COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 26.09.2023 N= 18782

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Noynpoden dapmacunres, 60 Mr, Cynmo3uTOpUn PEKTAIBHBIE [ 17151 JCTCH |

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBIN COCTAB
JeiicTByromiee BeniecTBo: HOymnpodeH.
Kaxnprit cynmosutopuii conepxut 60 mr udbymnpodena.

[TonHbI IepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIICH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Cynno3utopuu pekTanbHbIe [ 1eTeH |.

benbie unu nourtu 6enpie cynmno3utopun Topreaoodpasnoit popmsel. Ha cpese cynmnoszuropus He
JIOJKHO OBITh BKparuieHnid. Ha mpo1oibHOM cpe3e JOIMyCKaeTCsl HATMYIKE BO3IYIITHOTO CTEPIKHS

WJIM BOPOHKOOOPA3HOTO YIIIyOJICHHS.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Cynnosutopun pektainbhbie Moynpoden dapmacuntes, 60 mMr, IpUMEHSIOT y JeTei B Bo3pacTte
oT 3 MecsueB 10 2 JIeT I CHUMITOMAaTHYECKOIO JICYEHHs B KAa4ECTBE KapOIOHMIKAIOLIETO
CpeCTBa MPHU OCTPBIX PECNUPATOPHBIX 3a00JeBaHUSX (B TOM YHUCIE MPH TPUMIE), TETCKHX
MHQEKUUSIX, APYTuX HHPEKIUOHHO-BOCIAIUTENbHBIX 3a00JIEBaHUAX M MOCTIPUBUBOYHBIX
peaKkLusax, CONPOBOXKIAIOLIUXCS MOBBILIEHUEM TEMIIEPATypPhI TeNa.

[TpenapaT HpUMEHSIOT KaK CHMIITOMaTH4ecKoe 00e300/1MBaroliee CpeAcTBO Npu 00JIeBOM
CHUHJIpOME CJIab0i U yMEpPEHHOM MHTEHCHBHOCTH, B TOM YHCJIE T'OJOBHOW 0oy, 3yOHOU 60w,
MUTPEHH, HEBPAIITUX, O0IM B yiIax, 00U B ropie, O0JIH IpU pacTAKEHUH CBA30K, MBIILICYHON
001, peBMaTUYEeCKOM 060711, 00N B CycTaBax M APYrHUX BUAAX OOJH.

[Tpenapat pekOMeH10BaH JAJ1sl IPUMEHEHHUS B ClTy4yae, €CIH MPUEM IepopalibHBIX penapaToB (1is
npremMa BHYTpPb) HEBO3MOXKEH WM MIPU HAIMYUU PBOTHI.

[Ipenapat npeaHa3HaueH A1 CUMITOMAaTHYECKON Tepanuy, yMEHbIICHNUs 00U U BOCTIAJIEHUs Ha
MOMEHT MCIOJIb30BaHNUs, Ha IPOrpecCHpOBaHNe 3a00JIeBaHNUs HE BIUSIET.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

BaumarensHO HpO‘-IPITElfITC HHCTPYKIHIO IIEpCa MPUMCHCHUCM IIpCTiapara.
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(NOCNEQCBATENEHOCTE 0003)

PexxuM 103upoBaHus

Jluxopaoka (xcap) u 6010

Jlo3upoBKa 3aBUCUT OT BO3pacTa M MaccChl Telna peOeHka. MakcuManbHas CyTOYHAas /1032 HE
JIOJDKHA TpeBbIaTh 30 MI/KT Macchl Tella peOeHKa ¢ HHTEepBaJlaMH MEXKIy IIPHEMaMu Ipernapara
6—8 yacos.

Hemu 6 6o3pacme om 3 0o 9 mecayes ¢ maccou mena om 6,0 ke 0o 8,0 ke — 110 1 cynmno3uToputo

(60 mr) mo 3 pa3 B TeueHue 24 gacos, He Oosiee 180 Mr B CYTKH.

Jlemu 6 eozpacme om 9 mecaues 0o 2 aem ¢ maccou mera om 8,0 k2 0o 12,0 k2 — no 1

cynno3utopuro (60 mr) 10 4 pa3 B TeueHue 24 yacos, He Oojee 240 MT B CYTKH.
[TponomKkuTensHOCTD JIeueHus: — He Oosee 3 nHel. He npeBbimaite ykazaHHYIO J103y.

Ecnu nmpu npueme npenaparta B Teuenue 24 vacoB (y aereil B Bo3pacte 3-5 MecsieB) WM B
Teyenue 3 aHei (y agereld B Bo3pacTe 6 MecsIeB U CTaplie) CUMOTOMBI COXPaHSIOTCS WU
YCHIIMBAIOTCSI, HEOOXOIUMO MPEKPATUTD JICUEHUE U OOPATUTHCS K Bpauy.
TocmummyHnuzayuonnas auxopaoxa

Hetsim B Bo3pacte 10 1 roga — 1 cynmosuropuit (60 mr). etsim B Bo3pacte crapiie 1 roga — 1
cynmno3utopuit (60 Mr), mpu HeoOXOJUMOCTH elle oauH depe3 6 yacoB. He mpumensiite Oonee 2
cynno3utopues (120 Mr) B Teuenue 24 4acos.

Cnoco0 npuMeHeHus

Jns pekranbHOTO NpuMeHeHUs. TOIBKO 111 KPaTKOBPEMEHHOTO PUMEHEHHS.
4.3. IlpoTuBONOKA3aHUSA

e [unepuyyBCTBUTENHHOCTh K MOymHpodeHy WK K JTI0OOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

e Hanuuue B aHaMHe3e peaklUUid TUNEPUYYBCTBUTENBHOCTH (OpOHXHMalbHAs acTMa,
OpoHXOCTa3M, pUHUT, PUHOCUHYCHUT, PEIUIUBUPYIOIINIA TTOTUII03 HOCA UIIH OKOJIOHOCOBBIX
naszyx, orek KBuHKe, KpanmMBHMIIA) B OTBET HA MPUMEHEHHE alleTHIICATTUIIUIOBON KUCIOTHI
i apyrux HIIBII.

e KpoBoreueHnue wunu miepdopamus S3BBI JKETYIOYHO-KUIIIEYHOTO TpakTa B aHAMHE3e,
cripoBoniupoBanHbie npumeHenrem HITBIT.

o Tsxenas cepmeuHas HenoctarodHocTh (kimacc IV mo NYHA - kmaccudukanus Hero-
ﬁochxoﬁ Accornuanuy KapIuoJIoroB).

e DpO3UBHO-SA3BEHHBIE 3200JIEBaHUSI OPTaHOB KEITYJJOYHO-KHUIIIEYHOTO TPaKTa (B TOM YHCIIe
SI3BEHHAsI 00JIE3HB JKENyJKa M JIBEHAAMATHIICPCTHON KUIIKH, OoJie3Hh KpoHa, sSi3BEHHBIN
KOJINT) WU SI3BEHHOE KPOBOTEUEHHE B aKTUBHOU (haze win B aHamHe3e (IBa wim Oosee
MOJITBEPKIEHHBIX 3MMHU30/1a I3BEHHOU O0JIE3HU UM SI3BEHHOTO KPOBOTEUCHUS ).

e Tskenas medyeHOYHAs] HEAOCTATOYHOCTh WJTK 3a00JIeBaHUE TICYCHH B aKTUBHOMU (hase.
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e Tsxkemas 1odeyHas  HEIOCTATOYHOCTH (Knﬂiglé;ll:c;'-l E:EBEEVIEEELEH%J - 'Il\/IIIII/I\I/III/IH)

nporpeccupyroiee 3adboaeBaHue Mo4eK, MOATBEPKACHHAS THIIEPKATUEMUSL.

e JIeKOMICHCHpPOBAaHHAs CEpJeYHass HEIOCTaTOYHOCTh, TIEPHOA IOCIE IPOBEICHHS
AOPTOKOPOHAPHOTO IITYHTUPOBAHHSL.

e Hapymenust cBepThIBa€MOCTH KpPOBH (B TOM YHMCIIE TeMOQWINS, yIIMHEHHE BPEMEHH
KPOBOTEYEHHSI, CKIOHHOCTh K KPOBOTEUEHUSIM, TeMOPPAaruuecKuii JuaTes).

e bepemenHocts B cpoke Oonee 20 Henenb.

e Macca tena pedbenka 10 6 Kr.

e [IpokTwur.

e BuyTrpuuepenHoe KpoOBOU3IUSHUE.

4.4. OcoOble yka3aHHus U Mepbl PeI0CTOPOKHOCTH IIPH NIPUMEHECHUH

C 0CTOPOKHOCTBIO

[lpu Hanu4YMM COCTOSIHMM, YKA3aHHBIX B JAHHOM paszjeie, Iepell MPUMEHEHHEM IperapaTa
Hoynpoden dapmacuHTes3 clieyeT MPOKOHCYIbTUPOBATHCS C BPAYOM.

OnuoBpemennslil mpuem apyrux HIIBII, Hann4ne B anaMHE3€ OAHOKPATHOTO SMH30/a S3BEHHOM
0oJie3HN KETyAKa WM S3BEHHOTO KPOBOTEUEHHS >KEIyIOYHO-KHIIEYHOrO TpPakKTa, TacTPHT,
DHTEPUT, KOJIHT, Hanmmuue uHdekiu Helicobacter pylori, si3BeHHbIi KOJIUT; OpOHXHATBHAS acTMa
WK aJUIePruuecKie 3a00IeBaHus B CTaJMM 00OCTPEHUS WIIM B aHAMHE3€ — BO3MOXKHO Pa3BUTHE
OpoHXocma3zMa; TsDKEIble COMAaTHYeCKUe 3a00JIeBaHUsS, CHUCTEMHAs KpacHash BOJYAHKA WIIH
cMelIaHHoe 3a0oJieBaHWE COeNUHHUTENbHONW TKaHW (cuHapom Illapma) — mMOBBILIEH pHCK
aCeNTHYECKOT0 MEHHMHTHWTA; BETpsHAsl OCIa; MMOYeyHas HEeIOCTaTOYHOCTh, B TOM YHCIE TIPH
o6e3BoxkuBaHUM (KiupeHc KpeatuHuHa 30-60 wur/MuH), 3a7ep)KKa >KUJIKOCTU U OTEKH,
NICYCHOYHAs HEJIOCTATOYHOCTh, apTepHaIbHas TUIICPTCH3US U/UIIH CepieuHas HeJI0CTaTOYHOCTb,
nepeOpoBacKyJIsipHbIe  3a00JIeBaHUs, JIHCIHUITUAECMHS/THIICPIUITUACMESI, CaXapHbId jauader,
3a0oseBaHus epUPEepUUECKUX apTepHil, 3a00JIeBaHUs KPOBH HESCHOM STHOJNIOTHH (JIEHKOTIEHH,
aHEeMWUsl); OJTHOBPEMEHHBIN MPUEM JPYTHX JIEKAPCTBECHHBIX CPEJICTB, KOTOPhIC MOTYT YBEIUYUTh
PHCK  BO3HMKHOBCHHS  SI3B  WJIM  KPOBOTEYEHHIH, B  YaCTHOCTH, IEPOPATbHBIX
TIIIOKOKOPTUKOCTEPOUZIOB (B TOM 4YHCJE IPEJHHU30JIOHA), AHTUKOATYJISIHTOB (B TOM YHCIE
Bap(dapuHa), CEJEKTUBHBIX HHIHOMTOPOB OOpaTHOrO 3axBaTa CEPOTOHMHA (B TOM 4YHCIE
nuranonpama, (GIyoKCeTHHA, MapOKCeTHHA, CepTPAIMHA) WM AaHTHArPEraHTOB (B TOM YHCIE
AIeTUIICATTUIIMIIOBON KHUCIIOTHI, KJIOMUIOTPENa); 0epeMEeHHOCTh B Cpoke MeHee 20 Heienb, epruo/]
IPYJHOTO BCKapMJIMBaHWUSI; TOXKHIION BO3PACT.

Oco0ble yKazaHus

PeKOMeHJIyeTCﬂ OpUHUMATh Ipc€rapar MaKCUMaJIbHO BO3MOXHBIM KOPOTKHUM KypCOM H B

MUHUMAaJIBbHON 3QPEKTUBHOI J103€, HEOOXOIUMOM ISl YCTPAHEHUS CUMIITOMOB.



COOTBETCTBYET 3K

o e ,
oT db UG 2083

|
Ne 18782

Bo Bpemsi InuTenbHOTO JICYEHHS HEOOXOIuM KOHTpOJ"IE| I;IG;]D—'}% ';E?I'é&ﬁﬂlbﬁé;e'cgﬁlkfybﬂn u

CMEPTHOMY OTYETY

(YHKIMOHAJIBHOTO COCTOSIHMS TEYEHW M ModYeK. [Ipu TOSBICHMHM CHMOTOMOB TacTpPONATUH
NOKa3aH THIATEIbHBIM KOHTPOJb, BKJIIOYAIOUIMHA IMPOBEACHUE 330(aroracTpoiayo01eHOCKOIHH,
o0mui aHanu3 KpoBHU (OIpelesieHue IeMOrjo0MHa), aHalu3 Kaja Ha CKpBITYI0 KpoBb. Ilpu
HE00X0MMOCTH omnpeeneHus 17-KeTocTepouIoB Ipenapar cieayeT OTMEHUTh 3a 48 yacoB 10
UCCIIEI0BAHMUS.

[Tpumenenne HIIBII y nanueHTOB ¢ BETpSHON OCHOM MOXET OBITH CBA3aHO C IOBBIIIEHHBIM
PUCKOM  DPa3BUTHUSA  TSDKEIBIX THOMHBIX  OCJIO)KHEHMHM  HMH(EKIHOHHO-BOCHAIUTEIbHBIX
3a00J€BaHUN KOXM M IOJKOXXHO-KUPOBOW KJIETYATKH (HApUMep, HEKPOTU3UPYIOLIEro
¢dacuuuTa). B cBA3M ¢ 3TUM peKOMeHIyeTcsl M30eraTb NMPUMEHEHHs Mpernapara Mpu BETPSTHON
ocre.

[TanuenTaM ¢ HEKOHTPOJIMPYEMBIM apTEpPUAIBHBIM JABICHHEM, 3aCTOMHON CEpIACHYHOMN
HenocrarouHocThio II-1II kmacca mo NYHA, umemuueckoi 60jie3HBIO cep/iia, 3a00JIeBaHUAMU
nepudepuyecKux apTepuid 1/ uin nepeOpoBacKy I pHBIME 3a00JIeBaHUSIMHI Ha3HAUaTh HOympodeH
CJIEZlyeT TOJBKO MOCJE TIIATEIbHOW OIEHKH COOTHOIIEHHS MOJb3a/PUCK, TPH ITOM CIEIyeT
u30erarhb nprema BbhICOKUX 103 nOymnpodena (> 2400 Mr/cyr).

Cepbe3Hble KOXKHBIE peakldl, B TOM 4uclie 3KC(OIMaTUBHbBIN AepMaTuT, cuHapoM CTuBeHca-
JI)KOHCOHa ¥ TOKCHUYECKHH OAIUJACPMAIBHBIN HEKpOJW3, JUAarHOCTUPOBATNCH Ha (oHe
npumenenus HIIBII Tonbko B ouenb penkux ciayvasx. [Ipeanonaraercs, 4ro nauueHTsl Hanbosee
MOABEPKEHBl PA3BUTHIO DTUX pEaKIUil Ha paHHEM OJTalle TEepaluK;, Hayallo peakluu B
HOJABJIAIONIEM OOJIBIINHCTBE CIIy4aeB MPOUCXOUT B TEUCHHE IEPBOTO MeCsIa JICUEHHS.
[Tpumenenue HIIBII, conmepxkamux uOynpodeH, MOXKET BbI3bIBaTh TaKUE€ TSDKENbIE KOXHBIE
peaKinu, KaK OCTPbIi TeHepaJr30BaHHbIA 3k3aHTeMaTo3HbI myctyie3 (AGEP). Ilycrynesnas
Chlllb (THOMHMYKM) MOXKET BO3HUKHYTh B TIepBble 2 JHA JIedeHHUs Ha (OHE IIHUPOKO
pacIpoCTpaHEHHON OTEYHOU SPUTEMBI U PACIIOIAraeTCs MPEUMYIIECTBEHHO B CKIIaIKaX KOXKH, Ha
TyJIOBUIIE U BEpXHMX KoHeuHocTsX. [Ipumem npenapara WGynpoden dapmacunres ciemgyer
MPEKPATUTH IIPU EPBOM MOSIBICHUN KOXKHOM CHINU U MOPa’KEHUHN CIIM3UCTHIX 000JI0UEK, a TAaKKe
JTIOOBIX JAPYTMX NPU3HAKOB THIEPUYBCTBUTEIBHOCTH. llallMeHTHl JOJKHBI HAaXOAMTHCSA TOA
TIIATEIbHBIM HAOIIOACHUEM.

[Tpumenenne HIIBII, copepxamux uOynpodeH, MOXET MAacKHUpOBaTh  CHMIITOMBI
MH(pEKIMOHHOTO 3a00JIeBaHUs, YTO MOKET IMPUBECTU K 3a/IepKKe Hayala COOTBETCTBYIOIIETO
JeYeHUss U TEeM CaMbIM OCJOXHUTh TeueHue 3abozneBanus. Eciam mnpemapar HOynpoden
dapmacuHTe3 MPUMEHSIOT NPH MOBBIIIEHUH TEMIIEPaTyphl Tela WK JUIsd o0sieryeHust 60Iu npu

MH(pEKINH, PEKOMEHyeTCsl TPOBOAUTh MOHUTOPUHT MH(EKIIMOHHOTO 3a00seBanus. B ycnoBusax
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JICYCHUS BHE METUITMHCKOTO YUPEKACHUS IMAIIUgHT zxonx&-cg{'-t'):61;|£‘;ﬁ%

COXPaHSIOTCS WIHN YCUIIUBAIOTCS.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMHM MpenaparaMH H JApyrue BHIbI
B3aHNMOJAEeHCTBUSA

Cnenyer wu30erarb  OJHOBPEMEHHOIO  IpUMEHEHus uOymnpodeHa co  ClIeAyOIIUMU
JIEKApCTBEHHBIMU CPEACTBAMU:

e  ANCTUICATUIMIOBAS KUCIOTA: 33 MCKIIIOYEHUEM HU3KHX 103 aLleTUICAIULUIOBON KHCIOTHI
(e Oomee 75 Mr B CyTKH), Ha3HAYEHHBIX BPAuoOM, IOCKOJIbKY COBMECTHOE NPUMEHEHUE
MOJKET IOBBICUTb PHUCK BO3HMKHOBEHHsS MOOOYHBIX 3(dexToB. Ilpu omHOBpeMEHHOM
IpUMEHEHUU NOYNpo(eH CHUKAET IPOTUBOBOCIATIUTEIBHOE U AaHTHAIPEraHTHOE IEHCTBHE
AUETWICATMIMIOBOW KHUCIOTHl (BO3MOXKHO TIOBBIIIEHUE 4YacCTOThl Pa3BUTHS OCTPOM
KOPOHAPHOM HEJIOCTATOYHOCTH y MALMEHTOB, ITOJIy4arOLIUX B Ka4€CTBE aHTUArPEraHTHOIO
CpeZCTBa MaJible J103bl alleTUIICATULIUIOBON KUCIIOTHI, IOCJIE Hayaia npuemMa uoynpodgena).

e Jlpyrue HIIBII, B TOoM umcne cenektuBHble uHruburopsl LIOI'-2: crnemyer uzberatsb
OJTHOBPEMEHHOI'0 IpHMEHEHHsl JByX U Oosiee mnpenapatoB u3 rpynnsl HIIBIT u3-3a
BO3MOYKHOI'O YBEJIMUEHHsI PUCKa BOZHUKHOBEHUS TOOOYHBIX IPPEKTOB.

C 0CTOPOXKHOCTBIO IPUMEHSTH OJHOBPEMEHHO CO CJIEIYIOIIMMHU JIEKAPCTBEHHBIMU CPEJICTBAMMU:

e AHTHKOAryJstHTHI M TpomOonutnueckue npenapatsl: HIIBIT moryT ycunmBate 3¢ddexr
AQHTHKOATYJISTHTOB, B YaCTHOCTH, Bap(papruHa U TPOMOOIUTUIECKHX TPEIapaToB.

e TunorensuBHble cpeactBa (MHruoutopsl AIID u anTaronuctsl anrumoreHsuHa II) u
muypetuku: HIIBIT MoryT cHukath 3(eKTUBHOCTH MIPENapaToB 3TUX rpynm. JuypeTuku
u uHru6utopsl AII® moryt nossitars HeppoTokcnuHocTs HITBII.

e [IIOKOKOPTUKOCTEPOHUBI: TOBBIIICHHBI PUCK BO3HMKHOBEHHS $3B U KPOBOTEUYECHUU
JKEITYIOYHO-KUILIEYHOT O TPAKTA.

e AHTHAarperantbl ¥ CeJEKTUBHbIE HWHTHOUTOPHI OOpAaTHOrO 3axBaTa CEPOTOHHUHA:
MOBBIILICHHBIN PUCK BO3HUKHOBEHHUS JKEIy J0YHO-KUIIIEYHOIO KPOBOTECYECHHUS.

e (Cepaeussle TIIMKO3UbL: ogqHOBpeMeHHoe npuMeHenue HIIBII u cepaedHbIX rmMko3umoB
MOYXET MPHUBECTH K YCYTyOJIEHHIO CepAeYHOM HEJOCTAaTOYHOCTH, CHHKEHHMIO CKOPOCTH
KJIyOOUKOBOM (HIIBTpAllMM WU YBEITUUYEHUIO KOHIEHTpAIMM CEepACYHBIX TJIMKO3UIOB B
IU1a3Me KPOBH.

e [Ipenapatrbl TUTHS: CYyIIECTBYIOT JaHHBIE O BEPOSITHOCTH YBEIIMUEHNSI KOHIEHTPALIUH JTUTUS
B IU1a3Me KpoBU Ha ¢one npumenenus HIIBII.

e MeroTpekcar: CyIECTBYIOT JaHHBIE O BEPOATHOCTH YBEIWYEHUS KOHLEHTpaUuu

MeTOTpeKcaTa B Ij1a3Me KpoBu Ha pone npumenenus HIIBIIL.
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HIIBII u nukiocnopuHa.

e Mudenpucron: npuem HIIBII cnenyer Hauate He panee, yeM uepe3 8—12 mHeil mocie
npuema Mmudenpucrona, mnockoabky HIIBII Moryr cHmwkate 3(h(EeKTHBHOCTH
MU(ETPUCTOHA.

e TakponuMmyc: BO3MOXXHO YBEIMYCHHE PHCKa HE(HPOTOKCHYHOCTH TPU OJHOBPEMEHHOM
npumeHennu HIIBIT u Takponumyca.

e 3unoByauH: ogHoBpemeHHoe mnpuMeHenue HIIBII u 3upoByamHa MOMKET NPUBECTH K
MOBBIIICHUIO T'e€MaTOTOKCMYHOCTH. lIMeroTcsi faHHble O  MOBBIIIEHHOM  PHUCKE
BO3HUKHOBEHHsI TremapTpo3a u remMaroM y BHWY-nonoxuTenbHbIX MAaUEHTOB C
reMounuent, moxy4aBIInX COBMECTHOE JICUCHUE 3UJOBYIUHOM U UOYIIpoheHoM.

e AHTHOMOTHKH XWHOJIOHOBOTO psifa: onHoBpeMenHoe nmpumeHenne HIIBII u anHTnOMOTHKOB
XUHOJIOHOBOTO Ps1/1a YBEJIMYMBAET PUCK BOSHUKHOBEHUS CYyAOPOT.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTB

He cnenyet npumensite HIIBII sxenmunam ¢ 20-oi Henenu 6€peMEHHOCTH B CBS3H C BO3MOXKHBIM
pa3BUTHEM MAJIOBOJUS W/WIM MATOJIOTHUU TOYEK Yy HOBOPOXKICHHBIX (HEOHATaJbHas MOYeyHas
mucdynkus). Crnemyer n3berate NpUMEHEHHUs Mpernapara Ipu 0epeMeHHOCTH B cpoke MeHee 20
HeZlelb, IPYU HEOOXOAUMOCTH MpreMa Ipernapara cieyeT IPOKOHCYJIbTUPOBATHCS C BPAYOM.
JlakTanus

HmeroTcst TaHHBIE O TOM, 4TO UOYNPO(heH B HE3HAYUTENBHBIX KOJMYECTBAX MOXKET MPOHUKATH B
IPyAHOE MOJIOKO 0€3 KaKUX-T100 OTPUIATEIbHBIX OCIEACTBUM 1715 3I0POBBS IPYAHOTO peOEHKa.
4.7. Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMU CpPeACTBAMH M padorath ¢
MeXaHNU3MaMH

[TaimeHTaMm, OTMEUAIOIIUM TOJOBOKPYKEHUE, COHIMBOCTh, 3aTOPMOKEHHOCTh WJIM HapyLIECHUS
3peHus pu nprueme noynpodeHa, cienyer n30eratb BOXKACHNUS aBTOTPAHCIIOPTA WK YIIPABIICHUS
MEXaHU3MaMH.

4.8. HexkesnaTesibHbIEC peaKIUU

Pesrome npoduiist 0esonacHoCTH

Puck BO3ZHMKHOBEHUS HEXKENIATEIBHBIX PEAKLIUA MOKHO CBECTU K MUHHUMYMY, €CIIM IPUHUMATh
npenapar KOpOTKUM KypCOM B MUHHUMAJTbHOU () (EKTUBHOM /103€, HEOOXOIMMOM JIJIsl yCTpaHEHUS
CHMIITOMOB.

HexenarensHbie peaknuu IMpEUMYyIICCTBCHHO ABJIAKOTCA N0303aBUCUMBIMU.
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udymnpodena B n1o3ax, He npesbimaronmx 1200 mr/cyt. [lpu nedeHnn XpOHHYECKUX COCTOSTHUNA U
MIPU JUTUTEILHOM MPUMEHEHUH BO3MOYKHO IMOSIBJICHUE JPYTUX HEXKENATEIbHBIX PEaKIIUi.

Pe3roMe HexxenaTeabHbIX PEAKIINN

OneHka 4acTOThl BO3HMKHOBEHHS HEXENATENbHBIX pEaKkLUil IpOu3BEJeHa Ha OCHOBAHUU
CIIEIYIOIIMX KPUTEPHUEB: 04eHb yacto (>1/10), wacto (>1/100, no <1/10), Hewacro (>1/1000, HO
<1/100), peaxo (>1/10 000, vHo <1/1000), ouens peaxo (<1/10 000), yacroTa Heu3BecTHA (HA
OCHOBAHUH UMEIOIIUXCS JJAHHBIX OLICHUTh HEBO3MOKHO).

Hapywenus co cmoponbl Kposu u tumgpamuieckoi cucmembol

OueHp peAko: HApyIICHHs KpPOBETBOpEHHUS (aHEMHs, JICHKONEHUs, TPOMOOIMTONCHHUS,
NAHIUTOTICHUS, arpaHyjaonuTo3). I[lepBBIMH CHMITOMaMH TaKUX HAPYUICHUH SBISIOTCS
JAMXopajka, 00Jb B Tropie, HOBEPXHOCTHBIE $3Bbl Ha CIM3UCTONH 00OJOYKE MOJOCTH pTa,
IpUNNONONO0HBIE CHMIITOMBI, BbIpa)K€HHast c€1a00CTh, HEOOBACHUMbBIE KpPOBOTEUYEHUS M
KPOBOIIOATEKH (CUHSKH).

Hapywenus co cmopoHbl UMMYHHOU CUCEMbl

HeuacTo: peakuuu runepuyBCTBUTENBHOCTH — HeclleU(pUUEcKue aJulepruieckue peakiuu (3y,
KpaIruBHUIIA).

OueHb penKo: TSHKENbIe PEaKIUU THIEPUyBCTBHUTEIBHOCTH, B TOM YHWCIIE OTEK JIUIA, SI3bIKa U
TOpPTaHW, OJBINIKA, TaXWUKapAWs, THIMOTeH3Ws (aHaduiakcus, OTeK KBUHKE WM TSDKENbIHA
aHa(UIAKTUYECKUH 1I0K), SKCPOIMATUBHBINA 1 OYyJUIE3HBIN 1epMaTO3bl.

YacToTa HEM3BECTHA: TUIEPPEAKTUBHOCTH CO CTOPOHBI JBIXATENbHBIX IyTE€H, B TOM YHCIE
OpoHxMWanmpHas ~ acTMa, OpOHXOCHmasM  WJIM  OABINIKA,  CHHIPOM  JIEKApPCTBEHHOMH
THIIEPYYBCTBUTEIILHOCTH, OCTPBI T€HEpAIM30BaHHBIA SK3aHTeMaTo3HbINH myctyne3 (AGEP),
peaknuu (OoTOUyBCTBUTEIBHOCTH.

Hapywenus co cmopoHbl nepsHoili cucmembl

Heuwacro: ronoBHas 60:b.

OdeHb peAKo: acenTUYECKHd MEHHMHTHT (eIWHUYHBIC CIlydal CHMIOTOMOB acCENTHYECKOTO
MEHHMHTHTA, TaKUX KaK PUTHIHOCTh 3aTBUIOYHBIX MBIIII, T'OJOBHAas 00jb, TOIIHOTA, PBOTA,
JUXOpajKa M MOTeps OpPUEHTAIMK, HAOMIOAATUCh NpU JieueHHUH MOynpodeHoM y HalHMeHTOB C
AyTOMMMYHHBIMH 3a00JICBaHUSIMHU (CHCTEMHasi KpacHasi BOJNYaHKAa M CMENIAHHOE 3a00JIeBaHHE
COCIMHUTENLHON TKAHH)).

Hapywenus co cmoponul cepoya u cocyoog

Ouensb penxo: cunapom Koynuca.
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et fiphn pirélom

YacroTa HeM3BeCTHA: cepjecyHas HEeJOCTaTOUYHOCTD, ne‘dﬁl(ﬁepglg%lr‘lgé“

NPUMEHEHUN TIOBBIIIEH PUCK TPOMOOTHYECKUX OCIIOKHEHHH (Hampumep, MH(MApPKT MUOKapAa,
MHCYJIBT), NOBBILIEHUE APTEPUATILHOTO JABICHHUS.
Hapywenus co cmopoHbl ObixamenvHou cucmembl, 0peanos 2pyOHOU KIemKU U cCpeo0OoCmenUs
YacTtoTa HenszBecTHa: OpOHXHaAIbHAs aCTMa, OPOHXOCIIAa3M, OJIBIIIKA.
Kenyoouno-kuweunvie napyuienus
HeuacTo: 60116 B )KHBOTE, TOLTHOTA, JUCTICTICHS.
Penko: nuapes, Mmereopusm, 3arop, pBoTa.
OueHp peako: menTUYecKas s3Ba, Nepdopanus WM SKelyJA04YHO-KHIIEYHOE KpPOBOTEUEHHE,
MeJIeHa, KpoBaBasi pBOTa, A3BEHHBIM CTOMATHUT, TaCTPUT.
YactoTa HensBecTHA: 00OCTPEHUE A3BEHHOIO KOJIMTa U 060s1e3HU KpoHa.
Hapywenus co cmoponvl neuenu u dcenuegulo0Auux nymei
OueHb peako: HapyIIeHUs (PyHKIUH [TeYEHU.
Hapywenus co cmopoHbl Kodicu u NOOKONHCHBIX MKAHel
Heuacro: pa3nuunbie GopMbI KOXKHOH CHIIH.
Ouenp penko: skchosmaTUBHbIE U OyJUIe3HbIE J€pMaToO3bl, B TOM YHCIE TOKCHYECKUN
SnMAepMaiIbHbII HeKpoau3, cunapoM CtueHca-/[>koHCOHA, My nbTU(OPMHAsL SpUTEMa.
YacTora HEW3BECTHA: peaklUs Ha JIEKAPCTBEHHOE CPEICTBO C Y03MHO(MIMENH M CHCTEMHBIMH
CUMITOMaMHU (CUHAPOM JIEKapCTBEHHOW rumepuyBcTBUTENIbHOCTH — DRESS), octpsiit
reHepaTn30BaHHbIN 9K3aHTeMaTo3HbIN mycTyne3 (AGEP).
Hapywenus co cmopoHbl nouex u Mo4egbleo0auux nymeu
OueHb peqiKo: ocTpasi MoueyHast HeI0CTaTOYHOCTh (KOMIIEHCUpOBaHHas! M ICKOMIIEHCHPOBAHHAsA),
0COOEHHO MPH AJIUTEIBHOM IPUMEHEHUH, B COYETAHUH C MOBBIIIEHNEM KOHIIEHTPALlUU MOYEBUHBI
B IUIa3M€E KPOBHU U NOSIBIICHUEM OTEKOB, NANWIISPHBIN HEKPO3.
Jlabopamopnvie u uncmpymenmanbHvle OaHHblE

® TEeMaTOKPUT WJIU TeMOTJIO0MH (MOTYT YMEHBIIIATHCS );

e BpeMs KpOBOTEUEHHs (MOXKET yBEIIMUUBATHCS);

®  KOHIIEHTPALUs TIFOKO3BI B TJIa3Me KPOBHU (MOXKET CHUKATHCS);

® KIHUPEHC KpeaTMHHHA (MOKET YMEHbIIAThCs);

e [JJa3MEHHas KOHIEHTpalusl KpeaTUHUHA (MOXKET YBEIMUUBATHCSA);

® AKTHBHOCTb «II€YEHOYHBIX)» TPAaHCAMHUHA3 (MOKET MOBBIIIATHCS).
[Tpu nosiBNEeHNN HeKeNaTeIbHBIX PEAKIUM cleayeT IpeKpaTuTh MpUeM MpernapaTa U o0paTuThes
K Bpauy.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX
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JICKapCTBEHHOTO TIperapara ¢ 1eiabio 00ecredeHrss HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeaunuHCKUM paOOTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIFOOBIX IOJI03PEBACMBIX HEXKENIATSIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
Yyepe3 HAMOHAIBHBIC CHCTEMbI COOOIICHHS O HEXKEIATeIbHBIX PEAKIMAX TOCYIapCTB — YICHOB
EBpa3uiickoro 53KOHOMHUYECKOr0 COK03a:

Poccniickas @enepanvs

®denepaiibHas ciryx0a 1Mo HaI3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. MockBa, CraBstHCKas IUIomiaap, 1. 4, ctp. 1

Ten.: +7 (499) 578-06-70 (106.187), +7 (499) 578-02-20

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «HTEepHETY:!

www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Y nereit CUMITOMBI TMEPENO3UPOBKM MOTYT BO3HUKATH IIOCJIE MpHeMa JI03bl IIpernapara,
npessbimaronieit 200 Mr/Kr Maccol Tena pedeHKa.

CHMIITOMBI

TomHOTa, pBOTA, OOJIH B AMUTACTPAIILHON O0JIACTH WJIH, PEKE, TUapes, IIyM B yIIaX, TOJIOBHAsS
00Jb W JKEITYJOYHO-KHMIIEYHOE KpOBOTeueHHEe. B 0oiee TsDKENmbIX ciaydasx HaOII0IaroTCs
MIPOSIBIICHUS] CO CTOPOHBI IIEHTPAIbHOW HEPBHOW CUCTEMBI: COHIIMBOCTD, PEAKO — BO30YXKICHHE,
CyJIOpOTH, JE30pUEHTalMsI, KoMma. B chydasx TsSXKenoro OTpaBICHUS MOXKET pPa3BUBAThCs
METa0OMMYeCKU  alua03 U yBEJIMYEHHE  MPOTPOMOMHOBOTO  BPEMEHH, TMOYEHHAs
HEJI0OCTaTOYHOCTh, MOBPEXKICHUE TKAHU TIEYCHH, CHIYKEHUE apTepUaIbHOTO JIaBJICHUs, yTHETEHUE
IBIXaHUS W [MaHO3. Y TAIMEHTOB C OpPOHXUANBHOW acTMOM BO3MOXKHO OOOCTPEHHE ATOTO
3a00JIeBaHUs.

JleueHme

Jleyenne cuMnTOMAaTHYECKOE, C 00S3aTENbHBIM 00ECIeUEHUEM MPOXOJAMMOCTH JhIXaTEIbHBIX
nyTedl, MoHUTOpuHroM OKI' M OCHOBHBIX TOKa3zarejield >KU3HEAEATEIbHOCTH BIUIOTH J0
HOpMaJIU3alluid COCTOSIHUS ManueHTa. YacTble WM TNPOAOKHUTENbHbIE CYJIOPOTH CIEAyeT
KyIIUpOBaTh BHYTPMBEHHBIM BBEJECHHWEM JMa3eraMa Wi Jiopa3enama. llpu yxynameHun

OpOHXHAJIBLHOW aCTMBI PEKOMEHIyeTCs TPUMEHEHNE OpPOHXOANIATaTOPOB.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHaAaMHUYeCKHE CBOMCTBA


mailto:pharm@roszdravnadzor.gov.ru
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dapmakoTepaneBTUUeCKass IpyNNa: HeCTEPOUIHBIN N oo stentam bt = fiperapar

(HIIBII).
Kox ATX: MO1AEO1

MexauusM aeiicteusd 1 dhapMakoaruHaMudeckue d¢hdheKThl

Mexanusm neiictBusi uOynpodeHa, NPOM3BOAHOIO MPOMUOHOBOM KHUCIOTHl U3 TPYHIbI
HECTEPOUIHBIX MPOTHBOBOCTIANHUTENbHBIX Mpenaparos (HIIBII), oOycnoBien nHrubupoBanuem
CHHTE3a MPOCTArIaHIMHOB — MEIHATOPOB OO0JIM, BOCHAIECHUS M TUIEPTEPMHUUECKON pPEaKIUH.
Hewusbuparensuo Omokupyer mukiookcurenasy 1 (IIOI-1) u muxmookcurenasy 2 (I1OI°-2),
BCJIE/ICTBUE YE€ro TOPMO3UT CHUHTE3 NpocTariaHauHoB. Kpome Ttoro, ubymnpoden obOpatumo
UHTUOMpYeT arperanuio TpomMOomuToB. OkasbiBaeT 00e300sMBarolIee, XapOIOHIDKAIOIIEEe U
IPOTHBOBOCTIAMTENBHOE JIeHiCTBHE. AHaJbre3upyromiee JeiicTBue Hanbojiee BBIPAKEHO NpPHU
00JsX BOCHAIUTENBHOTO XapakTepa. JleiicTBre mpenapara npoaosnKaeTcs 10 8 4acoB.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

Bricokasi, cBs3b ¢ 6enkamu mia3mbel kKpoBu — 90%. UOynpodeH BcackiBaeTCs U3 IPOCBETA MPSIMOU
KHUIIKHA, OBICTPO JOCTUTAs CUCTEMHBIH KpoBOTOK. Ilepmon momyseiBenenus (Ti2) — 2 gaca.

Pacupenenenue

MejieHHO TpPOHUKAaeT B IOJIOCTh CYCTaBOB, 3a/€pPKUBACTCd B CHHOBUAIBHOM JKUIKOCTH,
co3JaBasi B Hed OOJbIINE KOHIICHTPAILIUY, YeM B IIa3Me KPOBH.

BI/IOTDaHC(bODMaHI/IH

[Tocne aGcopbuum oxono 60% Qapmakosoruuyecku HeakTUBHOM R-hopMmbel  MemieHHO
TpaHc@opMHUpyeTCs B aKTUBHYIO S-popmy. [lonsepraercs meradoin3mMy B IEUYEHH.

OJIUMUHAINS

BeiBoguTcs noukamu (B HEeM3MEHEHHOM Bujie He Oosiee 1%) 1, B MEHbIIEH CTENEHH, C JKEITUbIO.
B orpannueHHbIX HccienoBaHUsIX HOynpodeH OoOHapyXKHUBajJCs B TPYJHOM MOJIOKE B OY€Hb

HU3KHUX KOHICHTpAalHAX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Kup tBepasiit 1 H-15

Kup tBepapiii 2 W-45

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs1)

2 roza.

10
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OCNEOQOBATENEHOCTE 0003)

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHU

XpaHWTh B 3aIIUIIEHHOM OT CBETa MECTE MPH TeMIieparype He Boime 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHOH YIIAKOBKH

[Io 5 cynno3uTopueB TMOMEMIAIOT B KOHTYPHYIO SYEWKOBYIO YIAKOBKY W3 ILUICHKU
MOJIMBUHUIXJIOPUIHOM.

ITo 1 min 2 KOHTYpHOH SIUEHKOBOM yIIaKOBKE BMECTE C MHCTPYKLMEHN 110 IPUMEHEHHIO TOMEIAIOT
B MMAYKy M3 KapTOHA JUIA MOTpeOUTEeNbCcKOi Tapel. Ha mauky MOKeT HaKJIeWBaThCS ITUKETKA C
MapKUpOBKOW W3 Oymard STHUKETOYHOM WM THUCYEeH WM M3 MOJUMEPHBIX MaTepHalioB,
camoxutesasics. [lauku nmomemaroT B rpynnoByIO yIIaKOBKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara MWJIM OTX0A0B, TMOJYYEHHBIX IOcjde NpPHUMEHEeHUs!
JIEKApPCTBEHHOT0 MpenapaTra u Apyrue MaAaHUIMyJISIUM C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIUOHHOI'O YOCTOBEPEHUS

Poccuiickas ®@enepanus

AO «PapmacuHTe3»

FOpuouueckuii aopec: 664007, Upkyrckas o6:x1., 1. Upkyrtck, yn. KpacHorBapaeiickas, a. 23,
oduc 3

Aopec npouszsoocmeennoii naowaoku: Vpkyrckas o0, r. Upkyrck, yn. Possr JlrokcemOypr,
n. 184

Ten.: +7 (3952) 55-03-55

Anpec snekTpoHHO# mouThl: info@pharmasyntez.com

7.1. IIpeacTaBUTENDb AEPKATEIS] PETHCTPAIMOHHOIO YI0CTOBEPEHHUs

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccniickas @enepanns

AO «DapmacuHTes»

Aopec: 664040, r. UpkyTck, yiu. P. JlrokcemOypr, a. 184
Ten.: 8-800-100-15-50

Anpec snekTponHo# mouThl: info@pharmasyntez.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
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9. IATA TEPBUYHOI PETUCTPALIMY (MOATBEPHAEHYET PEFACTP AN,

INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepucTHKa JieKapcTBeHHoro mpemnapara MOynpoden PapmacuHTe3 JOCTyIHA Ha
uH(OpPMAIMOHHOM mopTane EBpa3uiickoro 3KOHOMHYECKOrO cOr3a B HH(OPMAIMOHHO-

KOMMYHHUKAIMOHHOM cetn «uTepHeT» http://eec.eaeunion.org.

12


http://eec.eaeunion.org/

