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UunpodnokcaumH, Tabnetku, NOKpbITbie NAeHOYHOM 060104K0# 500 mr

dopma,
PeructpaunonHoe ypoctosepenue SICP-003299/07

Toprosoe 083 npenapara,

Homep cepun 1151220

Hara Hayana npouM3eoacTea 29.12.2020
FopeH ao: 11/2023
Koawuectso 53568 ynakoBoK

AHa/u13 BbINOAHEH Mo HOpMaTuBHOMY

AOKYMEHTY

ICP-003299/07-090119, M3m.Ne1,2

HawmenosaHue nokasarens

MeToa KoHTpOoAaA
HopmatusHoe 3HayeHue

PesynbTat KOHTpOAR

Onucanune

BuavanbHbli
Kpyrasie, 4BOAKOBLINYKNbIE TAGAETKM, NOKPLITHIE

naeHouHol obonoukon 6enoro uav noutu 6encro
useta. Ha nonepe4Hom paspese agpo 6enoro unm
noutu 6enoro ygera.

Kpyrasie, AB0AKOBLINYKAbIE TaBAETKY,
NOKPbITLIE NAEHO4YHOK 060A04KOH Benoro
ugeta. Ha nonepeurom paspese agpo
noytu 6esoro usera.

NoanMHHOCTL

BIMX

Bpema  yAepKuMBaHWA  OCHOBHOrO  NMKa  Ha
XpoMaTorpamMme MCNbITYEMOro  PacTBopa  A0MMKHO
COOTBETCTBOBATE BPEMEHW YAEPKMBAHWA OCHOBHOMO
nuKka Ha XpomMaTorpamme pacrtsopa co
uunpodnoKcaumHa.

KayecreexHan peakums Ha XN0puabl

O6pasyeTtca Genblit TBOPOMMUCTBINA 0CaA0K,
HEepacTBOPUMBIH B a30THOW KUCAOTe passeseHHoit 16 %
1 PacTBOpUMLIA B ammuaka pacteope 10 %,

CootsetcTayet

CootBercrayeT

Pactsopenue

Y®-cnektpodoTomerpus

B pacTeop uepes 45 MuH A0/MKHO NepenTh He mexee 70
% (Q) C17H18FN303 (uunpodnokcayuna) ot
3aABNEBHHOTO COAGPMAHMA.

93 %

PopacreeHHble npumecy

1) HTOPXMHONOHOBAA KUCNOTA
2) ITUNEHAMAMUHOBLIN aHanor
Y HEMACHTHGUUMPOBAHHBIE NPUMECH

TCX

PTOPXMHONOHOBAA KUCNOTE — He Bonee 0,2 %;
BIKX

3TUNeHAMaMUHOBIA aHanor — He 6onee 0,5 %;
EauHmiHan HenAeHTUOULMPOBAHHAA NPUMECH — He
Gonee 0,2 %;

CymmapHoe cogepman1e HeugeHTUGUUNPOBaHHBIX
npumeceit — 1e 6onee 0,5 %.

<02%
<05%
<02%

<0,5%

Boaa

['® Xlll, meroa K. ®uwepa
He Gonee 8,0 %

6,9 %

OcTaroyHble Oprasudeckme
pacTeopuTeNN

X
Copepxanune 2-nponaHona B 0gHOW Tabnetke A0MKHO
6biTk He Bonee 16660 mKr.

308mKr

OAHOPOAHOCTL AC3MPOBAHUA

[P XIll, enocob 2, sBecosoi
AV<15,0%

4,6 %

Mukpobuonormseckas yuctoTa

Obusee uncno aapobrbix
MUKpOOpraHnsmos s 1r;
Obuiee YMCNO APOHIKEBLIX W
naecHesbix rpubos e 1r;
Escherichiacolis 1.

o Xt

Kateropuna 3 A.

He 6onee 1000 KOE;
He Gonee 100 KOE;

OTCYTCTBME,

<1000
<10

QreytereyeT

KonuuecteeHHoe onpegenenme

BIMX
Copepmanme CyyHisFN3O;s (uunpodnokcauyuna) s
Tabnerke go/mKHO BbiTe 0T 450 A0 550 mr, B nepecyeTe
Ha CPeAHIo Mmaccy TabaeTku.

477,0 mr

Ynakoska

Mo 10 TabaeToK B KOHTYPHYIO AYEMKOBYIO YNaKOBKY M3
NNEHKK MOAMBUHWUAXIOPUAHOM " donbrn
ANOMUHUEBONR NeYaTHOM NaKMPOBAHHOM.

MNo 10, 20, 30, 40, 50, 60 vnu 100 TabneTok B GaHKK K3
nonusTUneHTepedTanaTa ANA NIEKapCTBEHHBIX CPeACTB
WW MOAMNPONUAEHOBbLIE ANA NEKAPCTBEHHbLIX CPEACTB,
YKYNOPEHHbBIE KPLILWKAMK M3 MONUSTUACHA BLICOKOrO
A3BNEHUA € KOHTPOAEM MEpBOro BCKPLITHA, WAW
KPBILUKAMK NOAUNPONUNCHOBLIMK C CUCTEMOW GHaXaTb-

Mo 10 TabneTok B KOHTYPHOW AYENKOBOM
ynaxkoske n3 nAeHKu
NOAUBUHKUAXAOPUAHOA " bonbru
ANOMUHUEBOW NeYaTHOW NAKMPOBAHHOMA.

1 KOHTYpPHaA AYEHKOBaA YNAKOBKa BMeCTe C
WUHCTRYKUMENH Mo NPUMEBHEHWIO NOMELLEHa
B KapTOHHYK YNakKosky (nauky).

MNhanvnana: mrwauan oA renrudhuearuu Mancuea U R
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NOBEPHYTb, WK KPbILKAMK M3 NOAMITUAEHA HU3KOTO
A3BAEHWA C KOHTPOJIEM NEPBOro BCKPLITHA.

CsoboaHoe npocTpaHcTeo B GaHKe 3anoAHAIT BaToi
MEAWUWHCKOK TUrPOCKONMYECcKOiA.

Ha 6aHKy HaKNeuBaIoT ITUKETKY CAMOK/NGALLYIOCA.

Opny Gauky mam 1, 2, 3, 4, 5 uam 10 KOHTYPHBbIX
A4EMKOBbIX YNAaKOBOK BMECTE € WHCTPyKuuel no
NPUMEHEHWIO NOMELLAIOT B KapTOHHYIO YNaKoBKy
(nauky).

Mapkuposka

Ha KoWTypHO# AveiikoBoi ynakoske (6aucrepe)
YKa3blBalT TOProBoe HaUMEHOBAaHWUE JIEKapCTBEHHOro
npenapara (cosBnagaer c MEXAYHAPOAHBIM
HENATEeHTOBaHHbLIM HAWMEHOBaHMEM), NEKAPCTBEHHYIO
dopMy,  403MPOBKY, HAUMEHOBaHWe  Jepwartens
PErucTPauMoHHOrO YAOCTOBEPEHUA M HaWMEHOBaHue
NpOU3BOAMTENA /NIEKAPCTBEHHOrO mnpenapara, Homep
cepuu (BKNIOYAKOLWMIA MECAL, U FOf NPOM3BOACTBa), AATY
WCTEYEHUA CPOKA rogHOCTH (Mecay v roa).

Ha  atvketke  GaHkM  yKa3wiBalOT  Toprosoe
HaMMEHOBaHMe NIeKapCTBEHHOrO npenapata (cosnagaet
c MEXAYHAPOAHBIM HeNaTeHTOBaHHbLIM
HaWMEHOBAHWEM), NeKAPCTBEHHYI0 GOPMY, A03UPOBKY,
Konuyectso Tabnetok B8 GaHke, cnocof npumeHeHwn:
«[lna npuema BHYTPb», HAaMMEHOBaHWE Aepwartens
PeruCTpayMoHHOr0 YAOCTOBEPEHUA M HAMMEHOBaHMe
NPOM3BOAUTENA NEKapPCTBEHHOro mpenapara, AoroTMn
npouasoguTens, dapm-kog, HoMEp cepmu
(BknioHaIOWMIA  MecAl, W oA npou3BOACTBa), AaTY
MCTEYEHMA CPOKa roAHOCTH (TOAEH A0 MECAL, U roa).

Ha KapToHHOW ynakoBKe (Mauke) yKa3wisaloT Toprosoe
HauMeHOBaH1e NeKapCTBEHHOro npenapata (cosnagaer

c MEXAYHAPOAHBIM HEMAaTeHTOBaHHbIM
HaUMeHoBaHKeM), HauMeHoBaHWe Aepwarens
PerucTpauMoHHOre  yAocTosepedna  (coBnagaer ¢
HaumeHoBaHKWem npoussoguTens), anpec
npou3BoAuTENs NeKApPCTBEHHOTO npenapara
(coBnanaer ¢ agpecom Aepxarens perucTpauMoHHOro
yAocToBepeHuna) (cTpana, obnacre, ropog),

INEKTPOHHLIA  agpec W caliT  npoussoguTens,
NexapcTBeHHYio  GOpMYy,  A03MPOBKY, KONWMECTBO
NeKapCcTBEHHOrO npenapata B ynakoske, WHbopmaumio
0 COCTaBe NEKapCTBEHHOrO npenapaTa (HaumeHoBaHue
AEACTBYIOLLETO BELECTBA U ero KONMYECTBO, NepeyeHs
BCMOMOTaTeNbHbIX BELLECTs), HOMEp cepum
(Brniovalowwmit mecal, M rog npoussoacTsa), maty
MCTEYEHMA CPOKa roaHOCTU (rodeH A0: mecal W roa),
YCAOBMA XpaHeHus, cnocob npumenenua: «na npuema
BHYTPbY, YCNIOBMA OTNYCKAa, HOMEP PEruCTPaLMOHHOro
YAOCTOBEPEHMWA, NOTOTUN MPOW3BOAUTENA, dapM-KOA,
WTPHXOBON KOA, ABYMEPHbIIA WTPUXOBOK KOZ € NOAHOHM
WAKW  YacTUYHOW  pacwudpoBKoW  MHMOPMaumm,
COAEPHAWEACA B ABYMEPHOM WTPUXOBOM KOAe MAW
6e3s Hero, «CMOTPM WHCTPYKUMIO NO NPUMEHEHMIO
(nucTok-BrNagbiw)», «He NPUMEHATH MO WCTEYEHWUU
CPOKa roAHOCTH», «XPaHWUTL B HEAOCTYNHOM AN aereit
mecre»n.

Ha KOHTYpPHOM  AYEMKOBOW  ynakoexe

(6mcrepe) YKa3aHo: Toprosoe
HauMeHoBaHWe NeKapCcTBEHHOro
npenapara (CoBnNagaer ¢ MEXAYHAPOAHBIM
HENaTeHTOBaHHbIM HauMeHoBaKuem),
NeKapcTBeHHanA popma, AO3MPOBKA,
HaumeHoBaHue Aepxarens
PeruCTPauUMOHHOMO  YAOCTOBEPEHWMA M
HauMeHoBaHue NPOM3BOANTENA

NeKapcTBEHHOro Npenapara, HOMep Cepun
(BKAKYAKOWMI MECALL U rO4 NPOU3BOACTBA),
A3aTa UCTEYEHWA CPOKa rOAHOCTH (mecay M
roa).

Ha kaproHHoit ynakoBke (nauyxe) ykasauo:
TOpropoe HavMeHOBaHWe NeKapCTBEHHOTO
npenapata (COBNajaeT ¢ MeXAYHAPOAHbIM

HEeNaTeHTOBaHHbIM HaUMEHOBaHHEM),
HauMEeHOBaHME Aeparens
PerMcTpauMoHHoro YAOCTOBEpeHUA
(coBnagaet c HaMMEHOBaHKEM

NPOM3BOAMTENA), 3APEC NpPOM3BOAMTENs
NexKapcTBeHHOro npenaparta (coBnagaer ¢
afpecom [epHatens perncTpauMoHHOro
yaocToBepeHna) (cTtpaHa, o6nacte, ropoa),
INEKTPOHHBIN aapec 7 cauT
NpOM3BOAMTENA, NEKapcTBeHHas dopma,
[lO3MPOBKA, KOMMYECTBO J/IEKaPCTBEHHOrO
npenapata B YnakoBKke, MHPOPMAUMA ©
COCTaBe  /IeKapCTBEHHOro  npenapara
(HaumeHoBaHMe AEWCTBYIOWErO BELECTBa
7} ero KO/IMMECTBO, nepeveHs
BCNOMOraTe/ibHbIX BEWECTB), HOMEP CepUH
(BRAKOYAKOWMIA MECALL U FOZ NPOU3BOACTBA),
AaTa NCTeYEeHUA CPOKa roAHOCTH (rogeH Ao:
MeCAL W roA), YCNOBMA XpaHeHus, cnocob
npumeHenus: «[AA  NpUema  BHYTPb,
yenosua OTTIyCKa, Homep
PerucTpaunoHHoro YAOCTOBEPEHUS,
noroMn  npoussoguTens,  Gapm-Kog,
WTPUXOBOM KOA, ABYMEPHbIN LITPUXOBOH
KOA € 4acTMYHOW  pacwMppoBKONM
vHpopmaumm, CoAepKALLENCA 8
ABYMEPHOM LWITPUXOBOM Koae, «CmoTpu
MHCTPYKLUMIO 1O MPUMEHEHWMIO  (UCTOK-
BKNaAbiw)», «He NpyMeHATb N0 UCTEYEHWUK
CpoKa FOAHOCTUY, «XpaHuTb B
HEAOCTYNHOM ANA AeTeli MecTen,

Cpok rogHocTu

3roga

XpaHenue

B 3alpieHHOM OT cBeTa MECTe Mpu TEMNepaType He Bbilwe 25 2C

3aknouenne: coorserctayeT TpeboBanuam JICP-003299/07-090119, U3m.Nel,2

3am. AupeKTopa no Kayecrey

Nhnmvunsun: nuwegen na cenruhuraru Manouaa 14 R
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BORIPE

PAALHAS CAYXEA 1O HA

AI0PY

SAPABOOXPAHEHMA

«CBefeHnA o0 BBOAE B rpaxaaHCKuii obopoT B Poccuiickoin Gegepaumm NeKapCcTBeHHbIX
CpencTB No CoCToAHUIO Ha 17.04.2021 11:27»

Jlara BHECeHHS B

[poussoanrens

Opraunzanus,

Homep Homep, nara
Ceenenus 0 cranuax BLINYCTHBILIAA B
AHC Toprosoe nanmeHoBanHe (BbINyCKarOmmE Crpana S —— Hopmarueras nokymeRTanms r a;x — CEPHH, paspenenHs
Pocanpasranzopa KOHTPOJIBb) P . pakng NapTHH ua HJIII
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KOHTYpHBbIe (1). mauku
KapToHHble/ ~

"O3on" (000 "Ozor")

"Oson" (000 "O30n").
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