMM  TE€YEHHM  TSXKEJIOW  CTENEHHU,  IOodYeqyHas

negocrarognocts (CK® menee 15 mua/mun/1,73 M%), XpoHndecKas cepaedHas

HenocratogHocTh  (I1-1V  QyHKIIMOHANBHBIH KJacC 1O KJiIacCUpHUKAIUN

NYHA).

« KiimHnuecku noaTBepkaeHHas uleMuieckas 00J1e3Hb cepia.

« 3a0oisieBaHus epueprudecKkux apTepuid ¥ COCYJ0B rOJIOBHOTO MO3ra.

o Hexontponupyemas aprepuanbHas TUIIEPTEH3US.

o CocTOsIHUSA, CONPOBOXKIAKIIHUECS PUCKOM Pa3BUTHS KPOBOTEUYCHHUH.

o IloaTBEepKIeHHAS TUTIEPKATHUEMHUSI.

o AOPTOKOpPOHAPHOE IIYHTUPOBAHHE (IEPUONEPALIUOHHBIN TEPUON).

« BocnanutensHblie 3a00seBaHus kuiieyHuka (0osie3nb KpoHa, i3BeHHBINH KOJIUT)

B (baze oboCTpeHus.

o AKTUBHBIE 3a00JI€BaHUS TICUECHHU.

o [lepuon rpyAHOTO BCKapMJIIMBAHUSI.

[Ipenapar JuknodeHak He MOKa3aH K MPUMEHEHHIO Y JIETeH U MOJPOCTKOB 70 18

JeT.

4.4. OcoOble ykazaHWsl M MepPbI MPEIO0CTOPOKHOCTH NMPU IPUMEHEHUH

C OCTOPOXKHOCTBHIO

[Ipu npumenenun npenapara uxknodenaxk u apyrux HIIBII neobxomumo
co0JI01aTh  OCTOPOXHOCTh M THIATEJIBHO HAOMIOAaTh MNALUEHTOB C
CUMIITOMaMH/TIPU3HAKAMHU  YKa3bIBAIONIMMHU Ha TMOpaxeHus/3a00aeBaHus
KKT wnnm ¢ aHaMHECTUYECKHMMH JAaHHBIMHU, NO3BOJISIIOIIMMHU 3aIll0J103PUTh
A3BEHHOE IMOPaXCHHE JKEIyJKa UM KUIIEYHUKA, KPOBOTECUYECHUE WU
nepdopanuio; y nanueHtoB ¢ uHbpeknuerr Helicobacter pylori B anammuese,
SA3BEHHBIM KOJHUTOM, Oosie3Hbt0 KpoHa, ¢ HapymieHueM (QYyHKIUHM MEYCHU B
aHaMHe3e, M Yy TaIUEHTOB C kajoOaMu, IMO3BOJISIONIUMU 3aM003PUTh
3aboneBanusi JKKT. Puck pasBuUTHS KeJITyAOYHO-KUIIEYHOTO KPOBOTECUCHMUS
Bo3pacTaer npu yBeauueHun a03bl HIIBII wmnm npu Hanuuumm sS3BEHHOTO
aHaMHe3a, OCOOCHHO KpPOBOTEUYEHHH M Tepdopamuud SI3Bbl U Y TMOXKHUIBIX
MalUEHTOB.




AY OTUETY

QCIENOBATENRHOCT R 0002
Cnenyer cobmtonaTh ocoOyro OcCTOp KHOCTH ﬁp‘a'%pHMeH’eEHr/I “nperapara

JluknodeHak y manuMeHToB, NOJYyYalOUUX MpenapaThl, YBEINYNBAIOIINE PUCK
KEIYJIOYHO-KUIIEUYHBIX KPOBOTECYEHUN: CUCTEMHBIE TITIOKOKOPTUKOCTEPOUIbI
(B T. 4. MpeIHU30JIOH), aHTUKOATYJISHTHI (B T. 4. Bap(apuH), aHTHATPETraHThl
(B TOM 4umclie KJIOMUIOTPEN, alleTUICAIUIINIOBAs KUCI0TA) UIU CEJIEKTUBHBIC
UHTUOUTOPHl OOpAaTHOTO 3axBaTa CEPOTOHMHA (B TOM YHCIE LUTAIOIMpaM,
(bIyOKCEeTHH, TApOKCETHUH, CEPTPAJIUH).

OcTtopoxHOCTh HeOOXOonuMa Tpu TpUMEHeHHH mpemnapara JlukinodeHak y
MalMEeHTOB C JICTKUMU U YMEPEHHBIMU HApyHICHUSMU (YHKIUU TMEYEHH, a
TaK)ke Yy MalMeHTOB C MEYEHOUYHOW mopdupuel, Tak Kak Mpernapar MOXKET
MPOBOIUPOBATH MPUCTYIIBI TOPPUPHUH.

CrnexyeT ¢ OCTOPOXXKHOCTBIO MPUMEHATh MpenapaT y MalUueHTOB C
OpOHXWAIBPHOW aCTMOW, CE30HHBIM aJUICPTUYECKUM pPUHHTOM, OTEKOM
CIU3UCTON O0O0OJIOUKM HOCOBOM MOJOCTH (B TOM 4YHUCIE C HOCOBBIMHU
MOJIUIAaMH ), XpPOHUYECKON 0OCTPYKTUBHON OOJE3HBIO JIETKUX, XPOHUYECKUMHU
WHPEKIIMOHHBIMUA  3a00JIEBaHUSIMU  JBIXATEJNbHBIX  TyTell  (0COOEHHO
aCCOIMUPOBAHHBIX C AJJIEPTUUYECKUMU PUHUTOTIOJOOHBIMU CUMIITOMAMHU ).
Ocobasi 0CTOPOXXHOCTH TpeOyeTcss MpU JICUCHUHU MAIUEHTOB C CEPACYHO-
COCYIHUCTBHIMHM 3a00JICBAaHUSIMH, HApYHMICHUSIMH (QYHKIIMM TOYEK, BKJIIOYAs
XPOHHYECKYIO MOdYedHyio HemoctaTodrocts (CK® 15-60 mua/mun/1,73 M),
JTUCTUNUAEMUCH/TUTIEPIUNIUAEMUECH, CaXapHbIM TMa0ETOM, THIIEPTOHUYECKOU
00JIC3HBIO, TpPHU JICUCHHUH KypSAIMHUX TMaIMEHTOB WM  TAaIMCHTOB,
37I0YMOTPEOSAIOMMUX  AJKOTOJEM, TPU  JICUCHUHU TOXKHWIBIX  IMallMeHTOB,
MOJIYHAIONIUX AUYPETUKU WIM JAPYTHe TMpernaparbl, BIUAIONIME Ha (QYHKIUIO
MOYeK, a TaKXKe TMalMeHTOB CO 3HAYUTEJIbHBIM YMEHBIIICHHEM 00beMa
nupkymupytomieit kpou (OLIK) mro6oit aTHONMOTHH, HApUMEpP, B MEPUOABI 10 U
MIOCJIE MACCUBHBIX XHUPYPTHUCCKUX BMEIIATEHCTB.

Crnenyer ¢ OCTOPOKHOCTHIO TPUMEHATH mpenapar JukinodeHak y MamueHTOB C
nedexkramu cucrembl remocraza. CrenyeT coOJI0gaTh OCTOPOKHOCTh MU
MPUMEHEHUH TIpernapara y MalMeHTOB C PUCKOM Pa3BUTHUS CEPACUHO-COCYTUCTHIX
TpoMOO030B.

Crnenyer coOmogaTh OCTOPOKHOCTH MPHU MPUMEHEHUHU npenapata JukinodeHak y
MAIMEHTOB TOXKUIIOTO BO3pacTa. ITO OCOOEHHO aKTyaJIbHO y OCHAOJEHHBIX WIIH
MMEKIINX HU3KYIO MAcCy TeJla MOKUIIBIX JIFOJEU. Y NaMEHTOB JaHHOW KaTEropuu
PEKOMEHTyeTCS IPUMEHSTH TIpermapaT B MUHUMAJIbHOH 3 (EeKTHBHOM J103¢€.
Oco0Oble yKa3zaHus

Topaoicenue drceny0ouno-KuuieuHo2o mpakma
[Ipuy npumeHenun aAukiIodheHaKa OTMEUAIUCh TaKWe SBJICHHUS  Kak

KpoBOoTeueHHs: unu uzbsa3BieHus/mepdopannu XKT, B psame ciaydaeB co
5
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IpU NPUMEHEHUHU MPENApaToB y MALMEHTOB C HAJIUYUEM WM OTCYTCTBHUEM
NPEAIIECTBYIONIUX CHMITOMOB M CEPbE3HBIMU JKEJIYJIOYHO-KUIIECYHBIMU
3a00J1€BaHUSIMU B aHAMHe3€ WM 0€3 HUX. Y MOXKUJIbIX MalUeHTOB MOJ00HbBIE
OCJIO)KHEHUSI MOTYT HUMETh Ccepbe3Hble mnociaeactsus. llpu paszButum y
MarMeHToB, NoayJammux mpenapat JlukimodeHak, KpOBOTEUCHUN WU
usbs3BieHnn JKKT npenapar cinenyet OTMEHUTS.

Jis cHukeHust pucka Tokcuueckoro aevictBus Ha JKKT manuentam ¢
sa3BeHHBIM nopaxkeHreM KKT, ocoOeHHO OCI0KHEHHBIM KPOBOTEUEHUEM UIIU
nepdopaiueil B aHaMHe3€, a TaKXKe y MOXKUIBIX MAaI[MEHTOB Mpenapar cleayeT
NPUMEHSTh B MUHUMaIbHOU 3G PekTuBHON A03e. [lanimenTaM ¢ MOBBIIIEHHBIM
PUCKOM Pa3BUTHS KEIYIOUHO-KUIIEUHBIX OCIOXHEHUN, a TaKXKe MalleHTaM,
MOJIYYaloUM TEpPanuil0 HU3KUMH J103aMH  aleTUJICATUIUIOBON KUCIIOTHI,
ClIeNyeT MPUHHUMATh TaCTPONPOTEKTOPH (MHTHOUTOPHI MPOTOHHOW MOMIIBI
WM MU30MIPOCTOJ) WIM APYyrue MEAUIIMHCKUE Tpernaparbl ISl CHUXKCHUS
pucka HexenateapbHoro BozzaelcTBus Ha JKKT. Ilammentam ¢ mopakeHHeM
KKT B anamHe3e, 0COOCHHO MOXKHUIIBIM, HEOOXOIMMO cooOImaThk Bpady o000
BCeX a0IOMUHAJIBHBIX CUMIITOMAX.

llayuenmul ¢ OpoHxuanbHOU acmmou

O6octpenne OponxuanbHOU acTMbl (HenepeHocumocTh HIIBII/OponxuansHas
actMa, npoBomupyemass mnpuemom HIIBII), orex KBuHke M KpamuBHHIIA
Hau0oJiee YacTo OTMEUAalTCs Yy TNalUeHTOB, C OpPOHXMAJIbHOW acCTMOMH,
CE30HHBIM AJUIEPTUUYECKUM PHUHHUTOM, HOCOBBIMH IMOJIMIIAMH, XPOHUYECKOU
OOCTPYKTUBHOW O0O0JIE€3HBIO JIETKUX WJIM XPOHUYECKUMU HHQPEKIHOHHBIMU
3a00J7€BaHUSIMU  JIBIXaTENbHBIX  MyTed  (OCOOEHHO  CBS3aHHBIMH  C
aJJIEPTUUYECKUMHU PUHUTOMONOOHBIMU CUMITOMaMH). Y JaHHOW TpYIIIbI
MaIlMEHTOB, a TaKXKe y MaIMeHTOB C ajjleprueu Ha apyrue npemnapartsl (ChIIb,
3yl WM KpanuBHHUIA) NpPU NPUMEHEHUM mpenaparta JukinodeHak cieayer
co0i01aTh  0COOYIH0  OCTOPOXKHOCTH  (FOTOBHOCTH K  NMPOBEAEHUIO
pEaHUMAIMOHHBIX MEPONPUITHH).

Koorcnvie peaxyuu

Takue cepbe3HbIE JAEPMATOJIOTHYECKHE PEaKIUU KaK dSKCPOIUaTUBHBIN
nepMatut, cuHiapom CTuBeHca-/[>KOHCOHA, TOKCHYECKHH »SIuJepMalibHBIN
HEKpPOJIM3, B HEKOTOPBIX CJIydasX CO CMEPTEJIbHBIM HCXOA0M, Ha (oHe
NpUMEHEeHUsT NuKIodeHaka oTMeYaluch Oo4eHb peako. Haubomnpmmume puck u
4acTOTa PAa3BUTHUS TSKEIBIX JIepPMAaTOJOTMYECKUX pPEaKIUuid OTMeYaluch B
NepBbIA  Mecsi JedeHus aukiaodeHakom. [lpu pa3BuTum y MaAlMEHTOB,
MOJIy4alolMX TMpenapar, MEepPBbIX MPU3HAKOB KOMXKHOMW CBINH, MHOPaXEHUS



CIM3HUCTBIX 000JIOUEK WM JPyTUX

npemnapar CiaeayeT OTMEHUTh.

B penkux cnyyasx y HalMeHTOB, HE MMEIOIIUX aJJIepruu Ha JAUKIO(pEHaK,
npu NPUMEHECHUHU npenapara MOTYT pa3BUBATHCS
aHauIakTuueckne/anHaQUIAKTOUTHBIC PEAKIINH.

Bo3zoeucmesue na neuens

[Tockonbky B mepuoa TpUMEHEHHs mpemnapata JlukimopeHak MOKET
OTMEUYAThCS MOBBIIMIEHUE AKTUBHOCTU OJHOTO WA HECKOJBKHX IMMEYEHOYHBIX
bepMeHTOB, MpU IUTENBHOW TEpanmuu TMpernapaToM, B KadyeCcTBE MEpPhI
NPEIOCTOPOKHOCTH, MOKa3aH KOHTPOAb (QyHKIUU nedeHu. [Ipu coxpanenuu
U MIPOTPECCUPOBAHUM HAPYIICHUM NMEUEHOUHON PYHKIIMU UM BOSHUKHOBEHUH
NpU3HAKOB 3a00JICBaHWN TEYCHU, WM JAPYTHX CHMITOMOB (Hampumep,
03MHO(PUIINM, CBHIMUM MU T.I.), Ipernapatr HeoOXoauMo OTMEeHHTh. Ciemyer
UMETh B BHJYy, UYTO TeNmaTUT Ha (poHE NpPUMEHEHUs Mpemnapara MOXKET
pa3BUBaTHCA 0€3 MPOJPOMAIbHBIX SBICHUM.

Bo3zoeticmeue na nouku

Ha ¢one tepanuu mnpenapatrom JlukinodeHak peKOMEHIYyeTCS MPOBOJIUTH
KOHTPOJb (YHKIMM IMOYEK y MAlMEHTOB C THIEPTOHUYECKOW OO0JIE3HBIO,
HapymIeHUsIMU (QYHKIUU Cceplla WIM TMO0YeK, TMMOXKUIBIX, TMaIlUEHTOB,
MOJIyYaloIUX AUYPETUKU WIW APYTUE TMpEnapaThl, BIUAIOIAE HA MOYEUHYIO
GYHKIMIO, @ TaK)Ke Yy Mal[MEeHTOB CO 3HAYUTEJIBLHBIM YMEHBbIIIEHHEM O00bema
HUPKYJIUPYIOLIEH NIa3Mbl KPOBH 1000 3TUOJIOTHHU, HAIPUMEP, B MEPUOJ 10
Y II0CJI€ MACCHUBHBIX XHUPYPrH4YE€CKUX BMewareabcTB. [locie mpexkpalneHus
Tepanmuu TMpernapartoM OOBIYHO OTMEUAeTCs HOpMalu3alus IoKa3aTenen
MOYCYHON (PYHKIIMU JO0 UCXOIHBIX 3HAYCHUH.

Bo3zoeticmsue na cepoeuno-cocyoucmyio cucmemy

Tepanus HIIBII, B ToM yucne aukinodpeHakoM, B OCOOCHHOCTH, AJTUTEIbHAS
Tepanus U Tepamus C HCIOJb30BAHUEM BBICOKHX J103, MOXET OBITh
accollMUpoBaHa ¢ HEOOJBIIMM BO3PACTAHHUEM pPHUCKAa PA3BUTHS CEPHE3HBIX
CepPJIEYHO-COCYAUCTHIX TPOMOOTHYECKUX OCIHOKHEHUM (BKIOYas HHQapPKT
MHOKap/ia U UHCYJIbT).

VY manueHToB ¢ 3a00JIeBAaHUAMU CEPACYHO-COCYUCTON CHUCTEMBI M BBICOKHUM
PUCKOM pa3BUTHUS 3a00JIEBaHUIN CEpPJIEUHO-COCYAUCTON CHCTEMBI (HAampUMeED,
C apTepualibHOW THUIEpTEeH3UEH, TUINEPIUNUAECMHUECH, caxapHbIM JauabeToM,
KypsUIMM) cieyeT NPUMEHATh Mpenapar ¢ 0co00i OCTOPOKHOCTHIO, B CAaMOM
HU3KOM 3G PEeKTUBHON [103€ NMPU MUHUMAJIBLHO BO3MOXXHOU JJIUTEIbHOCTHU
JICYCHUSI, TOCKOJbKY PHCK BO3HUKHOBEHHS TPOMOOTHYECKHUX OCIOXHCHUU
BO3PAacTAaeT NPH YBEIWYEHUU JNO03bl U MNPOJOJIKUTEIBHOCTH JieueHusa. [lpu

IIUTEeNbHOUN Tepamuu (6osee 4 Henelb) CyToYHas 103a AUKIo(eHaka y TaKux
7
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NPOBOAUTH OLIEHKY 3()PEKTUBHOCTH JIEUEHHUS U MOTPEOHOCTH MalMEHTa B
CUMITOMAaTHUYECKOW Tepanmuu, OCOOEHHO B TeX clydasX, Korja ee
NPOJOJIKUTEILHOCTh cocTaBisier Oonee 4 Henenb. [lanwenra cieayer
NPOUHCTPYKTUPOBATH O HE3AMEMJIMTEIBHOM OOpalleHUH 3a MEIUIHUHCKOU
MOMOIIBIO MPU MOSBICHUH NEPBBIX CUMITOMOB TPOMOOTHYECKUX HAPYLICHUU
(Hanmpumep, 60U B TPYJH, YyBCTBA HEXBATKH BO3/yXa, c1abOCTH, HAPYIICHUS
peun).

Bo3zoelicmsue na cucmemy kpogemeopeHus

[Ipenapar [lukiodeHak MOXET BpPEMEHHO HWHIHOUPOBATH arperamuio
TpomOonuToB. IloaTOMy y MalMEHTOB ¢ HapylIIeHUSIMH T'eMOCTa3a
HEOOXOAUMO  TPOBOAUTH  THIATEJIBHBIH  KOHTPOJb  COOTBETCTBYIOUIUX
nabopaTOpHBIX MOKa3aTeeil.

[Ipy nauTEnbHOM TNPUMEHEHUU IMpenapata pPEKOMEHIYETCSd MPOBOJIHUTH
peryispHbie KIMHUYECKUE aHANU3bl NepUPEepPUIECKON KPOBU.

MackuposaHnue npuznaxkos UuHGEeKYUOHHO20 npoyecca

[IpoTuBoBOCHanuTenpHoe  AelcTBue npenapata JlukinodpeHak  Moxer
3aTPYAHATH JUATHOCTUKY MH(PEKIIMOHHBIX MPOILECCOB.

IIpumenenue oonospemenno c opyeumu HIIBIIT

He cnenyer npumenats npenapat JuknodpeHak OJHOBPEMEHHO C JAPYTHMU
HIIBII, Bkatouas cenektuBHble UHTHOUTOPHI LIOI'-2 n3-3a pucka yBeanueHus
HE)KEJIaTeIbHBIX SIBICHUMU.

BcnomorarenbHbIe BEIIECTBA

Oco0yi0 OCTOPOKHOCTH CJIENYET COOMIOAaTh MPU BHYTPUMBIIICYHOM BBEICHHUU
mpernapara y TaIlMEeHTOB C OpOHXHMAJIbHOW acTMOM H3-3a pUCKa 00O0CTpEeHUs
3a00JIeBaHus, TaK Kak OMCYIb(GUT HATPUS, COACPIKAIIHUIICS B MperapaTe, Coco0eH
BBI3BIBATH TSDKEJIBIC PEAKIIMHA TUTICPUYBCTBUTEILHOCTH.

3 mu (1 ammnyna) npenapara couxepxat 120 mr 6enszwioBoro cnupta. [Ipu mose
MeHee 90 MI/Kr/cyT NpOTUBOMOKA3aH HEJOHOIIEHHBIM U HOBOPOXKJIEHHBIM. MoOXeT
BBI3BIBATh TOKCUYECKHE M aHA(DUIAKTOUIHBIE PEaKIUU Y MIIAJICHIIEB U JIeTel 10 3
aet. Ilpu nmoze 90 wmr/kr/cyr um Oojiee TPOTHBONOKA3aH HEJIOHOIIEHHBIM H
HOBOPOXJICHHBIM. [3-3a pucKka CMEpTEIbHBIX TOKCHUECKHUX PEaKIUi Mpu
BBEJICHUHM OCH3WJIOBOTO CHHUpPTa B J03€, MpeBbimaromnieit 90 Mr/kr/cyT, HaHHBIN
npenapar HeIb3sl MPUMEHSITh Y MJIQJICHIICB U ICTCH MJTaIie 3 JIeT.

JlanHbIil penapat coaepkut MmeHee 1 MMonb HaTpus (23 MT) B OIHOM aMItyJse, TO

€CTb, II0 CYyTH, HE COJICPKUT HATPUSL.
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4.5. BzaumopeiicTBue ¢ APYrUMH JIEK pCTBe'rn{mn]u%penapa aMU_H_Apyrue

BU/IBI B3aNMOAeHCTBUSA
BrIgBiieHHEBIE B3AUMOJIEUCTBUSA

Hneubumopwor uzogpepmenma CYP2C9

Cnenyer coOq0gaTh OCTOPOKHOCTh HPU OJHOBPEMEHHOM NPUMEHEHUH
nukiopenaka u  uHruOutopoB uzopepmenra CYP2C9 (takux Kax
BOPHKOHA30J1) M3-32 BO3MOXHOTO YBEJIIMYCHHS KOHIICHTPAIIUU ATUKIO0(EeHAKa B
CBIBOPOTKE KPOBHU U €TI0 IKCIIO3HUIUH.

Jlumuil, oucokcun

JuknodeHak MOXKET TOBBIIIATH COJIEp)KAHUE JIUTUSA W KOHIIEHTPALUIO
JUTOKCHHA B IJIa3Me KpOBHU. PekoMeHAyeTCsl KOHTPOJb COAEpPKaHUS JTUTHS U
KOHIICHTPAIIUHA JUTOKCHHA B CBIBOPOTKE KPOBH.

Juypemuuecxkue u cunomenszusnvle cpeocmea

[Ipy OMHOBpEeMEHHOM NPUMEHEHHWH C JAUYPETUKAMH W THUIOTEH3WBHBIMU
npenapatamMu  (Hampumep,  OeTa-aapeHoOJOKaTOpaMH, HUHTHUOUTOpaMU
aHTHOTeH3UHIIpeBpamartomero depmenta - AllD) guxknodenak wmoxer
CHIXKAaTh MX THNOTEH3UBHOe jelctBue. [loaTomy y mamueHTOB, 0COOEHHO
MOXXKWJIOTO BO3pacTta, NPU OJHOBPEMEHHOM MPUMEHEHUU JHKIOPEeHaKa U
TAYPETUKOB HJIM THUIIOTCH3UBHBIX CPEJCTB CICIYET PEryIsipHO H3MepaTs AJl,
KOHTPOJHMPOBATh (YHKIHUIO TOYEK W CTENeHb THUJApaTaiuu (BCIEICTBUE
TOBBIIICHUS pHCKa HEQPOTOKCUIHOCTH).

Luxnocnopun u makpoaumyc

Bnusaue nuknodeHaka Ha aKTUBHOCTH MPOCTATJIaHIAMHOB B MOYKAaX MOXET
YCHJINBATh HEPPOTOKCHUYHOCTH IUKJIOCIOPHHA W Takpoaumyca. B cBs3u ¢
BBIIIECKA3aHHBIM  J03a JuKIOo(eHaka y  MaIlMEeHTOB, MOJyYarolux
[MUKJIOCTIOPUH WM TAaKPOJUMYC, NOJDKHA OBITh HUIXKE, YEM Yy MAllMEeHTOB, HE
MOJyYaroNuX YKa3aHHBIE MpemnapaThl.

IIpenapamul, cnocobnvle 8vi3vi6amsb 2UNEPKATUEMUTO

OnHOBpeMEHHOE TMNpUMEHEHHE JukiIodeHaka C Kaaui-cOeperariuMu
TUYPETUKAMU, ITUKIOCIOPUHOM, TAKPOJIHMMYCOM MU TPUMETONPUMOM MOXKET
MPUBECTH K TOBBIMICHUIO COAEP)KAHUS Kalusi B TJIa3Me KpoBU (B cliyuae
TaKOTO OJHOBPEMEHHOTO MPUMEHEHHUs JTaHHBIA TOKa3aTeslb CJIEAyeT YacTo
KOHTPOJUPOBATH).

AnmubaxkmepuanvHvie cpeocmea - NPoU3800HbLE XUHOJIOHA

HNMeroTcst oTnenbHBIE COOONICHUS O pa3BUTUH CYJOpPOT Y TMAIMeHTOB,
MOJTyYaBIINX OJJHOBPEMEHHO MPOM3BOIHBIC XHHOJIOHA U AUKIO(EHAK.
[IpeanoJsiaracMple B3aUMOIACUCTBUS

HIIBII u entokoxopmukocmepouobl

OI[HOBpeMeHHOC CUCTCMHOC IIPUMCHCHHUC I[I/II(J'IOCI)eHaKa " IpyTrux CUCTCMHBIX
9
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HIIBII wniM rarOKOKOPTUKOCTEPOUIOB KET —"yYBeIMYUBATE —JACTOTY

BO3HUKHOBEHHUS HEXEJATEIbHBIX SBJICHUN (B 4aCTHOCTHU, cO cTopoHbI JKKT).
AHmuxoazynsinmel U aHmMuazpecaHmol

Heo0XxoauMoO ¢ OCTOPOXKHOCTHIO MPUMEHATH JUKIO(PEHAK OJHOBPEMEHHO C
npenapaTaMy 3TUX TPYII U3-3a PUCKA pa3BUTHUA KpoBoTeueHuil. HecmoTps Ha
TO, YTO B KJIMHUYECKHX HCCIEIOBAHUAX HE OBLIO YCTAHOBJIEHO BIUSHUSA
nukiodeHaka Ha JEHCTBHE AHTHUKOATYISTHTOB, CYIIECTBYIOT OT/AEIbHbBIC
COOOIIEHUS O MOBHINIEHNN PUCKA KPOBOTCUCHHUH Y MAIIMEHTOB, TPUHUMABIITUX
JaHHyl0 KoMOuwHamuio mnpenapatoB. Creayer TIIAaTeNbHO HaAOJIIOJATh
MalueHTOB, MOJyYarIUuX OJHOBPEMEHHOE JeueHue JaHHBIMH
JIEKapCTBEHHBIMU MpenapaTamMu.

Cenexmugnbie uneuOUMOPbL 0OPAMHO20 3aX8AMA CEPOMOHUHA

OnHOBpEMEHHOE TPUMEHEHHUE NUKIO(PEHAKA C CEIEKTUBHBIMU UHTHOUTOpaMu
0OpaTHOTO 3axBaTa CEpPOTOHMHA IMOBBIIIAET PUCK PA3BUTHUA KEIYyIOYHO-
KUILIEYHBIX KPOBOTECUCHU.

l'unoenuxemuuecxkue npenapamol

B  KkJIMHMYECKHMX  MCCIENOBAHUSAX  YCTAHOBJIEHO, 4YTO  BO3MOYXHO
OJTHOBPEMEHHOE  MpPUMEHEHHE JHUKIOPEeHaKa U  THUINOTJIMKEMHUYECKUX
npenaparoB, npu 3ToM 3(PPEeKTUBHOCTH MOCIeAHUX HE u3MeHserca. OaHako
M3BECTHBI OTJAECJbHBIC COOOIIEHHUS O Pa3BUTUM B TAaKUX ClydasX Kak
TUMOTJIUKEMHUHU, TaK U TUINEPIIUKEMHUHU, YTO O00YCIOBJIMBAJIO HEOOXOIUMOCTD
W3MEHEHHS J03bl TUIMOTIMKEMUYECKHX IMpernapatoB Ha (OHE MNPUMEHEHUS
nukinodenaka. B cBsi3u ¢ BbIIECKa3aHHBIM BO BpeMs OJHOBPEMEHHOTO
NPUMEHEHUS nuknodenaka u TUNOTINKEMHUYECKUX npenapaTon
PEKOMEHAYETCS MPOBOAUTH KOHTPOJIb KOHIIEHTPALMH TII0KO3bI B KPOBH.
[TonyyeHsl OTAeNbHBIE COOOIIEHUS O Pa3BUTHU METAOOJIMYECKOrO amua03a
npyu OJHOBPEMEHHOM TMNPUMEHEHUU JukiIodeHaka ¢ MeTHOpPMUHOM, B
OCOOEHHOCTH y MAIUEHTOB C HApYLIEHUEM (PYHKIINHU MOYEK.

Memompexcam

Cnenyer coOnoAaTh OCTOPOXKHOCTh MPHU NMPUMEHEHUU IUKIO(eHaka MeHee
yeM 3a 24 daca 10 unu yepes 24 yaca noclie mpuemMa MeTOTpeKcaTa, Tak Kak B
TAKUX CJIyYasiX MOXET MOBBIIIATHCS KOHUEHTpAUUs METOTPEKCATa B KPOBU H
YCHUJIMBATBHCSI €r0 TOKCHUYECKOE JIeHCTBUE.

Denumoun

[Ipu onHOBpEMEHHOM MPUMEHEHUU (PEHUTOMHA U JUKJIO(EHaKa HEOOXOIMMO
KOHTPOJUPOBATh KOHUEHTpaluio (EeHUTOMHA B IUJIa3Me€ KpPOBHU H3-3a
BO3MOKHOI'O YCHJIEHHS] €70 CUCTEMHOT'O BO3/I€HCTBHS.

Unoyxmopwt usogpepmenma CYP2C9

Cnenyer coOnOAaTh OCTOPOXXHOCTh MPU TNPUMEHEHHHM JUKIOo(deHaKa
10



OJHOBPEMEHHO C HWHIYKTOpaMH U
pudaMOuIMH), TOCKOJbKY ATO MOXET NPHUBECTH K 3HAYUTEIHBHOMY
YMEHBIICHUIO KOHIICHTPAIlUU AuKJIodeHaKka B IIa3Me KPOBH U YMEHBIICHHIO
€ro dKCIIO3UIINH.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

bepeMEeHHOCTh

HMeeTcs HEJOCTATOYHO JAAHHBIX O O€30MaCHOCTH MPUMEHEHHS JukiIodeHaka
y OepeMeHHBIX JKEHIIWH. JlaHHBIE HEKOTOPBIX AMNUIAEMHUOJIOTUYECKUX
HCCJIEIOBAHUN TOBOPAT O NMOBBILIEHHOM PUCKE BO3HUKHOBEHHUS BBIKUJbIIIA
nocjie NMPUMEHEHUs WHTHOUTOPOB CHUHTE3a MPOCTOTJIAHIMHOB (Hampumep,
HIIBIT) Ha paHHuUX cpokax OEpeMEeHHOCTH, OJHAKO OONUi 00BEeM JaHHBIX
aBasiercss HeyoenuTenbHbIM. He cnegyet npumenste HIIBII xxenmunam ¢ 20-
Ol Henenn OEpEeMEHHOCTH B CBSI3M C BO3MOXKHBIM Pa3BUTHEM MaJOBOAMS
W/ TATOJOTHMM TIOYEK y HOBOPOXKJIEHHBIX (HEOHaTallbHAs MOYeYHas
TUCHYHKIIUA).

JlakTanus

Hecmotpss Ha TO, uto aukiodenak, kak u apyrue HIIBII, nmponukaer B
IPYAHOE MOJIOKO B MajiOM KOJMYECTBE, IpenapaTr He CIEeAyeT NPUMEHSATh B
nepuoj rpyJHOT0 BCKapMJIMBAHUS BO M30€XKaHUE HEXKENATEIbHOTO BIUSHUS
Ha peOeHka. IIlpy HEOOXOOAMMOCTHM NPUMEHEHHS Mpenapara y KEHIIUHBI B
ATOT MEPUOJ TPYAHOE BCKAPMIIMBAHHUE MPEKPAIIAIOT.

PepTUABHOCTD

[Tockonbky mukinodenak, kak u apyrue HIIBII, moxer oxa3biBaTh
OTpHUlIaTeNIbHOE JeWcTBME Ha (GEepPTUIBHOCTH, >KCHIIMHAM, TJIAHUPYIOIIUM
OepEeMEHHOCTb, HE PEKOMEHAYETCS IPUMEHSTh Mpenapar.

[TanneHTKam, TPOXOASIIUM 00CIEJOBAHUE U JICYEHUE 1O MOBOAY OeCcIiIoaus,
npenapar ciaelyeT OTMEHHTb.

4.7. BaiusiHue Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPEACTBAMH H
padorarb ¢ MEXaHU3MAMHU

[laniuentam, y KOTOpbIX Ha (oHE TMpuMeHeHus npemnapara Jukinodenak
BO3ZHMKAIOT 3PUTENIbHBIC HAPYIIECHMS, TOJOBOKPYKEHUE, COHIIMBOCTD, BEPTUTO WJIU
JpYrue€ HapylIeHHs CO CTOPOHBI LIEHTPAJIbHOW HEPBHOM CHUCTEMBI HE CIEAYET
YIPABJISTH TPAHCIIOPTHBIMU CPEICTBAMU M pabOTaTh C MEXaHU3MaMHU.

4.8. HexkenaresbHbIe peakuumn

Pe3roMe HexeaTeabHbIX PEaKIUi

Huxe npuBeneHbl HexenaTelbHble JiekapcTBeHHbIe peakuuu (HJIP), koTopeie
ObUIM BBIABICHBI B XOJE€ KJIMHUYECKUX HCCICNOBAHUN, a TakXke TpHu
NPUMEHEHHUU TUKIO(PEeHaKka B KIMHUYECKONW TTPaKTHKE.
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HexenatenbHble peakmuu pacrpeie
BO3HUKHOBEHHMs. o4eHb uvacTo (> 1/10); wacto (ot > 1/100 mo < 1/10);
HeyacTo (ot > 1/1000 mo < 1/100); peako (ot > 1/10000 mo < 1/1000); oyeHb
peako (< 1/10000); yacToTa Heu3BeCTHA (Ha OCHOBAHUM UMEIOIIUXCS JAHHBIX
OIL[EHUTh HEBO3MOXKHO).
Hngpexyuu u uneasuu’: o4eHb peIKO — MOCTUHBHEKIIMOHHBIN adciecc.
Hapywenus co cmoponwl kpoeu u numpamuueckou cucmemsi: 04€Hb PEAKO -
TPOMOOIIUTOTICHUS, JEUKOICHUS, TEMOJUTHYECKAsT aHEeMUs, arulacTHYecKas
aHeMUs, arpaHyJOLHUTO3.
Hapywenus co CMOpPOHbL UMMYHHOLL cucmemsl. penKo -
TUNEPUYYBCTBUTEIBHOCTh, aHaUIaKTUYeCKUe/aHA(QUIAKTOUIHBIE pPEaKIINu,
BKJII0Yasl CHM)KEHHE apTepuanbHOro nasieHus (A/[) u mox; oueHb peako -
AHTHOHEBPOTHYECCKUN OTEK (BKJIIOUAS OTEK JIMIIA).
Ilcuxuueckue Hapywenus: OYEHb PEIKO - JAC30PHEHTAIUs, JEMpecCHus,
OecCOHHMIIA, KONIMAapHBIC CHOBHUACHHS, Pa3APaKUTEIbHOCTh, NMCHUXUUYECKHUE
HapyIlIeHus.
Hapywenus co cmopoHvl Hep8HOU cucmembl. 4YacTO - TOJOBHas O0Jib,
rOJIOBOKPYXKEHHUE; PEIKO - COHJIUBOCTh; OYEHb PEIAKO - HapyUICHUs
JyBCTBUTEJIHHOCTH, BKJIOYAs IMapeCTe3WH, PacCTPONCTBA MaMsITH, TPEMOD,
CyIOpOTH, OINYIIEHWE TPEBOTH, OCTPhIE  HAPYIICHUS  MO3TOBOTO
KpPOBOOOpAIICHHS, aCENTUUYCCKU MEHUHTHT.
Hapywenus co cmopomnsl opeana 3penus; 0O4€Hb PEIKO - HAPYIICHUS 3PEHUS
(3aTyMaHUBaHUE 3pEHUS), TUTITIOTIHS.
Hapywenusa co cmoponsl opeana ciyxa u 1adupunma: 4acTo - BEpTUTO; OUECHb
PEelIKO - HApYIIeHUs ClyXa, IIIyM B yIax.
Hapywenus co cmoponsl cepoya: HedacTo - HHPApKT MHUOKapAa, cepacdyHas
HEJIOCTaTOYHOCTh, OIIYIICHUE ceparneOneHusi, 00Jb B TPYIH.
Hapywenus co cmoponsl cocyoos: 04eHb peaKo - oBbIIeHNEe AJl, BACKYIHUT.
Hapywenus co cmoponsl OblxamenvHoU cucmemsl, Op2aHo8 2pyOHOL K1emKU U
cpedocmenus: PEeNKo - OpoHXMaldbHas acTMa (BKJIKOYas OJBIIIKY); OYEHb
PElIKO - MTHEBMOHHUT.
Kenyoouno-kuuieynvie HapyuieHus. 4acto - abJlOMUHaIbHas 00Jb, TOIIHOTA,
pBOTa, auapes, IHUCIEINCHS, METEOpU3M, CHIDKCHHE alMeTuTa; PEeaKo -
racTpUT, XKEIYJO0YHO-KUIICUHOE KPOBOTECUCHHE, pPBOTA KPOBBIO, MEJICHA,
auapes ¢ MPUMEChI0 KPOBH, S3BBI JKEIYJIKa M KHIICYHHKA (C Wiau 0Oe3
KpPOBOTEUCHHS, CTEHO3a WM mnepdopanuu, C BO3MOXHBIM Pa3BUTHEM
MEPUTOHUTA); OYEHb PEJIKO - CTOMATHUT, TJIOCCHUT, MOBPEXKIACHUS MUIIECBOA,
BO3HUKHOBEHHE JUAPParMONOJO0HBIX CTPYKTYp B KHUIIEYHUKE, KOJUT
(mecmenuuueckuid  TeMOpparuyecKuil  KOJHUT, HIIEMUYECKHH  KOJIHUT,
12




000CTpeHUE SI3BEHHOTO KOJIUTA WU 60J’Ie'3H£IJ K‘bm;a‘i ?arrolfj nammea’TMT

JIMCTEB3HUS.
Hapywenus co cmopoHvl neueHu u odcenuegvl8o0awux nymeti. 4YacTo -
NOBBIIIEHUE AKTUBHOCTU aMUHOTpaHcdepa3 B Miaa3Me KpPOBHU; PEIKO -
rernaTuT, JKeNATyxa, HapylmeHus (QYHKIUW T[Ee4YeHHU; OYeHb pPEeaKo -
MOJIHUEHOCHBIN T'€NaTUT, HEKPO3 MEYEHH, IEYCHOUHAsI HEJOCTAaTOUYHOCTb.
Hapywenus co cmoponul kodtcu u nOOKOICHbIX MKAHEl. 9acTO - KOXKHas ChIIb;
pEeIKO - KpaluBHUIIA; OUCHBb PENIKO - OYIIIEe3HBIN AEPMATHT, SK3eMa, IpUTEMa,
MHOTOGOopMHas 3putema, cunjipom CtuBeHca-J/[>koHcoHa, cuHapom Jlaitenna
(TOKCHUYECKU ANHUAepMaIbHbII HEKPOJIHU3), SKCPOIUATUBHBINA JEpMATHUT, 3V,
ajomnenus, peakuuu GoToUyBCTBUTEIBHOCTH, Nypiypa, nypnypa lllenneiina-
I'enoxa.

Hapywenus co cmoponvl nouexk u mouesvlgoOAuux nymeu: OYEHb PEIKO -
OCTpO€ MOpakeHHe MoYeK (ocTpas MoyeuHass HeIOCTaTOYHOCTh), TeMaTypusl,
NpPOTEUHYpHS,  TYOYJOMHTEPCTULHUAIBHBIA  HEDPUT,  HEPPOTHUECKHU
CUHJIPOM, NANWUISIPHBINA HEKPO3.

Obwue napyuwieHus u peakyuu 8 mecme 88e0eHUs1 . 4acTo - 00Jib, YINIOTHEHUE B
MeCTE€ UHBEKIUU; PEIKO - OTEKH, HEKPO3 B MECTE BBEJCHUS Mpenapara.
Hapywenus co cmoponwt  cepdeuno-cocyoucmoii  cucmemsl. JaHHBIE
KJIMHUYECKUX HMCCIEIOBAHMWM YKa3bIBAaIOT Ha HEOOJBIIOE YBEJIMYECHUE PHCKA
Pa3BHUTHUA CEPJICYHO-COCYIUCTHIX TPOMOOTHUUECKUX OCIOXHEHUU (Hampumep,
uHpapKTa MHOKapaa), OCOOEHHO TpU  JJIUTEIbHOM  IPUMEHEHHH
nukiaodeHaka B BBICOKUX J03ax (cyTouHas go3a 6oiee 150 mr).

3pumenvHvle Hapyulenusa: 3pUTENbHbIE PACCTPOMCTBA, TaKMe KaK HapyLICHUE
3peHus, 3aTyMaHUBAaHUE 3PEHUS WU AUIJIONUS, MO-BUAUMOMY, SIBIISIOTCSA
kiacc-3¢dexramu HIIBII, u obGpatumbl mociie mpekpameHus MpUMEHCHUS.
Bo3MOXHBIM  MEXaHM3MOM  pa3BUTUA TaKUX  PACCTPOMCTB  SBISICTCS
WHTUOMPOBAHNE CHHTE3a MPOCTArJaHIMHOB W APYTUX COIMYTCTBYIOIIUX
BEIIECTB, YTO M3MEHSET pEryJsIUI0 KPOBOTOKAa B CETYAaTKEe, KOTOpOE
OpOSIBJISIETCS]  MOTEHUHMAJbHBIMU  3PUTENbHBIMU  paccTpoiicTBamu. llpu
pa3BUTUM TAaKUX CUMITOMOB Ha (QoOHE Tepanuu AUKIO(PEHAKOM Ccieayer
paccMOTpeTh BO3MOXXHOCTb O(TaIbMOJIOTMYECKOr0 OOClenoBaHUs s
HCKJIIOUCHUS KaKUX-JIMOO APYTUX MPUYHH.

COO6H.IGHI/IH 0 ITOA03PEBACMBIX HEKCJIATCIBHBIX PCAKIINAX

BaxxHO co00mare O TOMO3PUTEIBHBIX HEXKEIATCIIBHBIX PEaKIUIX IOCHe
perucTpauy Tpernapara C IeIbl0 00eCleueHrsT HEMpPEepPhIBHOTO MOHUTOPHHTA
COOTHOIIICHMSI «I0JIb3a — PHUCK» JIEKAPCTBEHHOTO TMpemnapara. MeauImHCKUM
paboOTHHKAM  PEKOMEHAYyeTCs  coo0marh O  JIOOBIX  MOJ03PEBAEMBIX
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HEXKECJIATCJIbHBIX PEAKIUAX JICKAPCTBCHHOIO Hg'e'r'ram‘?‘a 'qen'éz HaHHOHaUrf;HHe

CHUCTCMbI COO6HICHI/IH 0 HCXKCIIATCIbHBIX PCAKIUAX TIOoCydapCTB — YJIICHOB
EBpaSHﬁCKOFO O9KOHOMHNYCCKOI'O COI03a.

Poccuiickasa ®eoepayus

denepanbHas cyx)0a Mo Haa30py B chepe 3MpaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBsiHckast miomanis 1. 4, ctp.1

Temedon: +7 (800) 550-99-03

DnekTponHas nodra: pharm@roszdravnadzor.gov.ru

Caiir B MHQOPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHOW  cetu  «VHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

PBoTa, Xelymo4HO-KMIIEYHOE KPOBOTEYEHHUE, AUapes, TOJOBOKPYKEHUE,
IIyM B yIIaX, CyAOpPOTrH. B ciydae 3HA4YMTENBHOTO OTPABJICHUS, BO3MOXKHO
Pa3BUTHE OCTPOU NOYEYHOU HEJOCTATOYHOCTU U NOPAKEHUS IIEYCHU.
Jleuenue

[lonpepxxuBaroniee M CUMIITOMATUYECKOE JICYEHUE II0KA3aHO IIPU TaKUX
OCJOXHEHUIX Kak CcHMXeHue A]Jl, moyeyHas HEZOCTATOYHOCTb, CYyIOPOTH,
HapymeHuss co ctopoHbl JKKT wum yranerenme npixanusa. PopcuUpOBaHHBIN
auype3, remoauanu3 unu remonepdysus ans BeiBeaenus HIIBIIL, B T.u.
nukiodeHaka, M3 opraHudMa He3(p(PEKTUBHBI, TaK Kak JeiCTBYyIOIIUE
BELIECTBA JTHUX IMpPENaparoB B 3HAYUTEIBHON CTENEHU CBA3BIBAIOTCA C
OenKamu Ija3Mbl U IOJBEPTAOTCS HHTEHCUBHOMY METa00JIN3MY.

5. PAPMAKOJIOTHYECKHE CBOMICTBA
5.1. ®apmakoauHAMUYeCKHe CBOIICTBA
dapmakoTepaneBTUICCKAS rpynrma: MIPOTUBOBOCIAIUTEIBHBIE u

IMPOTUBOPEBMATUUCCKUC IIPCIIapaTbl, HCCTCPOUIHBIC ITPOTUBOBOCIIAJIUTCIBHBIC U
IMPOTUBOPECBMATUUYCCKUC IIPpCIaparbl; IIPOHU3BOIHLIC YKCYCHOﬁ KHCJIIOTBI H
POACTBCHHBIC COCANHCHUA.

Kox ATX: M0O1ABOS
MexauusM aeictBusd U papMakoauHaMudeckue dYOHOEKThI

[Ipemapar OKa3bIBaeT BBIPAXKEHHOE MPOTUBOBOCIAIUTEIBHOE,
aHAJIBIETUYECKOE U KapOTOHMKaloIIee AeHCTBHE.

OCHOBHBIM MEXaHU3MOM JEHUCTBUS JHKJIO(EHAKa, YCTAaHOBJIECHHBIM B
HCCIICIOBAHMSAX, CUUTAETCA TOPMOXXKEHHE OWOCHHTE3a MpOCTarjaHIuHOB.
[IpocTarnanauHbBl UTPAIOT BAXHYK pOJIb B TE€HE3€ BOCHAJCHUS, OOJH H
JUXOPAJIKH.
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KOTOPBIE JOCTUTAIOTCS TMpPH TNPUMEHEHHH Y 4YelIOBEeKa, HEe TMOJaBIseT
OMOCHHTE3 MPOTEOTIUKAHOB XPALIEBON TKaHHU.

[Ipu  peBmaTuueckux  3a00JIEBaHUSX  MPOTHUBOBOCHAIUTENbHBIE U
aHalbre3upyroliee CBOICTBAa Tmpemapata OOECNEeUYMBAIOT KIMHUYECKUI
3¢ deKT, XapaKTepU3yIOUUICA 3HAYUTETbHBIM YMEHBIICHHEM BBIPAKEHHOCTH
TaKuX TPOSIBICHWW, Kak O0Jb B TOKOE€ W TPH JBWKCHUU, YTPECHHIA
CKOBAHHOCTh W  MNPUIYXJOCTh CYCTaBOB, a TakKXe  YJIy4dlIEHUEM
(GYHKIIMOHAIBHOTO COCTOSTHUS.

[Ipu mocTTpaBMaTHYECKUX M TOCICONEPAMOHHBIX BOCTAIUTEIBHBIX SBJICHUSIX
nukiodeHak ObICTPO KynmupyeT 0oyib (Kak B TOKOE€, TaK W TPH JIBWKCHHM),
YMEHBIIAET BOCHAIUTEIBHBIN OTEK U OTEK MOCIECONEPALMOHHON PaHBI.
OTMeuyeH BBIpaXEHHBIM aHambreTHueckuil >¢QPext aukinodeHaka n0pu
YMEPEHHOW M CHJIBbHOM OOJM HEPEBMATHYECKOTO MPOUCXOXKIACHHUS.
O6neruenue Oonmn HactynaeT udepe3 15-30 munyr. Kpome Ttoro, mpemapart
obJyierdyaeT NpUCTYIIbl MUTPEHHU.

[Ilpy npumeHeHMH B KOMOMHAIMU C ONHOUJAMU Y TAIMEHTOB C
OCJIEONEePAMOHHON 00JbI0 qUKI0(PEHAK JOCTOBEPHO CHUKAET NOTPEOHOCTH
B OMMOUIHBIX aHAJIBI€TUKAX.

5.2. PapmaKkoKHHeTHYECKHE CBOCTBA

AOGcopOius

[Tocne BHyTpuMbllieyHOTO (B/M) BBeAeHHs 75 wMr paukiodeHaka ero
BCaChlBaHHE HAYMHAETCS HEMEJIeHHO. MakcumaiabHas KOHI[EHTpalus B
mwia3me (Cay), CpeaHee 3HaAUCHUE KOTOPOH COCTaBIAET OKOIO0 2,5 MKr/mi (8
MKMOJIb/T), gocturaerca mnpumepHo depe3d 20 wmunytr. KonudectBo
BCACHIBAIOIIETOCS aKTUBHOT'O BENIECTBA HAXOJUTCS B JIMHEHHOW 3aBUCUMOCTH
OT BEJIMUMHBI O3Bl NIpenapara.

Benumyuna nomanau moa kpuBod «koHueHTpanus-speMs» (AUC) mocie B/M
BBEIECHUS JUKIOPEHAKa NpUMEPHO B 2 pasza OoJsblie, 4eM TIOCIE €ro
NEepOPANBHOTO WJIM PEKTAJIbHOTO TPUMEHEHHS, IMOCKOJBbKY B TMOCIEIHHUX
CIydasX OKOJIO MOJIOBUHBI KOJTUYECTBA NUKJIOPEeHAKA METa00IU3UPYETCS MPH
«IIEpBOM MPOXOXKIECHUN» YEPE3 NIEUEHb.

[Ipu mnocnenyromux BBEACHUAX (apMaAKOKMHETHUECKUE IOKa3aTelu He
u3Menswores. I[lpu ycnoBum coOMOAEHUS PEKOMEHIYEMBIX WHTEpPBAJIOB
MEX1Yy BBEICHUIMHU AUKIO(EHaKa KyMYyJsIUU HE OTMEUaeTcsl.
Pacnpenenenue

CBa3p Cc OenakaMu CBHIBOPOTKH KpoBu - 99,7 %, mnpeumymiecTBEeHHO C
ansO0ymunoMm (99,4 %). Kaxymuiics o6beM pacupenenenus cocrasuset 0,12-

0,17 n/kr.
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OCI :)Jn.": BATENEHOCTE 0002)
JuknogeHak TpoOHUKAET B CHHOBUAJIbHYIO m%koc e e'T‘OI:Ma'I(CI/I'M'a'JTEHaﬂ

KOHIIEHTpAIUs JOCTUTaeTcs Ha 2-4 dYaca TO3XKe, 4YeM B IJla3Me KpOBH.
Kaxymuiics mepwoa TMONYBBIBEACHHS W3 CHHOBHAIBHOW  KUIKOCTHU
cocraBisier 3-6 uwacoB. Uepe3 2 dyaca moclie JOCTHKCHUS MaKCHUMalbHOM
KOHI[EHTpallMu B IUIa3ME€ KPOBH  KOHIIEHTpamus JukjiodeHaka B
CMHOBHAJIbHON >KUAKOCTH BBINIE, YEM B IUJIa3M€ KPOBH, U €€ 3HAUYCHUS
ocTalTcsa 60Jiee BHICOKMMH Ha MPOTSKEHUU Meproaa BpeMeHu a0 12 Jacos.

Huknodpenak Ob1 oOHapykeH B HU3KUX KoHUeHTpauusx (100 ur/mium) B
TPYIHOM MOJOKE OJHOW W3 Kopmsamux wmatepeir. Ilpenmomaraemoe
KOJIMYECTBO Mpernapara, Momagarero 4yepe3 TPyaIHOEe MOJIOKO B OpraHU3M
pebenka sxBuBasieHTHO 0,03 MI/KI/CyTKH.

buotpancdopmanus

MeTabonu3m nukiogpeHaka OCYILIECTBIISICTCS YaCTUYHO nyTeM
TTIOKYPOHUPOBAHUS HEM3MEHEHHOW MOJICKYJbl, HO MPEUMYIIECTBEHHO
MOCPEJACTBOM OJHOKPATHOTO W MHOTOKPATHOTO THAPOKCUIWPOBAHUA U
METOKCUJIUPOBAHUSA, YTO MPUBOJUT K 0Opa30BaHUIO HECKOJBKUX (PEHOIBHBIX
MetabonuToB (3'-ruapokcu-, 4'-ruipokcu-, S'-rupokcu-, 4',5- TUTUIPOKCHU-
u  3'-ruapokcu-4'-MeTokcuauKiIopeHaka), OOJBIIMHCTBO U3  KOTOPBIX
MpeBpaIaeTcs B TIIOKYPOHOBBIE KOHBIOTAThI. J[Ba ()EHOTBHBIX MeTaboauTa
OMOJIOTUYECKU AaKTHBHBI, HO B 3HAYUTEILHO MEHBIICH CTENEHH, 4YeM
nuKJIopeHaK.

DJIMMUHALAS

OOmwuii CHCTeMHBIN TIA3MEHHBIA KIMPEHC AuKIodeHaka cocTaBisgeT 263 +
56 w™u/muH. KoHE4YHBIM MEepuOJ TONTYBBIBEIECHUS coOCTaBiseT [-2 waca.
ITepuon MOJIYBBIBEICHHUS 4-x MeTaboJIUTOB, BKJIIOUAs JBa
(hapMaKoOJIOTUYECKH aKTHUBHBIX, TaK XK€ HEMPOJOJIKUTEICH U COCTaBisgeT 1-3
yaca. OauH u3 MetaboauToB, 3'-TUAPOKCHU-4'-METOKCUIUKIO(EHAK, UMEET
0ojee JIMTENbHBIA MEPUOJ TMOJTYBBIBEACHUS, OJHAKO JTOT METa0OJIUT
MOJIHOCTHIO HEAKTUBEH.

Oxomno 60 % 1036l npenapara BRIBOAUTCA MOYKaMU B BUJIE TIIIOKYPOHOBBIX
KOHBIOTATOB HEW3MEHEHHOr0 AaKTHUBHOIO BENIECTBa, a TakKXe B BHUJE
MeTaboaUTOB, OOJBITUHCTBO U3 KOTOPHIX TOXE TMPEACTABIAIOT COO0H
TJIIOKYPOHOBBIE KOHBIOTAThl. B HEM3MEHEHHOM BHUJIE BBIBOAUTCS MeHee 1 %
nukiodenaka. OctaBmiasics 4acTh J03bl Ipemapara BBIBOJAUTCA B BHUJE
MeTa0O0JIUTOB C KETUYbIO.

Konnenrtpanus paukinodpeHaka B Iia3Me KpPOBH JIMHEWMHO 3aBUCUT OT
BEJIMYMHBI IPUMEHSIEMON J03HI.

dapMaKOKMHETHUKA Y OCOOBIX TPYIIN NAIUEHTOB

BC&CBIBEIHI/IC, MeTabOoJIHu3M U BBIBCJACHHUC IIPpCIIapaTa HC 3aBUCAT OT BO3pacTa.
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COOTBETCTBYET 3K( OMY OTUETY

oT
. QCIENOBATENEHOCTE 00021
VYV nerell KOHUEHTpaUMM AUKIO(EHAKA B n%*mél OBYL_TIPU._TIPUMEHCEHNIN

SKBUBAJEHTHBIX [03 IMpemapata (MI/KI Macchl Tella) CXOJOHBI C
COOTBETCTBYIOIIMMHU IOKa3aTeNsIMH Yy B3pociblX. OJHAKO y HEKOTOPBIX
NalMeHTOB IMOXWJIOro Bo3pacta rmocie 15-MUHYTHOW BHYTPUBEHHOU
MHQY3UH OTMEUYEHO YBEJIMYEHHE KOHIICHTpAlMu AUKIOPEHAaKa B ILIa3Me
kpoBu Ha 50 % mno CpaBHEHUIO C TAaKOBBIM II0KA3aTEJIEM Yy 3J0POBBIX
100pOBOIIBIIEB OOJIE€ MOJIOIOTO BO3pacTa.

Y nauMeHTOB ¢ HapyuieHHueM (QYHKIUM TOYEeK TpU  COOIIOJCHUU
PEKOMEHJIOBAHHOTO peXHMa JO3UPOBAHUS KYMYJISIUKA HEU3MEHEHHOTO
AKTUBHOTO BEIIECTBA HE OTMEYaETCs.

[Ipu knupence kpearuHuHa MeHee 10 MJII/MUH pacueTHbIE PaBHOBECHBIE
KOHIIEHTpAIUM TUAPOKCUMETA0O0JUTOB JuKIOPEeHaKa NpuMepHo B 4 pasza
BBIILIE, YEM Yy 3J0POBBIX OOPOBOJIBILIEB, IPU 3TOM METAOOIUTHI BBIBOJASTCS
HCKJIFOYUTEIBHO C KEIYbIO.

Y namuMeHTOB C€ XPOHUYECKHM TE€MaTUTOM WM KOMIIEHCHUPOBAHHBIM
HUPpPO30OM  I€YeHU  MoKazareiau  (apMaKOKMHETUKH  AuKIOo(deHaka
AHAJIOTUYHBI TAKOBBIM Yy NALIMEHTOB 0€3 3a00JeBaHU MIEUEHHU.

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeyens BcnoMorarebHbIX BelIeCTB
[IponunEeHITIMKOIIb

MaHHUT (MaHHUTOJT)

beH3unoBbIi ciupT

Hatpus nucynsdut (HaTpust MmeTabuCynbpuT)

Hatpus runpoxcuna pactsop 1 M (s koppexiuu pH)
Bona nng nabeknui

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHHs1)

2 roma

6.4. Oco0Obie MepbI MPEIOCTOPOKHOCTH IIPH XPAHEHHUH
B 3amuiieHHOM OT cBeTa MeCTe Mpu Temieparype He Boie 25 °C.
6.5. Xapakrep u cojep;kaHue NEPBUYHON YIIAKOBKH
[lepBuyHas yrakoBKa

[To 3 mn mpemapata B amMmyJibl HEHTpadbHOrO CTEKJIa 1-ro TUIPOIUTHYECKOTO

kiacca uin mapku HC-3 ¢ TOuko# uiau KoJIbIIOM H3J10Ma.

BropuuHas ynakoBka

[To 5 win 10 amMmyn BMecTe C MHCTPYKUIHEH MO MEAUIMHCKOMY MPUMEHEHUIO

MOMEINIAIOT B MAYKy M3 KapTOHA M BKJIAJBIINIEM W3 Oymaru win TroQpupoBaHHON
17




ot 30.04.2025 N° 11465
OCNEOOBATENEHOCT L O002
JIEHTBI, WIK CO CIELMAIBHBIMU THE3AaMU U H'Qmel:llB‘a:ll()’r'q'Tnkgrky:6mh'epan

JlomyckaeTcsi TEKCT 3TUKETKU-0aH1epOJId HAHOCUTh HETTOCPEACTBEHHO HA MaYKy.
[Io 5 amnyn noMemarT B KOHTYPHYHO SYEMKOBYIO YIIAKOBKY W3 IUICHKHU
MOJIMBUHUWIXJIOPUTHON U (OJIBIU aTFOMUHUEBOM JTAKUPOBAHHOM WK 0€3 (OJIbIu.
[Io 1 wnu 2 KOHTYpPHBIX SYEHKOBBIX YIAKOBKM BMECTE€ C HWHCTPYKUMEH I10
MEIULMHCKOMY IIPUMEHEHMIO TOMEIIAIOT B MA4YKy U3 KAPTOHA.

6.6. OcolObie MepbI MPETOCTOPOKHOCTH NMPU YHUYTOKEHUU MCIOJIb30BAHHOTO
JIEKAPCTBEHHOI'0 Ipenapara WM O0TXO0A0B, MOJYYEHHBIX MOC/Ie NMPUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara, i Apyrue MaHMILYJISIMH C IPenapaTom

Hetr ocoObix TpeOoBaHMM K yTWIM3alUMU. Bech OCTaBIIMICS JIeKapCTBEHHBIN
npenapaT U OTXOAbl CIEAYET YHUYTOXHUTh B COOTBETCTBUU C YCTaHOBJIEHHBIMU
HallMOHAJIBbHBIM 3aKOHOJIaTEILCTBOM TPEOOBAaHUSAMH.

7. AEPXKATEJIb PETUCTPALIUOHHOTI'O YAOCTOBEPEHUS
Poccniickas ®enepanms

OKII «ApmaBupckas ouodadpuka

352212, Kpacnonmapckuii kpai, HoBokybOanckuii paiion, m. I[lIporpecc, yi.
Meununkosa, 1. 11

Temn.: (86195) 2-11-15, daxc: (86195) 4-10-26.

7.1. llpeacTaBuTte/ib AepxaTesss PerucTPAHOHHOIO0 YI0CTOBEPECHUSA
[IpeTeH3uu noTpeOuTEeNe HANPABJIATH 110 AJIPECY:

Poccniickas ®enepanns

OKII «ApmaBupckas onodadpukay

352212, Kpacuonmapckuii kpai, HoBokybanckuii paiion, m. Ilporpecc, yi.
Meunwnkosa, 1. 11

Ten.: (86195) 2-11-15, daxc: (86195) 4-10-26.

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA TMEPBUYHOM PEIUCTPAIIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIUN)
JlaTa nepBoi perucrpauuu:

10. JATA IEPECMOTPA TEKCTA

OO1as xapakTepuCTHUKa JIEKapCTBEHHOro rnpenapara JuknodeHak 1ocTynHa
Ha uHGOPMAIMOHHOM TmopTane EBpa3uiickoro 53KOHOMHUYECKOTO CO3a B
MH(OPMAITMOHHO-KOMMYHHUKAIMOHHON CeTH «HTepuer»

https://eec.eaeunion.org/.
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