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OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

T

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

OHTepo/e3, NOPOLIOK JJIsl IPUTOTOBJIEHUS pacTBOpa JUIsl IpueMa BHYTpb.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliiee BEIECTBO: TOBUIOH.
Kaxnprii makeT cofepXuT S5 T MOBUIOHA (MOJMBHHWIMHMPPOJIHUIOHA HHU3KOMOJICKYJISIPHOTO
meauiuHckoro 12600+2700).

be3 BcriomoraTenbHbIX BemecTB (cM. pasnen 6.1).

3. JEKAPCTBEHHAA ®OPMA

[Topo1iok AJis PUTrOTOBIEHUS pacTBOpA AJIsl IpUEMa BHYTPb.
benblii umu cierka >KenToBaThli MOPOIIOK CO CIa0bIM CIEU(PUIECKUM 3a11aXxoM. | UTpOCKOIHYEH.
PacTBOp, MpUTOTOBIIEHHBII B COOTBETCTBUU C pasnaeioM 4.2, mpeacTaBisieT co00i MpOo3pavyHyIo

WK CJ1a00 OMAIECIUPYIONTY0, OECIBETHYIO MIIH CJIETKA JKEJITOBATYIO KUAKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapat DHTepoJe3 Moka3aH K MPUMEHEHHUIO Y B3pOCIbIX U JieTeil B Bo3pacte oT 1 roga ao
18 ner.

B kauecTBe cpeicTBa JE3MHTOKCHKAIMU NPH TOKCHYECKHX (PopMax oOCTphIX HH(EKIIMOHHBIX
HKEITyJ0YHO-KUIIEYHbIX 3a0o0sieBaHU (nu3enrepus, CaJIbMOHEJJIE3bI, MULIEBbIE

TOKCUKOMH(EKIINN), IPU MIEYEHOYHON U MOYEYHON HETOCTaTOYHOCTH.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHUs!

PexxuMm no3upoBaHus

B3pocneivm o 100 mut mpurotoBieHHOro pactBopa 1-3 pasa B CyTkH B TeueHUHU 2-7 nHeEH (10
VCYE3HOBEHUSI CHUMIITOMOB NHTOKCHKAIUN).

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmui nodxcunozo 6o3pacma
Koppekuuu 10361 HE TpedyeTcs.
Iayuenmel ¢ noueuHou He0OCMamoyHOCmMbIO

Koppexuu 10361 He TpedyeTcs.
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HauueHmbl C NeYyeHoYHOoU HedOCMAamo4YHOCbIO

Koppekuuu 10361 He TpedyeTcs.
eTH
CyTOYHBIN NIpUEM JIJIS I€TEH:
ot 1 o 3 ner - 50 mu1 pactBopa 2 pasa;
ot 4 1o 6 set - 50 M pacTBOpa 3 pasza;
ot 7 no 10 net - 100 M1 pactBopa 2 pa3sa;
ot 11 no 14 net - 100 M pacTBOpa 3 paza;
ot 15 1o 18 5et - pexuM 103UPOBAHUS HE OTIMYACTCS OT PEeKUMA JO3UPOBAHHUS JIJISI B3POCIIBIX.

Cnoco0 nnpuMeHeHus

BryTps.

Cnycr4 1-2 yaca nociie npuemMa nuiM WK JIEKAPCTBEHHBIX IPENapaToB.

[Ipenapar pactBopsitoT U3 pacuera: 2,5 r nopouika B 50 MJI TENJI0M KUISAYECHOW BOABI WM 5 T
nopomika B 100 M1 TErIoi KUIMSTYEHOU BOIBI.

Jlist ymydieHusi BKYCOBBIX KaueCTB B PAacTBOP MOXKET OBITH JT0OaBIIeH caxap Wid (PpyKTOBBIC

COKH.

4.3. TlpoTuBONOKa3aHUS

anepqu CTBHUTCJIILHOCTDb K ITIOBUAOHY.

4.4. Ocobble ykazaHus U MepbI MPeJ0CTOPOKHOCTH NPHU NPUMEHEeHHH
[TpuroToBIeHHBINH PacTBOP JTOJIKEH XPAHUTHCS B XOJIOAUIbHUKE ITpH Temmnepatype 4°C He Ooiee

TpeX JTHEH.

4.5. BzaumojeiicTBue ¢ [PYrHMH JeKAPCTBEHHbIMHM MpenapaTtaMd M JApyrue BH/bI
B3auMoelcTBHS

[Ipumenenue npenapata COBMECTHO C JPYTHUMU JIEKAPCTBEHHBIMH ITpenapaTaMu, Ha3HAa4YaeMbIMU
BHYTpPb, MOXET PE3KO 3aMEJIUTh CKOPOCTh W/WIM YMEHBIIUTH CTENEHb WX BCACHIBAHUS U3

JKCITYJOYHO-KHUIICYHOI'O TPAKTA.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

JlocTaTouHOTO OMBITA [0 MPUMEHEHHIO TIperapaTa BO BpeMsi 0peMEHHOCTH U B IEPHO/] TPYAHOTO
BCKapMJIMBaHUs HET. BO3MOXXHO MpUMEHEHHE Tpernapara B mepuoj; 6epeMeHHOCTH U TPYIHOTO
BCKapMJIMBaHUs MO Ha3HAYEHHUIO JICHAIIETO Bpaya B T€X CIIy4asiX, KOrja OXujaaeMasi rmojb3a s

MaTepy MPEBBIIIAET BOZMOXKHBIA PUCK PA3BUTUSI OCIIOKHEHUH.
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4.7. BiusiHue Ha CrnOCcOOHOCTH YNPABJSATH TPAHCIOPTHBIMHM CpeJcTBaMH M padorarh ¢
MeXaHUu3MaMH
[TpenapaT He OKa3bIBAaeT BIMSHUSA HA COCOOHOCTh K YIPABICHHUIO TPAHCIIOPTHBIMU CPEACTBAMU

HJIN 3aHATHUIO IPYTUMU IIOTCHIHWAJIBHO OITIACHBIMU BHJAAMH ACATCIIBHOCTH.

4.8. Hexenare/ibHbIE peaKINU

Pesrome nmpoduis 6esonacHOCTH

[Ipy nmpuMeHEHHH MOBHJOHA MOKET BO3HHMKATh OBICTPO MPOXOAsilas TOLUIHOTA W PBOTa (HE
SABIIIETCA OCHOBAHHUEM JII OTMCHBI HpenapaTa). He wuckmaroueno Pa3BUTUC AJUICPIUYCCKUX
peaKuHuii.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo cooOmaTte 0 TOM03pEBAaEMbIX HEXKENATEAbHBIX PpEaKIHUAX IOCIe pPErucTpaluu
JICKapCTBEHHOTO TIperapara ¢ meiibio 00eCreueHrs: HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
coo0maTh O JIOOBIX T0JI03PEBACMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpazuiickoro 53KOHOMHYECKOTr0 CO03a.

Poccniickas @enepanns

®enepanbHas ciryx0a 1Mo Haa30py B chepe 3ApaBoOXpaHeHUs

109012, r. MockBa, CnaBsiHCKasl miiomaip, 1. 4, ctp. 1

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

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeHeKOMMYHI/IKaI_[I/IOHHOI\/’I CCTHU «I/IHTepHeT»I

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

4.9. lepeno3npoBka

B ClIy4dasx nepCcao3upOBKU YCUIIMBAKOTCA HEKCIATCIIbHBIC PCAKIIUUA TIpCIIapara.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

®dapmakoTepaneBTUYECKas rpyIma: MPOTUBOAMAPENHEIE, KHIIIEYHbIE
MPOTUBOBOCTIATIUTENIbHBIE/TIPOTUBOMUKPOOHBIE CPE/ICTBA; KHILIEYHBIE aJICOPOCHTHI; Jpyrue
KHIIIEYHBIE aJICOPOCHTHI.

Kong ATX: AO7BC


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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MexaHuusM aeiicteus 1 hapMaKoIMHAMHUYECKHE

[Tpemapat cBsI3bIBACT TOKCUHBI, TIOCTYIAOIINE B KEITYI0YHO-KUIIICYHBIA TPAKT U 00pa3yroIuecs
B OpraHu3Me, ¥ BBIBOJIUT UX Y€pE3 KUIICUHUK.

5.2. DapmakoKHMHEeTHYECKHE CBOMCTBA

AOGcopOuus

[Ipu nepopaibHOM MPUMEHEHHH HE BCAaChIBACTCSl.

Buorpancdopmarus

He nmoxBepraercs Mmetabonu3my.

DJIMMUHALMS

BriBouTCA yepes KeryJ0YHO-KUIIEYHBIA TPAKT.

5.3. /laHHbI€e JOKJIHHHYECKOH 0€301MacHOCTH

B [OKIMHHMYECKMX JaHHBIX, MOJYYEHHBIX [0 PE3yJbTaTaM CTAHAAPTHBIX MCCIEIOBAaHUN
dbapmakojgoruyeckoi  0€30MacHOCTH, TOKCHYHOCTH TNPU  MHOTOKPAaTHOM  BBEJICHUH,
T€HOTOKCUYHOCTH, KaHIIEPOTEHHOTO TMOTEHIMAla W PEMpPOAYKTUBHONW M OHTOTCHETUYECKOU
TOKCHUYHOCTH, OCOOBIM Bpea MJisi 4eJOBEKa MpPU IMEPOPATIbHOM IMPUMEHEHHHM TOBHIOHA HE

BBISBJICH.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA

6.1. Ilepeuenb BCIOMoOraTe/ibHbIX BellleCTB
be3 BcmoMorarenbHBIX BEIIECTB.

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHHus )

3 roxa.

[IpurotToBIIEHHBII PacTBOP

JlomkeH XpaHUTBCS B XOJIOAMIIbHUKE ITpH Temneparype 4°C He 6onee Tpex JHEH.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH IPH XPAHEHUHU

Xpanuth nipu Temnepatype He Boimre 30 °C.

VYcnoBus XpaHeHUs: IPUTOTOBIEHHOIO PACTBOPA JIEKAPCTBEHHOI'O IIpenapara cM. B paszene 6.3.
6.5. XapakTep u cofepkaHue NEPBUYHOH YIIAKOBKH

[To 5 r B makeTsl U3 MaTepraia KOMOMHUPOBaHHOTO THMa «bydieny.

ITo 1, 2, 3, 4, 5 nunu 6 nakeToB BMECTE C MHCTPYKUMEN MO IPUMEHEHUIO TIOMEIIAIOT B MAYKy W3

KapToHa.
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6.6. OcolOble Mepbl MPeIOCTOPOKHOCT npn'”'%ﬁplﬁ%&@;rpf&”%ﬁhl%o%ﬂﬁ {oro

JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara u Jpyrue MAaHUMYJISIIIUN C PenapaTomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccus

000 «AJIBUJIC»

109316, r. MockBa, OcranoBckuii mpoesf, 1.5/1, ctp.1, atax 6, opuc Ne650

7.1. IlpencraBuTenb AepKaTesisi PeriCTPALMOHHOIO YA0CTOBEPeHHU

[Iperensnu nmoTpeOUTENIEH HAIIPABIIATE 10 AAPECY:

Poccns

000 «AJIBWJIC»

109316, r. MockBa, OcranoBckuii mpoes, 1.5/1, ctp.1, ataxk 6, oprc Ne650
Ten.: +7 (495)-775-71-61

pv@alvils.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TMNEPBUYHOM PETUCTPALIMU (IIOJATBEPXKIEHUS
PETUCTPALIMMU, IEPEPETUCTPAILINN)

[lata nepBoii perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

OOGm1as xapakTepuCcTHKa JIEKAPCTBEHHOTO Mpenapara DHTEPoIe3 JOCTYITHA Ha HH(GOPMAITMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOro cO03a B MHGOPMAIMOHHO-KOMMYHUKAIIMOHHON CEeTH

«HuTepuer» https://eec.eaeunion.org/.
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