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OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHE JIEKAPCTBEHHOI'O IIPEITAPATA
IF'AMU®POH, xamum a1 npuema BHYTPb

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBI COCTAB

AKTHBHBIC KOMITOHEHTBI: 30JIOTOTHICSIYHUKA TpPaBa, JIIOOWCTOKA JICKAPCTBCHHOI'O KOPHEBHILA H
KOPHH, PO3MapHHa JICKAPCTBEHHOTO JIUCThSI.

Kaxneie 100 r mpemapata coaepkar: 0,6 T 30j0TOThICSIYHMKA TpaBy; 0,6 T, JHOOMCTOKA
JIEKapCTBCHHOT'O KOPHEBHII U KopHel; 0,6 T, po3MaprHa JIEKapCTBEHHOTO JINCTHEB.
BcrnomorarenbHbie BEIeCTBa, HAIMYME KOTOPBIX HAll0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: 3TaHoJ (3TUJIOBBINA crUpT) (CM. pasneisl 4.3, 4.4).

[TonHbIii IepeYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kamu ns npuema BHYTpb.

XenroBaTo-kopruuHEBas KMJKOCTh C apOMaTHBIM 3alaxoM JIIOOMCTKA, JOIYCKAaeTCs Haludue
OIIAJIECIICHIINH.

B IMponecce XpaHECHU BO3MOKHO ITIOMYTHCHUC HUJIU BBIITAICHUC OCaKa.

4. KIMHUYECKUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

ITpenapatr TAMHW®POH noka3aH k NIPUMEHEHHIO Y B3pOCIbIX U JAeTei oT 1 roma go 18 ner B
KOMIUIEKCHOW Tepanuu IMpH JIEYeHUH XPOHMUYECKUX MH(EKIUH MOYEBOro Mmy3bIps (LHUCTUTA) U
nmovyek (muenoHedpura), mNpU HEUH(EKIIMOHHBIX XPOHUYECKUX BOCTAICHHSIX  IOYEK
(rnoMepyioHeppUT, MHTEPCTULMANBHBIN HE(QPUT), B KAa4eCTBE CPEACTBA, NPEMATCTBYIOIIETO
00pa30BaHUIO MOYEBBIX KaMHEH (TaKke MOocie yJaleHUs] MOUYEBbIX KaMHEH).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHHUs!

PexxuMm no3upoBanus

B3pocnbev no 50 xanens 3 pa3a B 1€Hb.
JmuTensHOCTh Kypca JIeUeHHs 3aBUCUT OT TedeHus 3aboneBanus. [locne HacTyruieHus
yIy4IIeHus (3aBepIueHust ocTpoi (a3bl 3a00J€BaHNA) CIEAYET MPOJOIIKUTD JCUCHHUE

MpenapaToM B TeUeHUE 2-4 HEeIelb.
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CTH

- netu ot 1 rona g0 6 ser o 15 kanens 3 pasa B eHb;

- netu ot 6 rona 1o 12 ner o 25 kanens 3 pa3a B ICHb.

Pexxum noszupoBanus mist neret ot 12 no 18 jer He oTIMYaeTcss OT peXUMa J03UPOBAHUS IS
B3POCIIBIX.

bezomacHocTh 1 3 heKTUBHOCTD y neTeit B Bo3pacte oT 0 1o 1 roga He ycTaHOBIeHBI. JlaHHbBIE
OTCYTCTBYIOT.

JIMUTeNbHOCTD Kypca JICUCHHUS 3aBUCUT OT TeueHus 3a0oseBanus. [locie HacTyieHus
yIIyqIIeHUS (3aBEPIICHUS OCTPOH a3kl 3a00IeBaHMS) CISIYET MPOIOJIKUTH JICYCHUE
[IpernapaToM B TeUeHUE 2-4 HeNleb.

Cnocob IIPUMCHCHU A

BuyTpb, pa3Besis B HEOOJIBIIOM KOJIMYECTBE BOJIBI HITU 3allMBasi BOJOK.

[Tpy HEOOXOAMMOCTH, HAIIPUMEDP, YTOOBI CMATYUTH TOPHKUH BKYC JUIS JACTEH, IIpermapaT MOXKHO
MIPUHUMATH BMECTE C IPYTUMH JKUATKOCTSIMH.

Bo Bpewms nedenus npenapaToM peKOMEHIyeTCsl MOTpeOIeHne OOIBIIOr0 KOJIMYECTBA KUKOCTH.
[lepen mpumeHeHrneM B30aNTHIBATh!

4.3. IlpoTuBONOKA3aHUS

['umepuyBCTBUTEIHHOCTS K TpPaBe 30JIOTOTHICSYHUKA, K KOPHEBUIAM W KOPHSM JIFOOMCTOKA
JIEKapCTBEHHOT'0; K JIUCThSIM PO3MapHHA JIEKAPCTBEHHOTO WX K JIIOOOMY U3 BCIIOMOTATENIbHBIX
BEIIECTB, IEPEUNCICHHBIX B pazfene 6.1.

Jlerckuii Bo3pact (10 1 roma).

S3BeHHast OOJIE3HB JKEMyIKa M IBEHAAIATUIICPCTHON KUILIKH B CTAJAMA 00OCTPEHUS.

AJKOT0NH3M (B TOM YHCIIE ITOCIIe AHTUATIKOTOJIBHOTO JISYEHHUS) — B CBSA3H C COJIEP)KAaHUEM dTaHOJIa
(3TUIIOBOTO CIIUPTA).

4.4. OcoOble ykazaHusi U Mepbl PeI0CTOPO:KHOCTH NPHU IPUMEHEHUN Npenapara

C 0CTOPOKHOCTBIO

[Ipumenenne mpemnapara y MalMEHTOB ¢ 3a00JIeBaHUSMHU TEYEHH, YEPEITHO-MO3TOBOM TPaBMOH,
SMUIIeTICHEeH, 3a00JIeBaHUSIMU TOJIOBHOTO MO3Ta, IeTAM cTapiie | roga BO3MOKHO, TOJIBKO TOCTe
KOHCYJIBTAITUHU C BpaduoM (B CBS3HM C HAUIMYMEM B COCTaBE Mpemnapara STUIIOBOTO CIIUPTA).

Oco0ble YKa3aHusg

[Ipn otekax, BbI3BaHHBIX HapylleHHeM (QYHKIUHU CepAlla WIM MOYeK, NoTpedieHne OOoJbLIOro

KOJIMYCCTBA JXUIAKOCTH NPOTUBOIIOKA3aHO.
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[Tpu HapymeHHON (YHKIMY ITOYEK Mpernapar He cnegvef: QQEJB%%E%EQ&{B?& it B

cllydae BOCHAIUTENHHOTO 3a00JIeBaHuUs TIOYEK HEOOX0AUMO 0OPATUTHCS K Bpady 3a

KOHCYJIbTaIlUEH.

B cnyuae Hanuuus KpoBH B Moue, OoJield IpU MOYEHCITYCKaHUU UJTH TIPU OCTPOM 3a/IepKKE MOYHU
HE00XOIMMO CPOYHO OOpPATUTHCS K Bpavy.

B pazoBoii no3e npenapara ans nereid ot 1 roga mo 6 ner (15 xamens) coaepxutcs 1o 0,14 ¢
aOCOJIIOTHOTO ATHJIOBOTO CITUPTA; B PA30BOH J103¢€ Mpenaparta i AeTei ot 6 10 12 nert (25 kanenp)
conepskutcs 10 0,24 r abcoIIOTHOTO 3TUIIOBOTO CIIUPTA; B pa30BOil J103€ Impernapara Ajisi B3pOCibIX
(50 xanenp) cogepxkutcs 10 0,47 T aOCOTOTHOTO STUIIOBOTO CITHPTA.

B makcumanbHON cyTOuHOM 103€ npenapara Juist B3pocibix (150 kanens) conepxkurcs 1o 1,42 1
abCOIOTHOTO ATHJIOBOTO CIIUPTA.

B mporiecce xpaHeHHs BO3MOXKHO JIETKOE TOMYTHEHHUE UJTH BBITIQJICHUE HE3HAUUTEIILHOTO 0CaJIKa,
9TO HE BIMACT Ha Y3 PEKTUBHOCTH Mperapara.

4.5. B3aumojeiicTBue ¢ IPyruMu JIeKApCTBEHHBIMHM NpenapaTaMmu

KoMb6unanus ¢ antubakTepralbHBIMH CpPEACTBAMH BO3MOXKHA U IenecooOpa3Ha. CBeneHUs o
KIMHUYECKH 3HAYMMOM B3aUMOJCWCTBUM C JAPYTMMH JIEKQpPCTBEHHBIMH IpenapaTtaMu
OTCYTCTBYIOT.

B ciyuae HEOOXOIUMOCTH OAHOBPEMEHHOTO MPUMEHEHUSI KAaKUX-THOO JPYTHUX JIEKAPCTBEHHBIX
CPEJICTB CIEAYET MPOKOHCYJIBTUPOBATHCS C BPauyOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JIAKTAUMS

[Ipumenenue mnpenapata BO BpeMs OEpEeMEHHOCTH M B TEPUOJ TPYIHOTO BCKAPMIIMBAHUS
BO3MOXXHO TOJIBKO 10 Ha3HAYEHHIO Bpaya, B CiIydae €cii IpeanoJiaraeMas IoJib3a s MaTepu
MIPEBBINIAET MOTSHIIMATBHBIN PUCK AJIS TUIOAa U peOeHKa.

4.7. BausiHue Ha cNOCOOHOCTDH YNPAaBJIEeHUS] TPAHCIOPTHHIMHU CPeJACTBAMH, MeXaHU3MAMH

B nepuon nmpumeHeHus mpemnapara HEOOXOIUMO COOJIOIATh OCTOPOKHOCTh TNMPHU BHITTOJIHEHUH
MOTEHIIMATBFHO OMACHBIX BHUJOB JEATEIBHOCTH, TPEOYIONIMX TMOBBIIICHHOW KOHIICGHTPAIUU
BHUMaHUS U OBICTPOTHI TICHXOMOTOPHBIX peakiuil (ympaBieHHe TPAHCIIOPTHBIMH CPEJICTBAMH,
paboTa ¢ IBUKYIIUMUCS MEXaHU3MaMU, paboTa AUCIeTYepa, Orneparopa).

4.8. HexxenraTebHbIE peakMu

Pe3romMe HexenaTenbHBIX DEAKIINI

Bo3moxxHBI anmnepruyeckue peaxkiud. Bo3MOKHBI JTUCTIETICHYECKHE PacCTporcTBa (TOLIHOTA,
pBoTa, auapesi). Heobxoaumo nmpouHGOpMUPOBATh MAIMEHTa, YTO MPU MOSIBICHUU MOOOYHBIX

3¢ deKTOB, YKa3aHHBIX B MHCTPYKIHMH, WM UX YCYIyOJNE€HHM, WU TMOSBICHUU JIOOBIX APYTUX
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i, HedGXOTINO TTpekpaTHIE Hphehr

1no000YHBIX 3()(hEeKTOB, HE YKa3aHHBIX B HHCTPY
1 o0paTUThCA K Bpauy.

COO6H_[€HI/I${ 0 IMOJO03PEBACMBIX HEKECIATCIIbHBIX PCAKIINUAX

Baxxno coo0miate 0 nojo3peBaeMbIX HEKeIaTeNbHBIX PeaKIMIX OCIe perucTpaliy npenapara ¢
[eNbI0 O0OECHeYeHUsT HENMPEePhIBHOTO MOHHTOPHHTA COOTHOIICHHSI «IOJb3a — PHCK»
JIEKapCTBEHHOTO Tperapara. MeIuinHCKUM pabOTHHKAM PEKOMEHAYETCS coo0marTh O JIFOOBIX
M0/I03PEBAEMbBIX HEKEIAaTeNbHBIX PEeaKIUsIX JIEKapCTBEHHOIO IperapaTa uepe3 HalloHalIbHbIe
CUCTEMBbI COOOIIEHHUSI O HEXKeNIaTeIbHBIX pEaKIHIX TOoCyAapcTB — 4WieHOB EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a.

Poccutickas ®@edepayus

109012, r. Mocksa, CnaBsiHCcKas 1iomajisp, 1. 4, crpoenue 1

®denepanpHas ciyx0a mo Hag30py B cdepe 3npaBooxpanenus (PocsnpaBuaazop)

Tenedon: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

DnektponHas mouta: pharm@roszdravnadzor.gov.ru

Hutepuer-caiit: roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Jlo HacTosIIEro BpEMEHHU Cy4daeB MepeI03UPOBKH HE 3apETUCTPUPOBAHO.

Jleuenue

B CJIyduac nepeao3npoOBKU IIperiapaTa Ha3HAYACTCA CUMIITOMAaTUUCCKOC JICUCHUC.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOMCTBA

@dapMakoTepaneBTUYECKass IpyMIa: CPEACTBA, IPUMEHAEMBIE B YPOJIOTHH; IPYTUE CPECTBA,
IIPUMEHSEMBIE B YPOJIOTHUH.

Kox ATX: G04BX

MexaHu3M JeUCTBUS U (baDMaI(OHI/IHaMI/I‘-ICCKI/IG Bd)d)eKTBI

KoMOuHMpoBaHHBIN TpemapaT pPacTUTENBHOTO MPOUCXOXKACHUS, OKa3bIBa€T MOYETOHHOE,
CIa3MOJUTHYECKOE, IPOTUBOBOCTIATUTEIFHOE, TPOTUBOMUKPOOHOE ICHCTBHE.
5.2. ®apmakoKHHETHYECKHE CBOMCTBA

He mpumenunmo.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
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3TaHoJ (3THIIOBBIN criupT) 60 % T;

BOJIa OUUIIICHHAS.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roagnocTu (CpoK XpaHeHHs )

2 roja.

6.4. Oco0Obie Mepbl NPEIOCTOPOKHOCTH NMPH XPAHEHUH

IIpu Temnepatype He Boite 25 °C.

6.5. XapakTep u cofep:KaHue NEPBUYHONH YIAKOBKH

100 mut Bo (prtakOHBI M3 TEMHOTO CTEKJIA, YKYTIOPSHHBIE TPOOKaMU KareJIbHUIIAMH U3 ITOJIMATUIICHA
HU3KOM MJIOTHOCTHU U KPBIIIIKAMU HABUHYKMBAEMBIMH ILJIACTMACCOBBIMH.

Ha xaxnpIil (uiakoH HAKJIEHBAIOT 3TUKETKY CaMOKJIESIILYIOCS.

Kaxxapiii yrakoH BMECTE ¢ HHCTPYKITUEH 110 MEIUITMHCKOMY IPUMEHEHHIO IIOMEIIAIOT B TTAYKY U3
KapToHa.

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH NPH  YHUYTOKEHHH MCHOJIb30BAHHOIO
JIEKAPCTBEHHOT' 0 npenapara WJIH  OTXO/OB, MOJIy4eHHBIX Mocje NMpUMeHeHUs
JIEKAPCTBEHHOT0 MpenaparTa u Jpyrue MAaHUMYJISIIUM ¢ PenapaToM

Hert ocoObix TpeboBaHUM K yTUIH3ALINH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccuiickas @enepanns

OO0111eCTBO € OTPaHUYEHHON OTBETCTBEHHOCTHIO

«®Papm-NunoBanun» (000 «Dapm-NHHOBaAIMNY)

FOpuouueckuii aopec

214000, Cmonenckas o6Jsactpb, T.0. Topos CmoneHnck, r. CMmoneHck, yi. bonbimmas CoBerckas,
1.28/16, kab.1

7.1. IlpeacTaBuTeNb AeprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

IIperen3un HOTDC6HT€HCf/'I HanpasJATh 110 agApPeECy:

Poccuiickas @enepanus

OO611ecTBO ¢ OTpaHUUYEHHON OTBETCTBEHHOCTHIO «Dapm-MHHOBaITINY

(000 «Dapm-MuHOBaIHI)

Iloumoswiii adpec (013 npunamus npemeH3uii nompeobumerneti)

214501, Cmonenckas obnacts, CMoneHCKUi p-H, 1. MuxHoBKa, yi. ConHeunas, 1.1, mom. 1

Ten./dpaxc. (4812) 64-53-82, (4812) 64-53-84
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HOMEP PET'HCTPAIIMOHHOI'O YAOCTOBEPEHMUA

JATA IEPBUYHOHM PETUCTPAIIMUA (ITIOATBEPKJIEHNA PETUCTPAIIUN,
HEPEPET'UCTPAIIN)

JlaTa repBoii perucTpaummu:

10. JATA IEPECMOTPA TEKCTA

O6mmas xapakrepuctuka JiekapctBeHHoro npernapata [AMU®POH noctynHa Ha
nH(popMaoOHHOM nopTasie EBpa3suiickoro 3KOHOMHYECKOro Cor03a B MHPOPMAITMOHHO-

KOMMYHUKaIMOHHO# cetn «MHTepueT» http://www.eurasiancommission.org.



