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OBLIASI XAPAKTEPHCTHKA JIEKARCTBEHHOTO, IPRITAPATA 0003

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Berakconon-Onrtuk, 0,5 %, kamiu ria3Hble.

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB

JeiicTByrolee BenecTBO: 0€TaKkCoI0M.

Kaxapiit 1 Mi1 pacTBOpa comepkut 5 Mr 6etakcosnosia (B BUIE THAPOXIOPUIA).

BcromorarenbHble BEHIECTBA, HAIMYUE KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOIO
npernapara: OeH3aIKOHUS XJIopua (cM. pasaen 4.4.).

[TonHbIi TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kanmnu rina3uele.

[Tpo3paunast GecriBETHAS HIIA CO CBETJIO-)KEITBIM OTTCHKOM KHJIKOCTb.

4. KIIMHUYECKHUE JAHHBIE

4.1. IloxkazaHusl K NPUMEHEHUI0

JlexapcTBenHblil npenapar berakconon-OnTHK Moka3aH K MPUMEHEHUIO y B3pocibIX ¢ 18 ser s
CHIDKEHHMSI  TOBBIIIEHHOTO BHYTPUIJIA3HOTO  JIaBJEHUSA MNpU  OPTAIBMOTHUIEPTEH3UM WM

OTKpLITOYI‘OJ'IBHOﬁ TJIayKOME.

4.2. Pe:xuM 103MPOBaHUS U CNIOCO0 MPUMeEHEHU S

PexxuM 103upOBaHus

ITo 1 xanute 2 pasa B CyTKH.

Y HEeKOTOpBIX MAalMEHTOB CTAaOWIW3alUs BHYTPUIJIA3HOTO JaBJIEHUS TPOMCXOIUT B TEUCHHE
HECKOJIbKUX HeJlelb, T0O3TOMY PEKOMEHAYETCSl KOHTPOJIMPOBATh BHYTPHUTJIA3HOE JaBJICHNE B TEUEHHE
nepBoro Mecsua jgeueHus. Eciu tpeOyemMblil ypoBeHb BHYTPHUITIA3HOTO AaBJICHHS HE TOCTUTAETCS IPU
MOHOTEpanuu npenaparoM berakconon-OnTuk, ciaelyeT Ha3HAYUTh TOIOJHUTEIBHYIO TEPAIIUIO.
Ecnu Obuto mponymieHo BpeMsi npuéma npenapata berakconon-OnTuk, ciaeayeT NpUHATh €ro Kak
MOXHO ckopee. He mpuHHMMaTh NpONYIIEHHYIO 103y, €CIM HPHUOIMKAETCS BpeMs CIEAYIOIIEro

MMPUMCHCHUA. CHC}IYIOH.[YIO A03Y CJICAYCT IIPUHATH B IMOJIO’KCHHOC BPEMA B COOTBETCTBUH CO cxXeMoi
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nedenus. He cnenyer yasausarhb 103y. (NCCNEOOBATENEHOCTE 0003)

L

Cnooco0 nnpuMeHeHus

JlekapCTBEHHBIN IIpernapar NPUMEHSETCS MECTHO, B BHJI€ WHCTWUISILMA B KOHBIOHKTHUBAJIBHYIO
HOJIOCTb.

[Tpu ncnonp30BaHMU Mperapara ciieayeT n30eraTb CONpUKOCHOBEHHS KOHUMKA KaIleIbHOTO 103aTOpa
C KaKoi-1100 MOBEPXHOCTHIO BO N30€KaHUE MUKPOOHOTO 3arpsi3HEHUS.

Ilepen 3akamblBaHUMEM JIEKAPCTBEHHOI'O IIpernapara cieAyeT TIIATEIbHO BBIMBITH pPYyKH. CHATH
KPBILIKY U 3aKaIaTh JIEKAPCTBEHHBIN Npenapar B KOHbIOHKTUBAJIbHBINA MeIIoK. Eciy kamis He nomnana
B KOHBIOHKTHBAJIbHBIN MEIIOK, CIIEIYET 3aKalnaTh CIeIyoNyo Kamno. J[1s yMeHbIIeH!s CUCTEMHOM
abcopOIuy JIeKapCTBEHHOT'O IIpernapara PEKOMEHIYeTCs IEpeXHUMaTb CIE3HbIC KaHAJIbLbI Y
BHYTPEHHET0 yrJja Ija3a Uiy 3aKpbITh BEKU Ha 2 MUHYTHI. B pe3ynbraTe CHUXKAETCA PUCK Pa3BUTUSA
CHUCTEMHBIX MOOOYHBIX PEaKUMH U MOBBIMIACTCS MECTHAs aKTUBHOCTb. 3aTEM BBIMBITH PYKH JUIS
yJlaJIeHUs1 OCTaTKOB IIperapaTta U 3aKpbITh (IIaKOH-KaleJIbHHILY.

[Tpr HEOOXOAMMOCTH JIEKAPCTBEHHBIN IMperapaTr MOXET NPUMEHSIThCS B KOMOMHAIMU C APYTUMH
MECTHBIMU OQ)TaHBMOJIOFI/I‘-ICCKI/IMI/I Inperaparamu. Bstom CJIyda€ MHTCPBAJI MCKAY UX IPUMCHCHUCM

JOJDKCH COCTaBJIATh HC MCHEC 10 MHWHYT, I'N1a3HbIC Ma3u NPUMCHATH IMOCJICAHUMU.

4.3. IIpoTBONMOKA3AHUS

- ['unepuyyBCTBUTEIBLHOCTh K OETAaKCONONYy WIM K JI0OOMYy U3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepPEYHCIICHHBIX B pazzaene 6.1.;

- CUHYyCOBasl OpaauKapaus;

- CUHIPOM cJ1Ia00CTH CHHYCOBOTO Y3714,

- CHHOATpHUalbHas OJI0Kaa;

- Oiokana npeacepaHo-xkenynoukoBoi mpoBoaumocTH I unu 11 crenenu (AV-610kana);

- KapJIMOT€HHBIN I10K;

- ICKOMITICHCUPOBAHHAsI XpOHUUYECKas CepJieuHas HEAOCTaTOYHOCTb;

- peakTHBHBIE 3a00JICBaHUS IbIXaTEIBHBIX IyTeH, BKIOYas OpPOHXHATBHYIO acTMy (B T. Y. B
aHamHese);

- TsDKeNas XpOHU4ecKast OOCTpyKTHBHAsS O0JI€3Hb JIETKHUX;

- Bo3pact 10 18 ner.
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4.4. Ocobble yKa3aHusi 4 MepPbI NPEA0CTOPOKHOCTH HPM MPBAMEHEHMH [ [1LHOCTE 0003)

C 0CTOPOKHOCTBLIO

JledeHue MalMEHTOB, MPUMEHSIONINX CPEACTBA [-apeHOOIOKATOPHOTO IEHCTBUS M OETAKCOION
(KaruM T7Ia3HbIe), JODKHO HMPOBOAWTHCS MOJ| PETYISPHBIM BpaueOHBIM HAOIIOACHHUEM B CBS3H C
PHCKOM CYMMapHOTO ITOTCHIMAJbHOTO JCHCTBUS HA BHYTPUIJTIA3HOE MABJICHUEC U MOSBICHHEM
HE)KENIaTEeIbHBIX CHCTEMHBIX 3((EKTOB.

Hecmotpst Ha cnaboBeipaxkeHHOE o0Iee aelicTBUe Oerakconona (B ¢opme Kamenb IJIa3HBIX) Ha
OpraHM3M, CleyeT coOI0JaTh OCTOPOKHOCTD MIPU €r0 Ha3HAYEHUH NAllMeHTaM C THPEOTOKCHKO30M
U caxapHbIM AuabeToM (0COOEHHO HECTAOMJIBHBIM), IOCKOJIBKY IIpernapaT MOXKET MacKHpOBaTh
HPOSIBJICHUS TUTIOTJTUKEMHUU.

[lepen omnepaTHBHBIM BMEIIATEILCTBOM C MCIIOJIb30BaHHEM OOIICH aHECTEe3UH CIIEAYeT MOCTEIICHHO
NPEKpaTUTh NMPUMEHEHUE Tperapara, Tak Kak Ipernapar MOKET M3MEHUTh PEaKIMIO MalieHTa Ha
IpUMEHEHHE OOIIMX aHECTETHKOB.

berakconon — KapIMOCENICKTHBHBIA Tpernapar, OJOKHPYIOMUN [1-aJpeHepruuecKie perenTophl,
KOTOPBI MUHMMAJILHO BIIMSIET HA TOHYC OPOHXOB, OJJHAKO CJICAYET COONI0IaTh OCTOPOIKHOCTD MPH
Ha3HA4YCHUH IIpenapara JMiaM ¢ 00TypaliOHHBIMU 3200JICBAaHUSMH BEPXHUX JbIXaTEIbHBIX MyTEH.

Oco0ble yKkazaHus

berakcoson He BIMAET HAa BEIMYUHY 3padyKa, MO3TOMY IPH 3aKPHITOYTOJIBHON TIayKOMe IpenapaT
ClIeZlyeT TPUMEHSATh TOJBKO B COYETAHMH C MHOTHKAMH B KAueCTBE CPEJCTBA, MOHIKAIOIIETO
BHYTPUIJIA3HOE JJaBJICHUE.

Caxapnuuii ouabem

Crenyer ¢ OCTOPOXHOCTBIO Ha3zHayaTh [-aipeHOOJOKATOPHI MAalMEHTaM CO CKIOHHOCTBIO K
CTIOHTAaHHOM THUIOTJIMKEMHUH U TAIlMeHTaM C CaXapHBIM JHa0eTOM JIAOMILHOTO TEUCHHUS, TOCKOIBKY
3TH IpernapaThl MOTYT MACKMPOBATh MPU3HAKU M CUMIITOMBI OCTPOM TMITOTITMKEMHH.
Tupeomoxcuxos

B-ampeHoOIOKATOPEl MOTYT MAacCKHpOBaTh HEKOTOpPBIE CHMIITOMBI THIEPTHUpPEo3a (Hampumep,
TaXWKapAnio). Y MaIMEeHTOB C IMOJO3PEHHUEM Ha THPEOTOKCHKO3 HE CIEAyeT PE3KO OTMEHSThH
-anpeHo6I0KaTOPHI, TaK KaK 3TO MOXKET BBI3BATh YCHUIIEHUE CUMITOMATHKH.

Muacmenus

[-ampeHoOI0KaTOPEI MOTYT BBI3BIBATH CUMITTOMBI U IPH3HAKH, CXOTHBIE C TAKOBBIMHU ITPH MHACTCHUN
(HampuMmep, AUIUIONHS, ITO3, 001as ci1adoCTh).

Xupypeus
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[Ipu HEOOXOIMMOCTH POBEICHNUS XMPYPIUUECKON OTIEPATINH AH €CTE3HON 0T TQIUKEH (O BT OO TABIEH

B M3BECTHOCTh O TOM, YTO NAI[MEHT MpPUHUMAET Oerakcoinoi. llepen muiaHoBou omepanuen [3-
aapeH00I0KATOPBI JOJIKHBI OBITH TIOCTENIEHHO (HE OTHOBPEMEHHO! ) OTMEHEHBI 32 48 4acoB /10 00IIei
aHECTE3UH, TaK KaK BO BpeMs 00IIero HapKo3a OHU MOTYT YMEHBUIUTh YyBCTBUTEILHOCTh MUOKap/1a
K CUMITOMATUYECKOM CTUMYJISIUU, HEOOXOIMMOM Iy paboThl cepiaua (Hampumep, OHU MOTYT
OJIOKMPOBATh ACWCTBUE CUCTEMHOTO 3-arOHUCTA aIPCHATINHA).

Ilynomononozus

Cnenyer coOnrofarh OCTOPOXKHOCTh MpU Ha3HAUYE€HUU [-aJApeHOOJIOKATOPOB MAalMEHTaM Co
CHI)KEHHOH (hyHKIMEH qpIxaTenbHoM cucteMbl. HecMOTpst Ha TO, YTO B KITMHUYECKUX UCCIIeI0BAHUSX
MOKA3aHO OTCYTCTBHE BJIHMSHHUS OETaKCoJiola Ha (YHKIIMIO BHEIIHETO [bIXaHWS, HE CIeayeT
UCKJTIOYaTh BO3MOXXHOCTh TIOBBIIIICHHSI YyBCTBUTEILHOCTH K IIPETapary.

Puck pazsumusa anagunaxmuuecxoti peaxyuu

[TaruenTsl, npuHUMarOMKE [B-aapeHOOIIOKATOPhl, MOTYT HUMETh B aHaMHE3e AaTONUI0 WIH
aHaQUIIAKTUYECKHE pEaKIHh. B cllydae MOBTOPHBIX PEAKIMH TaKWe TAIlMeHThl MOTYT OBITh
HEYYBCTBUTEIIBHBI K OOBIYHBIM JI03aM aJIpCHAINHA, HEOOXOMMBIM JIJISl KYITHPOBAHUS aHA(DHIIAKCHH.
[Ipemapar cregyeT NPUMEHSTh C OCTOPOKHOCTHIO Y TMAIIMEHTOB C TSKEIBIMH HapYHICHUSIMU
nepudepuIecKoro KpoBoooOparieHus (T. €. CHHIAPOMOM PeliHO u (heoXpOoMOIIMTOMOM).

[Tpu MecTHOM Ha3HAUYCHUU [-aapEeHOOIOKATOPBI MOTYT IOMA/IaTh B CUCTEMHBIH KPOBOTOK.

Takum o6pazoM, B-aapeHo0I0KaTOPEI MOTYT BBI3BIBATH CEPJIEUHO-COCYAUCTHIC, JIETOYHBIE U JIPyrue
He)KellaTeNbHbIE peaKlliy, Kak U IPU BHYTPUBEHHOM, U MapeHTepaTbHOM Ha3HAYCHHH.

Ornucansl clydyau TSDKEJIBIX JIBIXATENbHBIX U CePIeYHO-COCYAUCTHIX PACCTPOUCTB, BKIIOYAsi CMEPTh
oT OpoHXOCMa3Ma y MalueHTOB ¢ OPOHXUATBHOU aCTMON U CMEPTH OT CEPACUHON HEJOCTATOYHOCTH.
Hapywenus co cmoponvl cepoya

Y ManueHToB C CEepAEYHO-COCYIUCTBIMU 3a00JeBAaHHUSIMH (HAPUMEpP, UIIEMHYECKON OONE3HBIO
cepana, creHokapauei [IpuHiMerana, cepiedHON HEJOCTATOYHOCTHIO) U THIOTEH3UeH Tepanus [3-
aapeHo0IoKaTopaMu JOHKHA OBITh KPUTUYCCKU OIEHEHA, W PacCMOTPEHA BO3MOXKHOCTH JICUCHHUS
JIPYTMMH aKTHBHBIMHU BemlecTBaMu. CiieyeT BHUMATECIBHO CIEAWTH 32 TOSIBJICHUEM IPU3HAKOB
obocTpeHusi 3a00NeBaHUS U HEXKEIATeNbHBIX pPEAKIHMA Yy MAalMeHTOB, CTPAJAIOIIUX CEepACUHO-
COCYAHMCTHIMU 3a00JIeBaHUSIMHU.

3abonesanus pocosuywl

B-agpeHoOIOKaTOPEI MOTYT BBI3BIBATH CYXOCTh TIMa3a. CrlemayeT TPUMEHSTh mpermapar ¢

OCTOPOKHOCTBHIO Y MAIIUCHTOB C 3a00JIeBaHUSIMU POTOBHIIBI.

4
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Omcnotixa cocyoucmoti 06010uKu (NOCNEOOBATENBHOCTE 0003)
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COOTBETCTBYET QRCHEFTHOMY QTYETY

Onwucanbl ciry4an OTCIIOMKH COCYTUCTOI 000JI0YKH TJ1a3a MPHU MPUMEHEHUH JIEKAPCTBEHHBIX CPEZCTB,
NPEMATCTBYIOMIKUX 00pa30BaHUIO BHYTPUTIIA3HOM KHUIKOCTH (HaIpUMep, TUMOJIONA, al[eTa30I1aMUa)
HOCJIE ONepanuii 1Mo yIy4IICHHIO OTTOKA BHYTPHUIIJIA3HOW )KUAKOCTH.

BcnoMorarenbpHEIC BEIECTBA

B cBs3u ¢ HanmuuueMm B cOCTaBe Iperapara KOHCCPBaHTa OCH3aIKOHUS XJI0OpruJaa BO3BMOKHO pa3BUTUC
TOYCYHON MM SI3BEHHOM TOKCHUYECKOI KepaTromnaTuu npu IAJIUTCIIBHOM IIPUMCHCHHUM IIpCliapaTa
NnNanyueHTaMu C COIYTCTBYIOIUMHU CUHAPOMOM «CYXOr'o» Ijiasa u 3a00JIeBaHUSIMHU POroBuLkbI. Cnez[yeT
THIATCIIbHO KOHTPOJIUPOBATh COCTOAHHUE POI'OBHUIIBI TAKHUX IMAIIMEHTOB B XOAC JICUCHUA IIPCIIapaToM.
benzankonus XJIOpUA MOXKET BbI3bBIBATh PA3JpaKCHUC I'JIa3 U 06GCLIBG‘-II/IBaTB MATKHEC KOHTAKTHBIC
JIMH3BI, B CBA3H C YEM KOHTAKTHBIC JIMH3bI HGO6XOI{I/IMO CHHUMATh ICPEA 3aKallbIBAHUEM IIpCliapaTta u

HaJICBaTb BHOBb HC PAHCC YCM 4CPEC3 15 MHHYT.

45. BzaumojeiicTBHe ¢ JAPYrHMH JIeKAPCTBEHHbIMH TMpenapaTaMd W Jpyrue BHIbI
B3aUMOJIeHCTBHA

YV nanuenTtoB, mnonyyaromux berakconon-OnTUK ©  OJHOBPEMEHHO IMOJYYarolIUX Jpyrue
[-ampeHo0I0KaTOPHI MEPOPATLHO, PUCK PA3BUTHS HEXENATCIbHBIX PEaKIUi (KaK CHCTEMHBIX, TaK U
MGCTHI)IX) MOXET 6I)ITI> BBIIIIC BCJIICACTBHUEC BO3MOXXHOI'O aIIUTHUBHOI'O 3(1)(1)GKT3,. TaKI/Ie AU CHTHI
JOJIKHBI HAXOOUTHCA 11O TIIATSCIIBbHBIM MCIUITUHCKUM KOHTpOJ’IeM.

[Ipu ogHOBpEeMEHHOM NPUMEHEHUH [-aapeHOOIOKATOPOB AJIi MECTHOTO O(TaTbMOIOTHYECKOTO
MPUMEHEHHUS C TIepOpabHBIME (opMaMH OIIOKATOPOB MEJICHHBIX KaHAJIOB, 3-aIpeHO0I0KaTOpaMH,
AHTHApPUTMUYECKUMHU  JIEKAPCTBEHHBIMM CpEeACTBaMM  (BKJIIOYAs aMHOJApOH), CEpAECYHBIMU
TJIMKO3uJaMU, HapaCI/IMHaTOMI/IMeTI/IKaMI/I, FyaHeTI/II[I/IHOM 158 npenapaTaMH, UCTOIIAOIIINMHU 3aI1iacChbl
KaTeXOJaMUHOB, TaKUMU KaK pPE3epIuH, MOXKET HaOIIoAaThCs YCHIEHHE Takux 3(PQEeKToB, Kak
CHI)KCHHME apTepHalbHOTO AaBJICHUS W BbIpaKeHHas Opanukapaus. Takue MalueHThl JOJKHBI
HAaXOIUTHCH ITOA THIATCIIbHBIM MCIUIITMHCKUM KOHTpOJ’IeM.

OT}IGJ’IBHO HpI/IMeHﬂeMHﬁ 6eTaKCOJ'IOJ'I HE€ OKa3bIBACT BJIUAHUA, .]'II/I60 BIIUACT B HeSHaqHTeHBHOﬁ
CTENEHH Ha 3pavyoK; MPU OJHOBPEMEHHOM MPUMEHEHHH C SNUHEPHUHOM MOKET BBI3BIBATH
paclIMpeHne 3padKa.

B-ampeHoOmOKaTOpbl ~ MOTYT  yXyamaTh  A()QeKTsl  agpeHaJMHa,  HCIOJIb3yeMOro  MpH
aHaumakTHaeckux peaknuax. Cremyer ¢ 0co0OW OCTOPOKHOCTBIO TPUMEHATH Tpermapar y

MAllMEHTOB C aTONHEHN UK aHa(I)HHaKCHCﬁ B aHaAaMHCE3€.
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[Ipy COBMECTHOM NpPUMEHEHHH € CHMIATONMMETHKANIH ) [YCHITSHHE | AX | [COOYHOTYKUBARIIETO

L
addekra.

Crenyet co0mr01aTh OCTOPOKHOCTh TP COBMECTHOM NMPUMEHEHUH OETaKCOI0a U aIpeHEPTrHIeCKUX

IICUXOTPOIIHBIX CPEACTB BCICACTBHUEC BO3MOXKHOI'O YCUJICHUSA UX I[CﬁCTBHH.

4.6. ®epTHIBLHOCTH, 0ePEMEHHOCTH U JAKTALUS

bepemenHoCTh

[lpemapar MOXHO Ha3HayaTh TOJBKO B Clydae, KOT/la MpeArojaracMasi Ioyib3a JJIsl MaTepH
IPEBBIIIACT BO3MOXKHBIA PUCK JUIS TUIOJIA.

CornacHo pe3yibTaTraM SIMUAECMUOJIOTHUECKUX HCCIENOBaHMM, Malb(popMaTuBHEIX 3((eKkToB He
BBISIBIICHO, HO TIPH MEPOPATBHOM MPUMEHEHHHU [3-aipeHOOI0KaTOPOB HAOIIOJACTCSl PUCK 3a/I€PIKKU
BHYTpUYTpPOOHOTO  pa3BuTHs  Iwoga.  lloMmuMo  3TOro, TpWU3HAKK W CHMIITOMEI
B-anpeHoOmokansl (Takue Kak OpaauKapaus, TMIOTEH3HS, PECIHPATOPHBIA TUCTPECC-CUHAPOM H
TUIOKAIMEMUs]) OOHapyKMBAIHCh B TMEPUO] HOBOPOXKIECHHOCTH B TeX CIydYasx, KOI/a
[-anpeHoO6I0KaTOPBI MPUHUMAIUCH MATEPBIO JI0 POJIOB.

Heo0xoauMo oCyIecTBIsATh TIIATEIbHBI MOHUTOPUHI HOBOPOX/ICHHBIX B TEYEHHE IMEPBBIX JHEH
KHM3HH, eciu npernapat berakconon-OnTik NpuMeHsIICS MaTepbio BO BpeMsi OEPEMEHHOCTH.
Jlakranus

DKckpenysi OeTakcojoja B TPYAHOE MOJIOKO TPH TPUMEHEHHH B (OpPME TJIA3HBIX Karllelb
He3HauuTenpHas. Creayer coOmo1aTh OCTOPOXKHOCTD MPU MPUMEHEHUH IpenapaTa KeHIIUHAMH B

nepuoa rpyAHoro BCKapMJiiBaHUA.

4.7. BJausiHMe HAa CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeAcTBAMH M PadoTaTh C
MeXaHUu3MaMH

[Tpenapat berakconon-OnTuK OKa3bIBaeT BIMSHUE HAa CIIOCOOHOCTHb YIPABIATH TPAHCHOPTHBIMU
CpeIcTBaMH M paboTaTh C MEXaHM3MaMH B CBSI3U C BO3MOMKHBIM 3aTyMaHHUBAaHUEM 3PEHMUS
HENOCPEJCTBEHHO BO BpeMs MHCTWUIIIMU. B mnepuon nedeHus HeoOXoaumo coOIoaaTh
OCTOPOXKHOCTb IIPH YIPABJIEHUU TPAHCIOPTHBIMU CPEICTBAMHU U 3aHATUU JPYTMMH MOTEHIIMAIBHO
OMAaCHBIMU BUAAMHU JESTEIbHOCTH, TPEOYIOIIMMHU IMOBBIIIEHHOW KOHIEHTPAllMM BHUMAaHUA U

OBICTPOTHI ICUXOMOTOPHBIX pEaKLIUH.
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4.8. HeikenaTebHbIC peakuuu (NCCNEOOBATENEHOCTE 0003)

L

Pesrome nipoduiist 6e3onacHocT

OOBIYHO Mpenapar XOpoIIo MEPEHOCUTCS MAUEHTaMHU.

HaunbGonee wacteiM moOouHbIM 3¢ dekToM ObUTO oOImyIeHue aucKomMpopTa B TIja3ax, KOTOpOe
0TMEYaoch y 12 % nanueHTos.

HexxenarenbHble peakuuy NMEPEYHCICHBI HIDKE B COOTBETCTBUHU C KJIACCH(HKAIMEH MO OCHOBHBIM
cHUCTeMaM M OpraHaM M 4YacTOTe BCTPEYaeMOCTH, KOTOpas ObUia ONpeneleHa B COOTBETCTBHU C
kinaccudukanueir BcemupHo#t opranmsanuu 3apaBooxpanenus (BO3): ouens gacro (> 1/10); wacTto
(> 1/100 u < 1/10); mewactro (> 1/1000 u < 1/100); pexnko (> 1/10000 u < 1/1000);
oueHb penko (< 1/10 000); wacTtoTra HemszBecTHa (HE MOKET OBITh YCTAaHOBJEHA HA OCHOBaHHHU
MMEIOIINXCS TAHHBIX).

Tcuxuyeckue napywenus

Penko: OecrokoiicTBo;

Yacrora HeW3BeCTHA: OECCOHHUIIA, IETPECCHSI, HOUHBIE KOIIMAPHhI, TOTEPSI MTAMSTH, TAJLTIOIHALIIH,
MICHXO03, CITyTAaHHOCTh CO3HAHMUS.

Hapywenus co cmoponul HepgHoli cucmembl

Yacro: ronoBHas 60b;

Penko: 0OMoOpoK;

Yacrora HEM3BECTHA: TOJIOBOKPYKEHHE, IIEpeOPOBACKYIISIPHBIE HApYIIEHUS, IepeOpanbHas UIeMHUs,
ycyryOyieHne mposBICHUS IPU3HAKOB U CUMIITOMOB MUACTEHHH gravis, mapecTesusl.

Hapywenus co cmoponvl opeana 3penus

OueHb yacTO: KPaTKOBPEMEHHBIHN TMCKOM(OPT B IJ1a3ax;

Yacro: 3aTyMaHUBaHHUE 3PEHHUS, CIIC30TCUCHHE;

Heuacrto: ToueuHbIi KepaTUT, KEPATUT, KOHBIOHKTUBUT, OneapuT, HapyiIeHus 3peHus, Gotodoous,
00Jb B TJIa3ax, CHHAPOM «CYXOT0» TJa3a, acTeHomnus, OiaedapocnasM, 3y B ria3y, BbIICICHUS U3
ria3, oOpa3oBaHHe KOPOK Ha KpasxX BEK, BOCMAICHHUE, pa3ApakeHUe Ia3, HApyIEeHHsS CO CTOPOHBI
KOHBIOHKTHBBI, OTEK KOHBIOHKTUBBI, KOHBIOHKTHBAIbHAS HHBEKITHS;

Penko: xarapakTa, CHUKEHHE YyBCTBUTEITLHOCTH POTOBHIIBI, TOKPACHEHHE BEK;

YacToTa HEU3BECTHA: OTCIOWKAa COCYIMCTOM OOOJIOYKM Tja3a IMocje ONepaluy MO YITYYIICHHIO
OTTOKAa BHYTPHIJIA3HOH KHUIKOCTH, CHWKCHHE UYYBCTBUTECIBHOCTH POTOBHUIIBI, SPO3USI POTOBHIIBI,

IITO3, AUTIIIOIIN.



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 28.10.2024 N2 23753
Hapywenus co cmoponsl cepoya (NCCNEOOBATENEHOCTE 0003)

L

Heuwacro: 6pagukapaus, TaXukapaus;

UacTtoTa HEW3BECTHA: apUTMUA, OOJb B TPYIH, OMIYIICHHE CEpAICOMEHUS, OTEKH, XPOHUYECKAsS
cep/eyHas HeJIoCTaTOUYHOCTh, AV-0110Kaia, 0OCTaHOBKA CEP/IIIa, CepACUHAasi HETOCTATOYHOCTb.
Hapywenus co cmoponwt cocyoos

Penko: runoreH3us;

Uacrtora HeusBecTHa: (eHOMEH PeliHO, XOJOJHBIE KHUCTH M CTOIBI, yCYTyOJIEHHUE CHUHIpOMa
nepeMeKaroIeHCs XPOMOTBI.

Hapywenus co cmopomnsl OvixamenvHoU cucmemvl, OpeaHo8 2pyOHOU KIemKu U CpedoCmeHuUs
Heuwacro: 6ponxuanpHas acTMa, OJIBIIIKA, PUHUT;

Penxo: kamens, puHopes;

Yacrora HeusBecTHA: OpoHXocmasM (IMPEUMYIIECTBEHHO Y MAIlMEHTOB C OpPOHXOCHACTUYECKOM
00JIC3HBIO B aHAMHE3E).

Kenyoouno-kuuieynvie HapyuleHus

Heuacto: Tommora;

Penko: gucres3us;

YacroTa HeM3BEeCTHA: JUCTIETICUS, J1apes, CYyXOCTh BO PTY, 00Jb B )KUBOTE, PBOTA.

Hapywenus co cmoponwl kodcu u noOOKOH#CHbIX MKaAHel

Penxo: nepmartur, Ko>kHast ChIIb;

YacroTa HeM3BeCTHA: ajomelus, mcopruazoGpopmMHasi ChIlb UK 000CTPEHHE ICOpHasa.

Hapywenus co cmoponwl penpodykmusHou cucmemvl i MOJTOYHbIX JHcelle3

Penxo: cumxenue nuoOUo;

YacToTa HEM3BECTHA: CEKCYaTbHBIC PACCTPONCTBA, MMITOTEHITHSI.

Obwue HapyweHus u peakyuu 8 mecme 8e0eHuUs

YacToTa HEM3BECTHA: aCTEHHS, YCTAOCTh.

[Tpu MecTHOM NTpUMEHEHHUH B-aJpEeHOOIOKATOPOB HAOIIOIAKMCH U IPYTHE HEXKeIIaTeIbHBIC PEaKInHy,
KOTOpBIC MOTYT pa3BHBAThCS IPU MPUMEHEHUH Tpenapara berakconon-OnTuk.

Hapywenus co cmopoHvl uMMYHHOU cucmembl

YacTroTa HEM3BECTHA: CHCTEMHBIC AJJIEPTUYECKHE peaKkiuu, BKIOYas oTeKk KBHHKe, KpanmuBHUIIA,
MECTHAs ¥ TeHepaTM30BaHHAs ChITb, 3y/] M aHA()UIAKTHICCKUE PEaKIIHH.

Hapywenus memabonruzma u numanus

YacToTa HEM3BECTHA: THIOTIUKEMHUSL.



COOTEBETCTEBYET AQKCNEPTHOMY QTYETY
at 28, 10,2024 Ne 23753
Hapywenus co cmoponvl mbiuieuHou, ckeiemHoti u coeQuumenphommeanu|HOCTh 0003)

YacTroTa HEU3BECTHA: MUAITHSL.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mIaTh 0 oJ03peBacMbIX HEXKeIaTeIbHBIX PEAKITHSIX MOCIIE PETUCTPAIIH JIEKAPCTBEHHOTO
mpernapara ¢ Melblo 00eCleYeHHs] HeMPEPHIBHOTO MOHHUTOPHUHTA COOTHOIICHHS «IIOJb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeauIUHCKHM pabOTHUKAM pPEKOMEHIYeTCs COOOMaTh O JIOOBIX
MIOJI03PEBACMBIX HEXKENATeIBbHBIX PEaKIUsIX JICKAPCTBEHHOTO Iperapara 4Yepe3 HaIMOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXKEJATeIbHBIX PEaKIUsAX TOCyJapCTB — WICHOB EBpa3nuiicKkoro
YKOHOMUYECKOTO COI03a.

Poccniickas @enepanus

denepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXPaHCHUSI.

Anpec: 109012, r. MockBa, CnaBsiHcKas miiomazis, a. 4, ctp. 1.

Temedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOpPMAIIMOHHO-TEJICKOMMYyHUKAIIMOHHOM ceTH «HTepHeT:

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

4.9. llepeno3upoBKa

CuMOTOMBI

B cnywyae HempemHaMepeHHOrO MpHEMa BHYTPb MOTYT MOSBUTHCS CHUMIITOMBI MEPEIO3UPOBKU
Bi-agpenoOnokatopamu:  Opagukapausi, apTepuaibHas  TUIOTEH3Ws, OCTpas  cepAcdHas
HEJI0OCTAaTOYHOCTh M OPOHXOCTIA3M.

Jleuenue

[Tpu monaganuy U30BITOYHOTO KOJIMYECTBA Mpenapara clieAyeT MPOMBITh T1a3a TEMION BOIOM.

[Ipn mepemo3mpoBke B CiIlydae HEMPEIHAMEPEHHOTO TpUeMa JICUCHHE CHMIITOMATHYEeCKOe |

MO/IJIEP KU BAIOIIICE.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. dapmakonnHaMuYecKHe cCBOiicTBa
®apMakoTepaneBTUYeCKas rpynna: CpEeICTBa, pPUMEHSIEMbIE B 0 TaTbMOJIOTHH;

MMPOTHUBOTTIAYKOMHBIC ITPCTIapaThl © MUOTUUCCKHUE CPCACTBA, GeTa-anpeH06n0KaTopH.
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ot 28.10.2024 N2 23753

Kon ATX: SOIEDO2 (NOCNEOOCBATENEBEHOCTE 0003)

L

COOTBETCTBYET QRCHEFTHOMY QTYETY

Mexanusm aeiictBus u hapMakoauHaMudeckue dhhEKThI

Berakconon — 3to cenekTuBHBIA P1-agpeHoOIOKaTOp 03 COOCTBEHHOW CHMITATOMHUMETHYECKOMN
aKTHUBHOCTH. [IpuMeHeHre B BUJIE TJIa3HBIX Karelb COMPOBOXIACTCS CHU)KEHHEM BHYTPHUIJIA3HOTO
JIABJICHUS 3@ CYET YMEHBIICHUS MPOAYKIIMHA BHYTPHIJIA3HOW >KUAKOCTU. Pe30pOTHBHOE IeiicTBHE
BBIDAKCHO MHUHHMManbHO. Kpome Toro, O€TakcoyioN yiydllaeT TIJIa3HO€ KPOBOOOpaIICHUE
(mepdy3uto). He BbI3bIBaET MHO03, CITa3M aKKOMOJIAIMH 32 CYET MOHMWKCHUS TPOIYKIIMH BOJASHUCTON

BJIarv, reMepaJiouro.

5.2. ®apMakoKHHeTHYECKHE CBOHCTBA

AOGcopouus

berakconon xapakTepusyeTcss BBHICOKOW CTENEHbIO JUIMOPWIBHOCTH, B pe3yjibTaTe 4ero ObICTPO
abcopOupyeTrcsi SMUTETNEM POTOBHIIBI, 2 BO BHYTPHUIJIA3HOW >KMIKOCTH CO3JA€TCS €ro BBICOKas
KOHLIEHTpaLUs.

Bpemst HacTymenus s dekra (CHUKCHHE BHYTPUTIA3HOTO AaBiieHus) — 30 MUH., MaKCUMaJIbHBII
a3 dext — uepes 2 4., JNIMTETLHOCTh ASHCTBUS — 24 .

Pacupenenenue

[TpoHunaemoctp yepe3 remMaTosHLedaTnueckuii 6aprep U MIalEHTapHbIN Oapbep HU3Kas, CEKPELHsI

C 'pyAHBIM MOJIOKOM HE3HAYUTCIIbHAA.

OIMMUHALKA

[Tepuon monyBeiBeaenus (T12) coctaBnsier 12—16 yacos, cBs3b ¢ Oenkamu tazMel — 50 %. BeiBoguTcst
TJIABHBIM 00pa30M MOYKaMH, B HEOOIBIIION CTETICHH C KaJIOM, B BUJIC IBYX KapOOHOBBIX KHCJIOT U B

HEU3MEHEHHOM BHJIe (0K0JI0 16 % OT mpuMeHsIeMOii 10351).

6. PAPMAIIEBTHUECKHWE CBOWMCTBA

6.1. [lepeyens BcmomMoraTeJbHBIX BelECTB

benzankonus xnopug

JuHatpus sperar

Hatpus xnopun

XIIOpUCTOBOAOPOAHON KUCIIOTHI pacTBOp 1 M mnm Hatpus rugpokcuaa pactsop 1 M

Bona ounmennas
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 28.10.2024 N2 23753

(NCCNEOOBATENEHOCTE 0003)

6.2. HecoBMeCcTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHus1)
3 rona.

BckprIThIi (h1akoH-KaneabHUILy UCIIONB30BaTh B TeueHue 30 CyTOK.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHHH

B opuruHabHOM ynakoBKe IpH TemiepaType He Bbime 25 C.

6.5. XapakTep u cofepkaHue NePBUYHONH YIAKOBKH

ITo 5 mut nau 10 M1 Bo pi1akOHBI-KaNeNbHUIIBI TOJIMMEPHBIE U3 MOJIMATUICHA BHICOKOTO JIaBICHHUS C
BUHTOBOM TOPJIOBHHOM, NPOOKOM-KaNeIbHUIIEH WM HACaJIKOW-03aTOPOM U3  TIOJHITHIICHA
BBICOKOI'O JaBJICHUSA U HaBUHYNBAEMOH KprIHKOfI C KOHTPOJIEM IIE€PBOI'0 BCKPBITUA M3 MOJIMITHIICHA
HU3KOTO JaBJICHMS.

Ha ¢nakoH-kanenbHUIly HOJMMEPHBIN HaKJICHUBAIOT STUKETKY CaMOKJIESIIIYIOCS.

1 hmakoH-KanenpHUILY MTOJIMMEPHBIA BMECTE C MHCTPYKIIMEH M0 MPUMEHEHHIO TOMEIIAOT B MAaYKy U3

KapToHa.

6.6. OcoOble Mepbl NpPeIOCTOPOKHOCTH  NPH  YHMYTOXKEHMH  HMCIOJIb30BAHHOIO
JIEKApPCTBEHHOI'0 MNpenapara WJIH OTXO/A0B, NOJYYEHHBIX IOC/ie NPUMEHEeHUsl Npenapara,
Apyrue MAHMIYJISIHMH € IPenapaTom

Het oco6bIx TpeGoBaHUil K yTUIN3AIMH.

7. JEPXKATEJb PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

3akpeiToe akinoHepHoe oomecTBo «DapmarnieBTudeckas pupma «JIEKKO» (3A0 «JIEKKO»)
Anpec: 601125, Bnagumupckas oOin., Ilerymumuckuit paiion, noc. Bonsrunckuii, ya. 3aBoackas,
cTp. 278

Tenedon: +7 (4922) 77-32-90

OnekrponHas mouta: lekko@pharmstd.ru
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 28.10.2024 N2 23753

(NCCNEOOBATENEHOCTE 0003)

7.1. IlpeacTaBuTe/b JEepKATEIs1 PErHCTPALMOHHOIO YI0CTOBEPEHUA

[Iperen3zun HOTD66HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccuiickas @enepanus

3akpeiToe aknoHepHoe oomecTBo «DapmaneBrudeckas pupma «JIEKKO» (3A0 «JIEKKO»)
Anpec: 601125, Bnagumupckas o6in., IlerymuHckuii paiioH, noc. Bonbrunckumii, yiu. 3aBojckas,
cTp. 278

Tenedon: +7 (4922) 77-32-90

Onekrponnas nouta: lekko@pharmstd.ru

8. HOMEP PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUS

9. JATA TIEPBUYHOM PETUCTPAIIMA (IIOJATBEPXKJIEHHS PETUCTPAIIUU,
INEPEPETUCTPALINN)

JlaTta mepBoii perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

OOmias  xapakTepUCTUKA JICKAPCTBEHHOTO mpernapata berakconon-OnTUK — JOCTyNMHA  Ha
uH(pOpMallMOHHOM TopTanie EBpasuiickoro 3KOHOMHUYECKOTO0 C€OI3a B  HMH(OPMAIOHHO-

KOMMYHHKaIMOHHOH cetn «HTepHeT» http://eec.eaeunion.org

12



