COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 31.07.2023 N2 14542

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEHIOFO TIPEITAPATA 703

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

[TOBUOH, 2.5 1, mopomok AJis IPpUroTOBIEHUSI pacTBOPA JUIsl IpUeMa BHYTPb

2. KAYECTBEHHbBIN 1 KOJTMYECTBEHHBIA COCTAB

JlelicTBytol11€e BEUIECTBO: MOBUIOH.

Kaxnprit maker comepkuT 2,5 T MOBUIOHA (TIOJWBHHIIMIAPPOIUIOHA HU3KOMOJEKYISPHOTO
Meauiackoro 12600 + 2700).

be3 BcrioMorarenbHbIX BemiecTB (cM. pazaen 6.1).

3. JEKAPCTBEHHASA ®OPMA

[Toporox [yt MPUTOTOBIIEHUS PACTBOPA VISl IpHieMa BHYTPb.

benplii nnu co crerka keaToBaThIM OTTEHKOM MOPOIIOK CO ca0bIM CHIEIM(PUUECKUM 3aIIaXOM.
4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHus1 K IPUMEHEHHUIO

[Tpemapar IIOBH/IOH noxka3aH K TpUMEHEHUIO Y B3pOCIIBIX U JIeTel B Bo3pacTe oT 1 roaa a0 18
JeT.

B kauecTBe cpencTBa JE3MHTOKCHUKAIIMM TPU TOKCHUYECKUX (Popmax OCTphIX UHGPEKIHOHHBIX
JKEITy IOYHO-KHUIIIEYHBIX 3a00JIeBaHUN (nu3eHrepus, CaJIbMOHEJIJIE3bI, MUIIEBBIE
TOKCUKOMH(EKIINH ), TPU TIEYCHOYHON M TIOYECYHOU HEJIOCTATOYHOCTH.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHU s

PexxuM 1031pOBaHUs

B3pocnbim o 100 Myt mpuroToBiieHHOTo pactBopa 1-3 pas3a B CyTKM B TeueHuH 2-7 qHEH (10
WCYEC3HOBEHHS CHMIITOMOB HHTOKCHKAITUH ).

Oco0Oble I'pYHIIBI NAIIMCHTOB

Jluya noowcunozo eéozpacma
Koppekunu no3s1 He TpedyeTcs.
Tayuenmoi ¢ noueunol He0OCMamouHoOCmuio
Koppexuuu 10361 He TpedyeTcs.
Ilayuenmoi ¢ neuenouHOU HEOOCMAMOYHOCMbIO
Koppekunu no3s1 He TpedyeTcs.
eTH
CyTOYHBIN TTpUEM JJIs1 JIETEH:
ot 1 o 3 ner — 50 M pacTBopa 2 pasa;
oT 4 1o 6 et — 50 mu pactBopa 3 pasa;

ot 7 no 10 mer — 100 M pacTBOpa 2 pasa;
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ot 11 no 14 ner — 100 mu pactBopa 3 pa3sa;

oT 15 1o 18 neT — pexxum 103UpOBaHUS HE OTJIMYAETCS OT PEKUMA JTO3UPOBAHUS JUIsSI B3POCIIBIX.

Croco0 mpuMeHeHus

BHyTpb.

Cnycts 1 — 2 yaca noce npuemMa Muiy WiK JIEKapCTBEHHBIX MPETapaToB.

[Ipenapat pacTBOpsIOT U3 pacueTa: 2,5 T nopoiika B S0 MJI XOJIOTHOM KUTISTYEHOM BOJIBI.

Jnst ynydiieHusi BKYCOBBIX KayeCTB B pPacTBOP MOXET ObITh J0OaBJeH caxap WiH (PYKTOBbIE
COKHU.

4.3. lIlporuBONOKA3aHNUS

['unepuyBCTBUTENHLHOCTD K MOBUJIOHY.

4.4. OcoOble ykazaHusl 1 MepPbl PeJOCTOPOKHOCTH NPH NPUMEHEHUH

[IpuroroBneHHBI pacTBOp JEKAPCTBEHHOI'O Ipemnapara JOJIKEH XPAaHUThCA B XOJOJUJIBHUKE
npu Temreparype 4 °C He Oonee Tpex IHEH.

4.5. B3auMmopeiicTBHMe ¢ JAPYrHMH JIEKAPCTBEHHBIMHM MNpenapataMM M Jpyrue BHIbI
B3anMMo/1eiicTBUS

[IpuMeHeHune npenapaTa COBMECTHO C APYTMMHU JIEKAPCTBEHHBIMU ITpenapaTamMu, Ha3Ha4YaeMbIMU
BHYTpPb, MOXET PE3KO 3aMEIJIUTh CKOPOCTh W/WIIM yYMEHBIIUTh CTETIEHb WUX BCACBIBAHUS U3
JKEITyA0YHO-KUIIEYHOT O TPAKTa.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

JloctaTouyHOro OIBITa MO MPUMEHEHUIO MpermapaTa BO BpeMsi OEpeMEHHOCTH W B MEPHOJ
TPYJHOTO BCKapMIIMBaHHS HET. BO3MOXXHO MpUMEHEHUe mpernapara B Meproj 0epeMeHHOCTH H
IPy/JHOTO BCKapMJIMBAaHMsI MO0 HAa3HAYEHUIO JIEYallero Bpaya B TEX Cllydasx, KOrja OKuaaemas
0JIb3a JUIsl MaTE€PH MPEBBIILIAET BO3MOKHBIA PUCK PAa3BUTHSI OCIOKHEHUH.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJATHL TPAHCNOPTHBIMHU CpeACTBAMHM W padorarhb ¢
MeXaHM3MaMu

[IpenapaT He OKa3bIBAET BIMSHUS HA CIOCOOHOCTH K YIPaBJICHUIO TPAHCIOPTHBIMU CPEACTBAMHU
WJIU 3aHATHIO IPYTHUMH MOTEHIIMATEHO OMTACHBIMU BHJIAMH JIEATEILHOCTH.

4.8. HexkesaTeibHbIE peakunu

Pesrome mpodung 6e3omacHOCTH

[Ipy mprMEHEHHWU TMOBHUOHA MOXET BO3HHUKATH OBICTPO MPOXOJAIIAas TOIIHOTA W PBOTA (HE
SBJSICTCSI OCHOBAaHHMEM JJIi OTMEHBI Mpemnapara). He HCKIIOYeHO pa3BUTHE allJIepPTHYECKHUX
peaKIui.

COO6H.ICHI/I€‘ 0 TOA03PECBACMBIX HCXKCIIATCIbHBIX PCAKIIMAX

BaxHo coo0maTe O MOJO3PEBAEMBIX HEXKEIATENbHBIX pEaKUUSAX I0CIIe PErucTpaluu

JICKApCTBCHHOTO IIpfriapata ¢ UCIbIO o0OecreyeHus HEMMPEPLIBHOTO MOHUTOPUHI'Aa COOTHOICHUA
2
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«I0JIb3a — PHUCK» JIEKaPCTBEHHOI'O Ipemnapara. Meuu'&ncx%a%oﬂﬁ&bﬁ ‘pexIvaeanéTc;{

€o00IaTh O JIFOOBIX TO03PEBACMBIX HEXKENATEBHBIX PEaKIHsIX JIKAPCTBEHHOTO TperapaTa
4yepe3 HaIlMOHAIbHBIE CHCTEMBI COOOIICHHS O HEKEIATEIBHBIX PEAKIUSAX TOCYIapCTB-YICHOB
EBpasuiickoro 3KOHOMHYECKOT0 COI03a.

Poccuiickas ®@edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpaneHus (PoczapaBranzop)

Anpec: 109012, r. MockBa, CnaBstHCKas T101Iaab, 1. 4, ctp. 1

Ten.: +7 800 550-99-03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit; www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

B ciyyasx nepeno3upoBKH YCHUIIMBAIOTCS HEKelaTeIbHbIe PeakIiy pernapara.

5. DPAPMAKOJIOTHYECKHE CBOWCTBA

5.1. ®apmakoanHaMU4YecKHe CBOICTBA

dapmakoTepaneBTHICCKAs rpyIma; MIPOTHBOIMAPEHHEIE, KHIIICYHbIE
MIPOTUBOBOCTIATTUTENbHBIE/IPOTUBOMUKPOOHBIE CPE/ICTBA; KHILIEYHBIE aJCOPOCHTHI; JIpyTUe
KHIIIEYHBIE aJICOPOCHTEHI.

Kox ATX: A0O7BC

MexauusM JaericTBus U (hapMakoauHaMmudecke YhhEKTHI

[ToBuIOH CBSA3BIBAET TOKCHHBI, OCTYMAIOIINE B KEITYAOYHO-KUIIIEUYHBII TPaKT U 00pa3yronmecs
B OpPraHu3Me, ¥ BBIBOJUT UX Y€pe3 KUIICUHHUK.

5.2. ®apmakoknHeTHYECKHE CBOIICTBA

AOGcopOuus

[Tpu nepopanbHOM NPUMEHEHUU HE BCACHIBACTCS.

Buorpaucdhopmarus

He noasepraercs metabonusmy.

DJIMMUHALMS

BeiBoguTcs yepes jkenyA04HO-KUILIEUHbIH TPaKT.

5.3. JlaHHble JOKJIUHUYECKO 0e30IacHOCTH

B JOKIIMHHUYCCKUX JAaHHBIX, IIOJIYYCHHBIX II0 PpE3yjJbTaTaM CTaHAAPTHBIX I/ICCJ'IGIIOBaHI/If/'I
dapmakonmornyeckod  0€30MaCHOCTH, TOKCHMYHOCTH IPH  MHOTOKPAaTHOM  BBEJCHHH,
T€HOTOKCUYHOCTH, KaHIEPOTeHHOro IOTEHIHala W PEeNpoayKTHUBHOM M OHTOTN€HETHYECKOH
TOKCHUYHOCTH, OCOOBII Bpea JUIid dYeloBeKa IpH IEepopaibHOM NPUMEHEHUHM IIOBUIOHA HE

BBISIBJICH.


http://www.roszdravnadzor.gov.ru/
mailto:pharm@roszdravnadzor.gov.ru
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6. DPAPMAIIEBTUYECKUE CBOMCTBA (MOCHELOBATENBHOCTL 0003)

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelllECTB

be3 BcmoMorarenbHbIX BELIECTB.

6.2. HecoBmecTumMOCTH

He nmpumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHus)

3 roxa.

[TpuroToBNEHHBII PAacTBOp JIEKApCTBEHHOI'O Ipenapara JODKEH XPaHUTbCS B XOJOJUIBHUKE
npu Temreparype 4 °C He Oonee Tpex IHEH.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Ipu Temneparype He Boime 25 °C.

VYcnoBus XpaHEeHHs IPUTOTOBICHHOTO pacTBOPA JIEKAPCTBEHHOTO IIpenapara cM. B paszaene 6.3.
6.5. Xapakrep u cofep:kaHie NEPBUYHON YIIAKOBKH

I[To 2,5 r mpenapaTa B MakeThl U3 MaTepuana KOMOMHUPOBAHHOTO MHOTOCIONHHOTO Tuna bydnen
(B/TID/®/TID Gymara - MOIUATHUIICHOBAS TUIEHKA — (OJIbIa - MOJMAITUIICHOBAS IIJICHKA).

ITo 2, 3, 4, 5, 6, 10, 20, 40, 50 makeToB BMECTE€ C MHCTPYKIIMEH MO MPUMEHEHHUIO B Ma4Ky W3
KapToHa U1 HOTPEOUTEIBCKON Taphl WM MAYKy KapTOHHYIO.

6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH TPUH  YHUYTOKEHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MJAH  OTXO0A0B, TMOJYYeHHBIX MoOcjJe NpPUMeHEeHHUs
JIEKAPCTBEHHOI0 Npenapara, ¥ Apyrue MaHUNy IS UM ¢ IPenapaToM

Oco06ble TpeOOBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

Poccuiickas ®@enepanns

OO61IecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO « BECT»

117218, r. Mocksa, yi. HoBouepémymkuHcKas, 10M 25, opuc 5 stax.

Tenedon: + 7 (495) 128-65-68.

dakc: -

DneKkTpoHHas moura: west reg(@mail.ru

7.1. IIpeacraBuTelb AepiKaTe/isi pETrHCTPALMOHHOIO YAOCTOBEPEHHUS

[Iperen3un norpedbuTeel HAOPABIATEH 110 aAPECY:

Poccuiickas ®@enepanns

AO «Camapamenpom»

123112, r. Mocksa, BH.Tep.I'. MyHULIMNAIbHBIA OKpyT IIpecHenckuii, Hab. [Ipecnenckas, 1. 12,
nomenr. 16H/38.

Ten./paxc: (846) 373-81-07, (846) 373-81-08.


mailto:west_reg@mail.ru
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O71. moyTa: razvitie@samaramedprom.com.

8. HOMEP PETNCTPAIIMOHHOI'O YIOCTOBEPEHUA

JITT-Ne(002935)-(PT-RU)

9. IATA TMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXKJIEHHSI PETMCTPALIMN,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

03 aBrycra 2023 r.

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucThka  JiekapctBeHHoro  mpemapara [IOBUJIOH  goctymna  Ha
nH(pOpMallMOHHOM TMopTane EBpa3suiickoro »KOHOMHUYECKOTO Coro3a B HWHGOPMAIMOHHO-

KOMMYHHKaIMOHHOH cetn « THTepHeT http://eec.cacunion.org/



mailto:razvitie@samaramedprom.com
http://eec.eaeunion.org/

