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HATPHS XJIOPUX pacrsop ans nudysuii 0,9%, 400 M, .

Oy ThIIKH moHMepHsIe (25),

kopobkn xapTonusie (s cTaunonapos)

Homep cepun 010121  [late seipaBotku 04.01.21  Koamuectso Kopobor/Gyteinok 7677 /19192
AHanus seimonHed mo P NOO! ] 19/01-281011, nam. Ne 1,2, 3, 4 -
T
Ne Haumenosanne TpeGoBanus HopMaTHBHOI Nanusie
n/n noxasareneit OOKYMEHTALUH HenbITaHHA
1. Onucanue [Tpo3pauHas GecLUBETHAT HHAKOCTD CootBercTByeT
TonoxuTenbHele kayecTBERHBIE
2. | MNonnuHKOCTS DEAKIMH HA HATDH, Ha XNODH! Coorsercreyer
] Tlpo3padkocTs PacTeop Q0/DKeH GbITh TPO3PaTHEIM [1po3paven
4, LlpetHocTs PacTeOp KomKeH ObITh 6eclBETHAM Eecuperten
He menee HomyHansHoro. OTKIOHEHe
5. | Hsenexaemuiit ofbeM | oT HOMHHANBHOTO 06neMa He Gogee +2%% 402
(M)
6. | pH 5,0-7,5 6,1
KonuuectserHoe
7. coliepwaHHe HaTpus 0,0086 - 0,0094 r/mn 0,0090
xyopHaa
8. CTepunsHocTs [penapat fomieH 6BITh CTEPHITBHEIM Crepunen
BaxTepuanbHele
9. S nscnEoai: He Gonee 0,25 E3/mn Memnee 0,25
AROMaTLHAR TTpenapar noaxeH 6uITs
101 rokcrmuocts* HeTOKCHYeH Herokcamen
1 MexaHuyeckue [IperapaT A0mKeH BRIEPA HBATD T —
* | sxmovenwus TpeGosanms PJ] 42-501-98 4
[To 100, 200, 250, 400 u 500 mn B | Tlo 400 MJT B NIONKMepible OYTRUTKH. 110 25
cTeknanuble EyThink  Mapku  MTO, | 6yTouiok mo 400 M NpenapaTa ¢ panHkM
YKYTIOPCHHBIE PE3HHOBBIMH MPOOKAMH H | KOTHYECTBOM HHCTPYKLUMH no
0KaThie ATOMHHHEDBIMH KONNATKAMH, | METHUMHCKOMY NPUMEHENHIO  Mpenapata
Mo 100, 200, 250, 400 # 500 Ma ® | nomeweHs B KopofkH u3 rodpuposaHHOro
TOTHMEpHEE  OYTBUIKH 3 TpaHyn | xapToHa. JLns CTALHOHAPOB.
nonxonedHHoBsIX Mapku «ITypennn. ITo
1 Oymiike ¢ uHCTPYykmMeH  no
MEHLIEHCKOMY NPHMEHEHHIO Mpenapata
12. | Ymaxosxa NoMemAT B MNauyky H3 xo:opﬁo‘mcro
K&pTOHa.
Hna craunonapos. Ot 1 go 48 GyTteinok
no 100, 200, 250, 400 u 500 wmn
nmpenapara ¢ PRBHBIM  KOJHYECTBOM
HHCTPYKLKH no MEAHLHHCKOMY
NPHMEHEHHIO Mpenapata IOMEalT B
KOpoOKH H3 roppHpOBAHHOMO KapToHa C
PeIICTKAMH=-CTHEI 1AMHY.
Ha oaruxketke OyTsUuikM (mepaiunas | Ha  3THReTke Oytainku  (nepeuunan
YRakoGka) yKa3blBANT: HAHMEHOBaHWE | Ynaxosxa) YKa3aHo: HaUMeHOBaHHe
TPOMIBOAUTENR, €ro TOBAPHEIR 3HAK, | MPOHM3IBOAMTENS, €ro TOBAPHLIA IHEK, ampec,
anpec, TeneoH, ampec anexTpOHHOH | Tenedon, ampec INEKTPOHHOH  NOYTHL,
MoY7bl, TOProBoe HAHMEHOBAHKE | TOPrOBOE HAMMEHOBANMHE JEKAPCTBEHHOTO
JieKdpCTBEHHOTO Mpemapata, ofvem B | mpenapaTta, o6BEM B  MIUTHIHTDAX,
MHILTANATPAX, AEKapCTBCHEYIO QOPMY, | NeKADCTBEHHAA  (GOPME,  KOHLEHTPALHA,
KOHLEHTPALHIO, «CTEPHIIBHOY, | «CTEPHJIEHOb, «BHYTPHBEHHO»,
«BHYTPHBEHHO», COCraB, | COCTaB, TEOpETHYECKad  OCMONAPHOCTD,
13 MapkupoBka TEOPETHHECKYH0 OCMOADHOCTL, YCIOBHA | YCMOBHA  XpaHeHua,  «[IpuMensTs  no
: XpaHeHHsA, «[IpHMEHATH N0 Ha3HAUCHMIO | HA3HAYEHWIO  Bpavan, «XpaHuTh B
Bpauan, «XpaHHTb B HEIOCTYNHOM MNA | HENOCTYTIHOM AR MeTel MECTEn, HoMep
DeTeH MECTen, HOMED CepHH, Cpok | cepu, cpox FOAHOCTH, HOMep
FONHOCTH, HOMEP PpErMCTPALIMOHHOID | PErHCTPaLMOHHOrD YIOCTOBEPEHHSA,
YNOCTOBEPEHHA, BOIMOKHO HAHECEHHE | HAHECEH WTPHXOBOR KOA, Ha 3THKeTke
wTpHXoBoro koA,  Ha  atuketke | Gymsinku  Ses  ouM@poBku HaHeceHa
CTEKIAHHOH OyTBUIKH JONONHKTENBHO | IpamyMpOBOYHAS IIKARA.
YKa3bIBAIOT HALACL «HecmaunBaemocts | Ha  atuketke  xopobxw (emopuunan
BHYTPEHHEH MOBEPXHOCTH BYTBUIKK He | nompebumensckas  ynaxoska) Yka3aHo:
ABJIRETICA NPOTHBOMOKAIAHHEM K | HauMeHoBaHHe Bjlafenb0a

P —




MPHMEHEHHION. Ha 3THKETKe OYTLUIKH | perHcTpalMoHHOro YAOCTOBEPEHRA,
6e3 OUHPOBKH MOMyckaeTca HaHeceHHe | HAWMEHOBAHHE TIPOH3IBOLHTENA, ETO ajpec,

——t

rpanyHpoBoqHOR LUKRITHI. Ha | Topapumit 3HAK, re.ngd:oﬂ. anpec
CaMOKIeloulyiocs  ITHKETKY ¢ nemneH | snexTpoHHOH HO9ThI, TOprosoe H
s TONBELIHBAHHS 6yTauIKH | MeXOyHapoLHOS HeMaTeHTORAN HOS

LOTIONHATENLHO HRHOCHTCH (pasa «Jlna | HEMMEHOBAHHE NEKAPCTBEHHOrO npengpara,
NONBELIMBAHHA  TAHYTH  BHMI M | ofbeM nmiperiapata B M

rpadugeckoe wiofpakenye | nekapcTreHnan dopma,  xoHuewTpaimMs,
HAMNpaB/LAOILEH cTpenky. «CTEPHJIEHO», «BHYTPHBEHHOM,
Ha  mauke, atukerxe  xopoGku COCTaB, TECOPETHHECKAS  OCMONAPHOCTS,
(emopuusas nompeGumensckan | yenoBua  XpaHeHus, «[lpumensats  mo
ynaxoexa) yKaswBAIOT. HAHMEHOBRHHE | HA3HAYEHHIO Bpasan, «XpaHuTs B
BRanensua PEHCTDALMONHOrO | HENOCTYMHOM  mud  getedl  Mectey,
YAOCTOBEPEHHA, HaHMEHOBaHHE ((33MDP&3I(HBBHH'B JIEKAapCTBeHHOT O

TIPOM3BOLNTE/IA, €ro AIpec, TOBAPHLIA | npemapara mpPH  YCNOBHH  COXPAHHOCTH
IHaK, TENCQOH, apec 3/EKTPOHHOR | FePMETHMHOCTH YNEKOBKA He sBISeTcs
MOYTEI, TOProBOC M MEXAYHAPOLHOE | NPOTHBOTIOKA3AHHEM X €r0 NPHMEHEHHION,

HENaTeHTOBAHHOE HauMeHOBAHKE | «B  cnyvae wameHenus OKpacku mpenapara
JICKAPCTBEHHOTO  npenapara, o0beM | WIM  NOABNEHHR  B3BecH pacTeop  He
npenapara B © MHTANHTpEX, | NPUMTOOeH K ynotpeGneninon, «Cnoco6

NEXapeTBEHHYI0 QOPMY, KOHUSHTPALMIO, | NPHMEHEHHT YKkasaH B HWHCIPYKUHH 00
«CTEPMJIBHO», «BHYTPHUBEHHO», | npumesenwio JIEKapCTBEHHOrO IpenapaTar,
COCTaB, TEOPETHYECKYI) OCMONEPHOCTh, | HOMEP CEPHH, CpOK FOOHOCTH, HOMep
YCNOBHR XpAHEHHA, YC/OBHA OTMYCKa, | PETHCTPALIMOHHOIO YOOCTOBEpEHHS,
«ITpHMEHAT N0 Ha3HAYEHHIO Bpayay, TpuxoBod kox. Ha 3sTukerke KopoGkH
«XpaHuTL B HEZOCTYOHOM ANA neTel | mononHMTensHo YKA3AHO  KOJMYeCcTRO
MecTe), «3amopaxuBanHe | GyTbinoK B kOpoGKe, yKa3aHaA HAIIHCH «na
NIeKapCTBEHHOTO npenapara TPH | CTAUMOHAPOBY H HE YKA3aHl YCNOBHS
YCNOBHH COXPAHHOCTH TIepMETMUHOCTH | OTMYCKa.

YNaKkoBKH He ABNAeTCS
NPOTHBONOKA3AHHEM K ero
NpKEMeHeHWon, «B cnyuae nimeneHmus
OKpackH Ipenapate MWIH MOABAEHHS
B3BECH PACTBOP HE TIPHIOOEH K
ynotpenetio», «Cnocof npumeHeHna
yka3aH B MHCTDYKUMH NO NPHMEHeHHIO
/ICKAapCTBCHHOTO  Mpenapara», HOMep
CEDHH,  CPOK  TOZHOCTH,  HOMep
PErHCTPaLHOHHOIO YAOCTOBEpEHMUS,
LITpHXOBOH koA. Ha noBepXHOCTH Navkn
aomycxaercs H8HeceHHe TeKCTa
HHCTPYKIHH no MEAHLIHHCKOMY .
TIpHMEHEHKID NCKapCTBEHHOrO
npenapata. B 3TOM chyuae, WHCTPYKLMS
no MEIALHCKOMY TIPHMEHE HHIO
JIeKApCTBEHHOTO fpenapaTa OTASIbHO He
Bnagsisacres. Ha sTkerke kopoBkw
LOMOTHATENLHO YKa3blBAKOT KOJHIECTBO
Gyrsinox B Kopofxe,  yKa3mlBAIOT
HaanHch  «Jl1A  cTalMOHAPOBY u  He
YKa3LIBAIOT YCIOBHA OTITYCKA.

14, | Xpanenue Tpu Temneparype He sunwe 25° C CooTeeTcTBYET

I 15. | Cpok roanocTs 2 roga T'omen o 01.2023
*TTo HaHHOMY MOKA3ATEMO KOHTPONUPYIOT TONBEKO Tpenapat B roJTHMepHOH ynaKoBke.

ACTE aRuPysuit 0,9%, 400 ma, Gy TLLIKH MoTHMepHBIe
Tanuonapodjokepua 010121 cooTBercTByeT TpeGoBanHaM
4 z

3axmoyenne: HATPHA XJIOP
(25), wopobku xapromnbre (JI
PN001119/01-281011, uam. Ne 1,
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