COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 23.05.2024 N2 10092

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Koncynakc-HII, 7,5 mr/mi, Kamaum ajis npueMa BHYTPb.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro1iee BeecTBO: HATPHSI MUKOCYIb(DaT.

100 mn nmpenapata conepxar 0,75 T HaTpust THUKOCYIb(haTa MOHOTUIpATA.

BcnomoratenbHble BelecTBa, HaJMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: copouton (cm. pasuen 4.4).

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamnu n1ns npuema BHYTpb.

[Tpo3paunblii OT O0ECHBETHOTO 1O KEITOBATOrO HIIM CIIErKa >KEITOBAaTO-KOPUYHEBATOIO IIBETA,
CJIeTKa BSA3KUH PacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1 lloxka3aHusl K NPUMEHEHHUIO

B kauecTBe c1abUTENpHOr0 CPEACTBA y B3POCIBIX U JIETEH B CIEAYIOMIUX CIy4asx:

- 3amophkl, 00YCJIOBJICHHBIC ATOHUEH M THIIOTOHUEH TOJICTOW KUIIKHU (B TOM YHCJIC B MOXKHIOM
BO3paCTe, y JIeKaUUX OOJBHBIX, OCTE OTEPAIUid, ITIOCIIE POJIOB U B IEPUO/T JIAKTAIIHH);

- 3a10pbl, BBI3BAaHHBIC TPUEMOM JIEKAPCTBEHHBIX CPEICTB;

- JUIS PEeTyJIUPOBAaHUS CTyJa MPU TeMOPPOe, MPOKTUTE, aHATBHBIX TpelnHaX (s pa3MsTrdeHus
KOHCHUCTEHIIMH KaJa);

- 3a00JI€BaHUS KEITYHOTO My3bIps, CHHAPOM pa3apaKEHHOW KUILIKU ¢ IPe00dIaaHueM 3a1l0poB;

- 3a110p, 00YCIIOBJIIEHHBIN TMCOAKTEPHO30M KHUILIEUHUKA, HAPYILICHUSIMU JTUETHI.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHMEHEHHA

PexxuM 103upoBaHusd

Pexomenayercst HauMHaTH ¢ HAUMEHbIEH J03bl. JJIT TOrO YTOOBI JOCTHYD PETYJISPHOTO CTYyJa,
JI03a MOJKET IIOBBIIIATHCS JIO0 MaKCUMAJIbHOM pekomeHayeMou. He crnemgyer mnpeBsllath
MaKCUMAJIbHYIO PEKOMEHIAYEMYIO CYTOUHYI J03y. Tak Kak mpemaparT HE BbI3bIBAeT
MPUBBIKAHUS, 71032 MOKET WHIWBHUIYATHHO KOPPEKTUPOBATHCS MAIMEHTOM: J03a MOXET OBITh
YMEHBIIIEHA B 3aBUCHMOCTH OT WHJIUBHAYyaJbHBIX MOTPEOHOCTEH WM mMpernapaT MOXKET

MMPUMCHATBHCA pa30BO 110 MCPE HCO6XOIII/IMOCTI/I.
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MOCTEAOBATE M i WHan
Bospacrt Jo3upoBka

CYTOYHAs 1032
B3pocnbie 10-20 xarens (5-10 mr) B cyTKH 10 mr (20 xarens)

eTH

Pexkomenyercss HAUMHATH ¢ HAMMEHBIIEH 1036l J[J1s1 Toro 4To0bl JOCTHYB PETYJISIPHOTO CTYJIa,
71032 MOJKET IIOBBIIATBCA J0 MaKCUMaJIbHOM pekomenayemou. He cnemyer mnpeBslaTh
MaKCHMaJIbHYI0 PEKOMEHIYEMYIO CYTOYHYIO J03y. Tak Kak mnpenapar HE BbI3BIBAET
IPUBBIKAHMS, /1032 MOXKET MHIUBHYyaJbHO KOPPEKTHPOBATHCS IMALMEHTOM: 10332 MOXET ObITh
YMEHBIICHa B 3aBHCUMOCTH OT HWHAMBHIYaJbHBIX NOTPEOHOCTEH WIIM Mpemapar MOXKeT

OPUMEHSATHCS Pa30BO 10 MEpPe HEOOXOIUMOCTH.

MaxkcumanbHast
Bozpacrt Jdo3upoBka
CYTOYHAs 1032
Hetu crape 10 ner 10-20 kamens (5-10 Mr) B CyTKH 10 mr (20 xarenp)
Hetu 4-10 net 5-10 kamnens (2,5-5 Mr) B CyTKH 5 mr (10 xarenp)

1 kams (0,5 Mr HaTpust TUKOCYJb(aTa) Ha 2 KT Macchl
Heru 0-4 et
TeNa B CyTKU

Pexomenayemas no3a juis neteit maaamie 4 et cocrasinseT 0,25 MI/Kr Macchl Tejla B CyTKU.
JleTn nOHKHBI MPUHUMATH Mpenapar TOJIbKO 10 Ha3HAYCHHUIO Bpaya.

Cnoco0 nnpuMeHeHus

BHyTpb.

Jns nmonydenust cnabutensHOro 3Qdexra B yTpEHHUE Yachl ClieyeT MPUHUMATh Mpenapar
HaKaHyHE Ha HOYb.

[Tpemapat He 00s3aTEIILHO PACTBOPSATH B )KHIKOCTH.

JlJiss BOCCTaHOBIJIEHUSI €CTECTBEHHOTO pHUTMa JedeKali Hapsay C MPUEMOM CIAOUTEIBHOTO
mperapara peKOMEHIYeTCsl TOBBINICHUE (PU3NICCKOW aKTHBHOCTH, JOCTATOYHOE MOTpeOJIeHUE
MHIIEBBIX BOJOKOH B panuone (20-25 r. B CyTKH), IOCTATOYHOE MOTpeOSICHHE JKUAKOCTH (HE
MeHee 2 J1.).

4.3 IIlpoTuBonoKa3anus

- ['unep4ayBCTBUTEBLHOCT, K HATPHUS THKOCYIb(PATy WM K JIFOOOMY H3 BCHOMOTATEIHHBIX
BEIIIECTB, NIEPEUNCIICHHBIX B pa3zene 6.1;

- KUIIIEYHAsI HETIPOXOIMMOCTb UM OOCTPYKTHUBHBIC 3a00JIeBaHUS KUIIICUHUKA,

- OCTpbIe 3a00JICBaHUsI OPraHOB OpPIOIIHOW TOJIOCTH WM CHJIbHas O0Nb B JKUBOTE, KOTOPHIE
MOTYT COIPOBOX/IAThCS TOIIHOTOW, PBOTOM, IOBBIMICHHEM TEMIIEpaTyphl Teja, BKIIOYas
aTTEeH/IUIINT;

- OCTPLIC BOCHIAJIUTCIIBHBIC 3a00JIeBaHUS KHIIICYHHUKA,
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- TSDKeTIast JIeTHApaTaIus;

- HEMIEPEHOCUMOCTH (PPYKTO3HI,
- IEPBBI TpUMECTp OEPEMEHHOCTH.
4.4 OcoOble yka3zaHusi U MepPbI PETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

Bo Il u lll TpumecTtpax OepeMeHHOCTH (KaK W TPU HCIOIH30BAHUM JPYTHX CIAOUTEIbHBIX
CPE/ICTB) MpHUEM IpenapaTa BO3MOXKEH TOJIbKO IO HA3HAYEHUIO Bpaya.

Oco0ble yKazaHus

JlJIss MHOTHX TallMEeHTOB, CTPAJAIOIINX 3allOPOM HET HEOOXOTMMOCTH B €XKCIHCBHOM IpUEME
IIOJIHOU J03bI, 1403a MOXCT OBITD YMCHbIIICHA B 3aBUCUMOCTH OT HWHIAUWBHUAYAJIbHBIX
NOTPEOHOCTEH MalMeHTa WK TIperapaT MOXKeT IPUMEHSITHCS Pa30BO 10 Mepe HE0OXOTUMOCTH.
He mpuMeHsTh mpemapar exeqHeBHO 0e3 KOHCy/bTaluu Bpada Oonee 10 mgHei. JlmurenbHbIH
IPUEM BBICOKHX J103 TIpenapaTa MOXET NMPUBOJWTh K TOTEPE KHUIKOCTH, HApYIICHUIO OallaHca
SJICKTPOJIMTOB, THIIOKAJIMCMHUU.

[onoBokpykeHHE W OOMOPOKH HAOMIOJAIMCh Y TMAlMEHTOB, NPUHUMABIINX Ipernapat
Koncynakc-HII. AHanu3 mokasaii, 4To 3TH CIydau CBSI3aHbI C OOMOPOKOM TIpHU Jedekaruu (Mim
00MOPOKOM, BBI3BAaHHBIM HAINPsHKCHUEM MpH JedeKalnu), Wikl ¢ Ba3oBarajbHON peakiued Ha
00JIb B JKMBOTE, KOTOpasi MOXKET OBITh OOYCJIOBJICHA 3allOpOM, M HE 00s3aTEeNIbHO CBs3aHa C
MIPUEMOM TIperiapara.

[Ipenapat He 00JIaaeT BKYCOBBIMH Kau€CTBAMH, ITO3TOMY JIETSIM MOXKHO J0O0aBISITH B IHIILY.
Jletn 1OMKHBI MPUHUMATH TIpenapaT TOJNIbKO M0 Ha3HAUEHHUIO Bpaya.

Crumynupyromue ciabuTeabHbIe CPEJICTBA, BKIIIOUAsS HATPHS MUKOCYIb(AT, HE CIIOCOOCTBYIOT
CHIDKEHHIO MacCHhI TeTa.

BcnoMorarenbHEIE BEIIECTBA

B 1 mu kanens conepxuresa 0,45 r copbutona. B MakcumanbHOW peKOMEH/I0BaHHON CyTOYHOM
no3e Ui JiedeHust B3pocubix u o aetedt 4-10 nmer comepxkutca 0,6 ¢ u 0,3 r© copburtona,
COOTBETCTBEHHO.

4.5 B3aumoneiicTBHEe ¢ JAPYIMMH JEKADCTBCHHBIMH IpenapaTtamMH M [Jpyrue BH/IbI
B3aMMO/EHCTBUA

JuypeTukyn Wi TIIOKOKOPTHUKOCTEPOUBl YBEIMYUBAIOT PHUCK HAPYIIEHUS 3JIEKTPOJIUTHOTO
Oaanca (TUMOKaIMEMUN) TIPHU pUEMe BBICOKHUX /103 mpemnapara Koncymakce-HII.

Hapymienue »nekTpoiauTHOro OajaHca MOKET MOBBIIIATH YYBCTBHUTEIBHOCTH K CEPJEYHBIM
[JIMKO3HIaM.

CoBMecTHOE MPUMEHEHHE TIpernapaTra 1 aHTHOMOTUKOB MOYKET CHIDKATh MOocTa0sronuii 3hdexr

npernapara.
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4.6. DepTHIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

JlaHHbBIE O JOCTOBEPHBIX U XOPOLIO KOHTPOJIMPYEMBIX HUCCIEIOBAHUAX Y OEPEMEHHBIX KEHIINUH
OTCYTCTBYIOT. JIJIUTENbHBIN OIBIT IPUMEHEHHsI HE BBISIBUII OTPULIATEIILHOTO BIUSHUS IIpernapara
Ha OepemeHHOCTb. [Ipuem npenapara B | TpuMecTpe OepeMeHHOCTH IPOTUBOIIOKA3aH.

Bo Il u Il pumectpax GepemMeHHOCTH (KaK U MPH MPUMEHEHHH JAPYTHX CIA0UTEIbHBIX) PHEM
IpernapaTa BO3MOXEH TOJIBKO 110 HA3HAUYEHHUIO Bpaya.

Jlakranus

HccnenoBanust 0 BIUSHUM IIperiapaTa Ha NepuoJl TPyAHOI0 BCKapMIIMBAHUS HE TPOBOIMIINCE.

DdepTUabHOCTD

HccnenoBanust O BIMSHUM Tpernapara Ha (EepTWIBHOCTh HE MPOBOAWIHMCHE. B xone
JOKJIMHUYECKUX HCCIIEIOBAaHUI TepaTOreHHBIX 3(p(eKTOB Ha PENpOayKTHBHOCTH BBISBICHO HE
ObLII0.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeJICTBAMHM M PadoTaTh €
MeXaHUu3MaMH

CrienanpHbIX KIMHUYECKUX HCCIEIOBaHMM BIIMSHUS Ipenapara Ha CIOCOOHOCTb YIPaBIISATh
aBTOMOOWJIEM W MeXaHM3MaMH He TNpPOBOAMWIOCE. HecMOTps Ha 3TO mManuMeHTaM Ciemyer
coo0mIaTh, YTO y HUX BCIIEJCTBHE Ba30BarallbHOW peakiuu (T.€., BO BpeMs Clla3Ma KUIICYHHUKA)
MOTYT BO3HUKATh TOJOBOKpPY)KEHHE W/ OOMOpOK. Ecim y manuMeHTOB BO3HUKAeT CHa3M
KUIIEYHUKA, OHH JIOJDKHBI M30€raTh MOTCHIUAIBHO OMACHBIX BUJIOB JICSATEIBHOCTH, B TOM YHCIIE
BOJKJICHUS aBTOTPAHCIIOPTA WM YIIPAaBICHHS MEXaHU3MaMHU.

4.8. HexxenaresibHbIEC peakuuu

PesroMme HexxenaTeabHbBIX PEAKIINT

Knaccudukanus 9acToTsl BO3HUKHOBEHUS TOOOUHBIX PEaAKIIHIA:

oueHb yacto (> 1/10); gacto (= 1/100, < 1/10); newacto (= 1/1000, < 1/100); penxo (= 1/10000,
< 1/1000); ouenn penko (< 1/10000), Bxiarouasi OTACIbHBIE COOOIIEHHUS, YACTOTa HEM3BECTHA —
10 UMEIOIIUMCS JJAHHBIM YCTAaHOBHTH YaCTOTY BOSHUKHOBEHHUS HE TIPEJICTABIISIIOCH BO3MOKHBIM.
Kenyoouno-kuuieunvie HapyuieHus. BO3SMOXHBI JUCKOM(OPT, TOIHOTA, PBOTA, CIIa3MbI U OOIU B
o0nacTu )KUBOTa, JUapes.

Hapywenus co cmopoHbl HepeHol cucmemvl. BO3MOXXHBI TOJIOBOKPYXEHHE W OOMOPOK.
["onoBoKpykeHUE U OOMOPOK, BO3HUKAFOIIINE ITOCIIE TIpUeMa Ipernapara, MOTyT OBITh CBSI3aHBI C
Ba30BaraJibHOM peakuuel (HampuMmep, HampsDKeHHeM Tpu JedeKkaluu, cla3Mamu B 00JIacTu
JKUBOTA).

Hapywenus co cmoponvl UMMYHHOU cucmemvl. BO3MOXHBI pPEAKIWU  TOBBIMICHHOM

YYBCTBUTCIIBHOCTH.
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Hapywenuss co cmopoust Kodxcu u HOOKONMHBIX kit THOSMOMRHE | KORFIIE '”';H('hnn,

HallpuMep, AHTHOHEBPOTUYECKUI OTEK, KOKHAs! ChIIb, KOKHBIN 3Y/.

Coo0111eHHE 0 HEXKEIATEIbHBIX PEAKLIUIX

BaxxHo cooOmath 0 TOI0O3pEBAaEMbBIX HEXKENATEIbHBIX PEaKIUAX IOCIE pPETrUcTpaIuu
JIEKAapCTBEHHOTO Tpernapara ¢ 1eJbl0 00eCIICUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIICHUS
«OJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeauIMHCKUM pabOTHUKAM pPEKOMEHIYETCS
co00IaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JCKAPCTBEHHOTO IMpernapara
4yepe3 HAIMOHAJIBHBIE CUCTEMBI COOOIICHHS O HEXEIATEeIbHBIX PEAKIUAX TOCYAapCTB - WICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccniickas @enepanus

®denepanibHas Ciryx0a 1Mo HaJ30PY B chepe 31paBOOXPaHEHUSI.

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

Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAIIMOHHO-TEIIEKOMMYHHUKAITUOHHON ceTu «nTepuem:

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

4.9. llepeno3upoBka

CumMnToMbl

[Ipu mpueme BBICOKMX 103 BO3MOXKHBI: JHapesi, 00e3BOKMBAaHWE, CHIDKEHHE apTepHaIbHOTO
JIaBJICHUS], HApyIlIEHHE BOJAHO-3JIEKTPOJIUTHOTO OajlaHCa, THUIIOKAIMEMHUS], CYJOPOTH.

Kpome TOro, mmerorcs cooOLieHHs O ClydyasX HIIEMHU MYCKYJIaTypbl TOJCTOTO KHUIIEYHMKA,
CBA3aHHBIX C mpueMoMm 103 mnpenapara Koncymakc-HII, 3HaunTenpHO MNpeBBIIAIONINX
PEKOMEH/I0BaHHBIE /ISl OOBIYHOTO JICUEHUS 3a1opa.

Hatpus nukocynbdar, Kak U Apyrue ciabuTeIbHble, IPU XPOHUYECKOH Mepeo3UpOBKE MOXKET
NPUBECTH K XPOHUYECKOM auapee, 0oisiX B 00JacTH >KMBOTA, TMIIOKAIMEMHH, BTOPUYHOMY
TUIEePaIbJA0CTEPOHU3MY, MOUYEKaMEHHOM 00Je3HU. B CBSA3M ¢ XpOHUYECKUM 3JI0YNIOTpeOIeHnEM
CITa0UTENbHBIMU MOXET pPa3BUTbCA MOBPEXKJACHHUE IOUYEUYHBIX KaHaJbLEB, METa0OINYeCKUil
QJIKaJI03 U MBbIIIEYHast C1a00CTh, CBA3aHHAs C TUIIOKATUEMHUEH.

Jleyenue

Jns ymenbiienust abcopOuuu mpernapaTa 1Mocjie NpueMa BHYTpb MOXHO BbI3BaThb PBOTY HIIU
IIPOBECTHU MPOMBIBAHUE XKelyaka. MoxeT moTpedoBaThCsl BOCIIOJIHEHNE KUAKOCTH U KOPPEKIUS

Oananca SJICKTPOJINUTOB, a@ TAKIKC HA3HAYCHHUC CIIa3SMOJIMTUYCCKUX CPCACTB.
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5. DPAPMAKOJIOTMUYECKHUE CBOMCTBA (MOCNEACBATENBHOCTE 0001)

5.1 ®apmakoguHaMH4YeCKUe CBOMCTBA
dapMakoTeparneBTUYECKas TPyIa: CPeACTBa IS JICUCHHS 3alI0OPOB; KOHTAKTHBIC CIIaOUTEIbHBIC
cpencTBa.

Kon ATX: AO6AB08

dapmakoauaamuyeckue d3PpHeKTol

JleiicTByromiee BEIIECTBO — HATpUs MHUKOCYIb(aT mpeacraBiseT co0oil crabuTenbHOe
TpuapuiaMmeTraHoBoi rpymnmbl. Kak MecTHoe cnaOuTenpHOEe HaTpus NHMKOCyJIbpaT mocie
0aKTepHaIbHOIO PACILEIUIEHUS B TOJCTOM KMILIEYHUKE OKa3bIBACT CTUMYJIMpPYIOLIEE AEHCTBHE
Ha CIM3UCTYIO TOJCTOTO KHILIECYHUKA, YBEIMUYUBAs MMEPUCTAIBTUKY, CIOCOOCTBYET HAKOIIJICHUIO
BOJIBI U DJICKTPOJIUTOB B TOJCTOM KHILIEYHUKE. DTO MPUBOIUT K CTUMYJIIIIMM aKTa JAedeKaru,
YMEHBLICHHIO BPEMEHU 3BAKYallMH U Pa3MATYEHUIO CTYJIa.

Hatpus nuxocynbgat, ABIsSsACh CIaOUTENBHBIM CPEICTBOM, JEHCTBYIOIIMM Ha YPOBHE TOJCTOM
KHILIKH, CTUMYJUPYET €CTECTBEHHBIN IMpollecC BaKyallud COJEPKUMOI0 M3 HUKHHUX OTJIEJIOB
KEIyTOYHO-KUIIEYHOTO TpakTa. lloaToMy HaTpus mukocynb(ar HE OKa3bIBaeT BIMSHUS Ha
IepeBapruBaHUE WM BCACHIBAHNE KAJIOPUMHOMN NMUILM WIM HE3aMEHUMBIX ITUTATEIbHBIX BEIIECTB
B TOHKOM KHUIIEYHHMKE. B pamkax paHIOMH3UPOBAHHOTO, JABOMHOIO, CJENOr0 MCCIIEAOBaHUS B
NapajuleJbHBIX Ipynnax ¢ yyacTuem 367 NalMeHTOB C XPOHMYECKUM 3allOpOM HCCIEN0BalId
BiusHKe npenapara Koncynakc-HII. Pe3ynbprarel nccienqoBanus NOKa3ad 3HAYUMOE YCHIICHUE
HNEPUCTATBTUKN KHMILIECYHUKA B TEUEHUE HEJENU 10 CPAaBHEHMIO ¢ IUIanelo Juis BCeX 4YeThIpex
Henenb Tepamuu (p < 0,0001). YpoBHM KOHIEHTPAaLMU CHIBOPOTOUHOTO Kallus ObUIH
HEU3MEHHBIMH K KOHIly ucciiefoBanus (4,4 MM) 1 cooTBeTCTBOBAIM (PU3UOJIOTUYECKOW HOpME
(3,6-5,3 MM).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopO1us U pacupeaelcHue

[Tocne mnepopanbHOTO MpHEMa HATPUS MUKOCYJIb(AT MOCTYHaeT B TOJICTYIO KHIIKY 0e3
3HAUMTENbHONW abcopOimu. Takum oOpa3om, JHTeporemaruyeckas IUPKYJSIUS Tpenapara
WCKJIIOYaeTCH.

BI/IOTDaHC(bODMaHI/IH

B nmucrambHOM OTHENe TOJICTON KHIIKK IMPOUCXOMUT OaKTepHATbHOE pacUICIICHHE HATPHS
nuKocynbdata ¢ o0pa3oBaHHEM aKTHBHOTO MeTabonuTa Owuc-(M-THAPOKCH(EHNIT)-TTHPUINI-2-
metaHa (BI'TIM), o6nanaroriero c1abuTENbHBIM JICHCTBUEM.

DJIMMHUHALNS

[Tocne pacmiennienus HeOosbiioe konuuecTBO BI'TIM abGcopOupyercs u janee HMpakTHUECKU

IOJTHOCTBIO CBS3BIBACTCS B KHUIICYHOM CTEHKE W TICUCHU C (bOpMI/IpOBaHI/IeM HEAKTUBHOI'O
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My OTUETY
S

oOu1eil 103b1) npenapat BoIBoAUTCA ¢ Mouoil B Busie bI TIM-rimtokyponunia yepes 48 u.
[Ipy mpuMeHeHUH HAaTpHUs NHKOCyIb(paTa B 00Jee BBHICOKHX 033X BBIBEJCHHE €r0 IMOYKaMHU
YMEHBUIAETCS.

BsaumocBs3s dhapMakoKnHeTUKH/ hapMaKoINHAMUKA

Bpemss  pasButms  cmabutensHOoro  d(ddekra  mpemapara  ONpPEeAeNSeTCS  CKOPOCTHIO
BBICBOOOXKIeHUS akTuBHOTO MeTtabonmuTa (BI'TIM) u cocraBisieT 6-12 4acoB mocie mpuMeHeHus
(B cpenneM 10 yacoB).

B cuctemHbI KpOBOTOK IOCTYNAeT HE3HAUMTENIbHAs 4acTh Ipenapara. B3auMocBs3b MExIy
c1abuTeNbHBIM (P(PEKTOM aKTHMBHOTO METabOJIMTa M €ro KOHLEHTpAIMel B CHIBOPOTKE KPOBH
OTCYTCTBYET.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Cop6wuromn xunkuit 70 % (HEKpUCTATUTU3YIOIIHIACS )

JIMMOHHOW KHCIIOTBI MOHOTHIPAT

Harpus uurtpara nuruapat

Hatpus 6enzoar

Bona ounienHas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEHHs)

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

ITpu Temneparype He Boie 30 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH

ITo 30 M, 40 mMa Bo (rakoHBI-KANEIbHUIBI OpaHkeBOro crekiaa mMapku PK ¢ BuHTOBOM
TOPJIOBHUHOM, YKyTOPEHHbIE MPOOKaMH-KaleIbHULIAMU U3 MTOJUATUIIEHA BBICOKOTO JIaBJICHUS WIIN
KPBIIIKaMHU-MTUMETKAMHU ¥ KPBIIIKaMH HABUHYMBAEMBIMU U3 TIOJIMITHIIEHA HU3KOT'O 1aBJICHUS.

ITo 30 mn, 40 M Bo ¢uakoHbl opaHkeBoro crekia mMapku OC-1 ¢ BUHTOBOH T'OPJIOBHHOM,
YKyHOpeHHbIe MPOOKaMH U3 MOJUATUIIEHA BBICOKOTO JABJICHUS WM MpoOKaMH-KarelbHUIIAMU
U3 MOJIMATUJICHA BBICOKOTO JIaBJICHHUS W KPBIIIKAMU HAaBUHUYMBAEMBIMH M3 MOJUITHIICHA HU3KOTO
JTaBJICHUSL.

ITo 30 mu1, 40 M BO (h1aKOHBI OJTMMEPHBIE U3 MOJIMATHIICHA BEICOKOTO JABJIEHUS, YKYIIOPEHHBIE

Hp06KaMI/I-KaHeHBHI/IIIaMI/I N3 MMOJIMDTUIICHA BBICOKOT'O AABJICHUSA WM KPBIIIKAMHU-IIUIICTKAMHA U3
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IMMOJIM3THJICHA BBICOKOI'O JABJICHHUA W KPBIIIKANN HaBI/IiHII?_I%:cTMTI/#"I/HI‘I %Bhlll-g;&/ll:ﬂ-gﬁdj ;-.III;II;)I.I(OPO

JIaBIICHUSL.
[To 30 mn, 40 mMa Bo ¢QuakoHBl M3 NOJIMATHIEHTEpedTanaTra, yKYNMOPEHHBIE KOJMauKaMu
BUHTOBBIMH U3 TIOJIMATUIICHA HU3KOTO JIaBJICHUS.

Ha kaxnpiit praxoH, haakoH-KaIrelIbHUILy HAKJICUBAIOT 3TUKETKY.

Kaxnpiii hrakoH, ¢riakoH-KarneabHUIy BMECTE C MHCTPYKIMEH 10 MEAUIIMHCKOMY TIPUMEHEHUIO
MOMEIIAIOT B TAYKy KapTOHHYIO.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJIb30BAHHOIO
JEeKapCTBEHHOI0 TMpenapara HWJIM  OTX0A0B, TMOJYYeHHbIX T0CJe TNpPHMeHEeHHs
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUNyJIsIUH ¢ penapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

O61ecTBO ¢ orpannueHHOM oTBeTcTBEHHOCTHIO «IPHUCy» (OO0 «PUCH)

115162, r. Mockga, yi. lllyxoBa, 1. 14, opuc 26

7.1. IllpeacTaBuTeb Aep:KaTesl PErHCTPANIMOHHOIO YA0CTOBEPEHHS

IIpereH3uu HOTDC6HT€JI€I>1 HAIpaBJATH I10 aApECy.

Poccniickas @enepanus

00O «Tynbckas papmaneBTryeckas Ghadpukar»

300004, r. Tyna, Topxosckuii mpoesa, a. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUMU,
INEPEPETUCTPALIUN)

JlaTa nepBUYHON PEruCTpaALNHN:

10. JATA IIEPECMOTPA TEKCTA
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OOmas  XapakTepucTHKa JIEKapCTBEHHOTO npenaﬂQQ:-@%IEﬁH*CEJaﬂBM ! Ha

UHPOPMALIMOHHOM TopTane EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetu «HTepHe™ https://eec.eaeunion.org.



http://eec.eaeunion.org/

