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Pe30KNaCTUH ,KOHLEHTPAT AN8 NPUIOTOBAEHUA pacTBopa ANA UKY3WiA, 5 mMr/6,25 mn

Konuuectso npogykumm B cepuu (T.ynax) 5,122

lfopaeH po 04.2023

®CN NCP-003578/10-290410, uam. Ne 1-5

301e4POHOBOM KMUCNOTbI, MAK 6,25 mn
KOHLEHTPaTa, COAePHMaLLero 5 mr 301eApOHOBOM
KMECNOTLI, BO ONIaKOHLI TEMHOO CTekNa 1-0r0
rMAPOANTAMECKOTO KNacca, repMeTyiHo
YKYNOpEHHBIEe NPOGKaMK U3 PE3UHBI 1
0B6KaTaHHbIE aNKMWHUEBO-NINACTMKOBLIMK
Konnaukamu. Ha nakoHsl HaknewneaoT
CamoKnesauMecs 3TukeTkn. OauH GnarkoH c
NpenapaTom B NNACTUKOBOMN NOANOHKE UK
KOHTYPHOW AYEMKOBOM YNAKOBKE M3 NNEHKK
NOMMBUHUAXNOPUAHON BMECTE C MHCTRYKUMEN NO
NPMMEHEHMIO NOMELLAIOT B NaYKy M3 KapTOHa.

Aara HavmeHoBaHue Tpe6oeaHua HA, Pe3ynbraThl aHanM308/UCnbITaHWUIA
aHanusa nokKasaTenen
29.04.2021 Onuncanne Mpo3payHan BecuBeTHan *KMAKOCTD CoorsercrayeT
Mpo3payHan BecuBeTHAA HKUAKOCTD
09.05.2021 MoanrHHOCTL Bpems yaep1BaHMAa OCHOBHOIO NUKa Ha MNoateep>kaaeTca
XpOMaTorpamme UCNbITYEMOro pacTeopa, AONMHO
COOTBETCTBOBATL BPEMEHH YAEPIKMBAHUA NWKa
30/1e4POHOBOM KUCNOTLI Ha XpomaTorpamme PCO.
Pasnuune BpemeH yaepKUBaHUA He AOMKHO
npesbiwaTb + 2 %
29.04.2021 Npo3payHoCcTL PacTeop aonweH BbiTh NPO3pPaYHbIM Mpo3payex
29.04.2021 OnTW4ecKkan NNOTHOCTL He 6onee 0,05 npw 420 Hm 0,010
29.04.2021 pH 0O15,7006,7 6,3
11.05.2021 MexaHnyeckme [0nMHbI OTCYTCTBOBATH OTCcyTCTRYIOT
BH/IKOYEHWA: BUAMMDbIE
29.04.2021 MexaHnyeckme Yactuy pasmepom 10 mkm 1 Gonee - He Gonee 283
BH/IKOYEHWA: HEBMAMMbIE 6000/bnakou
Yactuy pazmepom 25 mkm u Bonee - He Bonee 31
600/dnakoH
29.04.2021 M3Bnexkaemblii 06beEM He meHee HOMWHANLHOro 6,25
09.05.2021 MNOCTOPOHHMWE NpUMECH Niob0oi eaMHKUYHON Npumeck He Gonee 0,2 % He 06HapyHeHo
CymmapHoe coaeprranne npumecen He 6onee 0,4 He 06HapymeHo
%
06.05.2021 BakTepmanbHble MNpeaenbHoe cogeprkarme He Bonee 34 EJ Ha 1 mr CooTeeTcTByer
IHAOTOKCUHbI 301e4POHOBOH KUCNOThI meHee 34
06.05.2021 CrepunbHOCTL Npenapat gonxex BbiTb CTEPUNbHLIM CTeprnbHbIf
09.05.2021 KonnyecrseHHoe 070,76 oo 0,84 mr 301e4pPOHOBOM KMCNOTLI B 1 MA 0,79 mr/mn
onpeneneHve npenapara (0,80 mr + 5 %)
11.05.2021 YNaKoBKa Mo 5 Mmn KOHWEHTPAaTa, Coaepalero 4 mr Coorsercrayer

6,25 mn KOHUEHTpaTa, cogepallero 5
Mr 301eHAPOHOBOM KMCNOTbI, BO
hnakoHax TeMHOro cTexrna 1-oro
rAOPONMTUYECKOrO KNACCE, TEPMETHUYHO
YHYNOPEHHbIX NPOBKOKW M3 pe3nKbI U
o6KaTaHHbIX
ANOMUHUEBO-NNACTUKOBLIMY
konnavkamu. Ha dnakoH Hakneewa
CaMORNeAIAAcH ITuKeTKa. OauH
GNAKOH C NpenapaTom B KOHTYPHOM
AYENKOBOW YNAKOBKE U3 NIEHKK
NONMBHUHWUNXNOPWAOHON BMECTE C
MHCTPYKLMENR N0 NPUMEHEHMIO
NoMeLLeHbl B NaYKy M3 KapToHa.
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Pe30KNaCTUH KOHUEHTPAT ANA NPWTOTOBNEHWA
pacTsopa Anm nHdy3uia, 5 mr/6,25 mn

Cepwua: 010421

14.05.2021 MapK1poBKa 1) MepsBW4HasA ynakoska CooTseTcTeyer
Ha 3TmreTKe GNaKkoHa yKa3biBaOT COKPaLLeHHoe 1) MNepBuUYHAN YNaKoBKa
HavMEHOBaHWe NPeanpPUATUA-NPOU3BOAUTENA U Ha 3TuKeTKe gnakoHa yKasaHbl
€ro TOBapHbIM 3HaK, TOProBOE HAaUMeHOBaHWE COKpaLLEHHOE HAUMEHOBaHME
npenaparta, MewayHapoAHOE HeNaTeHTOBaHHOE npeanpUATHA-NPOU3BOANTENA U Er0
HaMMEHOBAHWE, NeKaPCTBEHHYI0 dopmy, TOBapHbIA 3HaK, TOprosoe
OTHOW EHKME COABPMAHMA AKTUBHOTO BELLECTBA 8O HauMeHOoBaHuWe npenapara,
dnakoHe K 0BbeMy NpenapaTa 8 MUNIWANTPAX, MEMOYHAPOAHOR HENATEHTOBAHHOE
cocras npenapara Ha 1 ma, «CTepunbHO», HoMep HaMMEeHOBaHMe, NeKapcTaeHHas opma,
cepwvu, CPOK roaHoCTY, dapmakon. OTHOWEHMWE COAEPKAHMA AKTUBHOMO
[ONyCKaeTcs HaHeceHWe BHYTPEHHUX KOA08. BELLECTBA BO hnakoHe k obvemy
2) BTOpWUYHAR yNaKoBKa. npenapaTta B MUNWAWTPaX, COCTB
Ha nayKe yKa3biBalOT COKpPaLLEHHOe npenapata Ha 1 mn, «CTepunsHON»,
HaUMEHOBaHMWe NPeanpUATUA-NPOU3BOAUTENR U HOMEp CEePUM, CPOK rOL4HOCTH,
erc ToBapHbIA 3HaK, agpec bapmarxog.
NpeanpUATMA-NPOM3BOAMTENA (MHABKE, CTPEHE, 2) BTopuyHaa ynakosxa.
ropoA), TOProBoe HauMeHoBaHKe npenapara, Ha naqKe yKa3aHbl COKPaLlEHHOe
MemayHapoaHoe HenaTeHToBaHHoe HavMeHoBaHue
HaUMEHOBaHME, NEKAPCTBEHHYIO dopmy, npeanpuATHA-NPOU3BOAUTENA W ETO
OTHOWEHWE COARPMAHMA aKTMBHOTO BELLECTBA BO TOBapHbIW 3HaK, aapec
GnakoHe K 06bEMY Npenapata B MWNMANTPEX, «B NpPeANpPUATUA-NPON3BOAUTENSA (MHAEKC,
ynakoske 1 ¢naxoH ( 1 go3a), cogepmauni 5 mn CTpaMa, ropod), Toprosoe
KOHUEHTPaTa (4 Mr 30188 POHOBOM KMCNOTSI)» UAK HaumeHoBaHWe npenapara,
«B ynaxoske 1 dnaxoH (1 n03a), conepmaiini MEM AyHapPOAHOE HEMATEHTOBAHHOE
6,25 MA KoHueHTpaTa ( 5 mr 301eAPOHOBOM HauMeHOoBaHve, nekapcTeeHHan Gopma,
KMCNOTbI)», COOTBETCTBEHHO, COCTaB npenapara Ha OTHOLWEHME COABPMHAHUA AKTUBHOTO
1 mn, «CTepunbHO», cNocob npumeHeHKA BelecTsa 80 GpnakoHe k 0bvemy
(«BHYTPMBEHHO®), yCNOBUS OTNYCKa, yCN0BUA npenapata B MUANUAWTPAX, «B
xpaHeHus, ¢«MprmeHATb N0 Ha3Ha4eHuIo Bpaqay, ynakoske 1 bnakoH (1 ao3a),
«XPaHWUTb B HEAOCTYNHOM ANA fAeTel mecte», «He copepsKallmi 6,25 MmN KOHUEHTPaTa {iiks
MCMONb30BATH NO UCTEHEHUM CPOKA FOAHOCTUY, Mr 30/1eJpOHOBOM KMCAOTbI)», COCTAB
PErucTPaLMOHHLIM HOMEP, HOMED CepWH, CPOK npenapata Ha 1 mn, «CTepunsHo»,
FOAHOCTH, WTPUX-KOL, GAPMaKOA. €nocob npumeHeHua («BHYTPUBEHHO?),
[ONycKaeTcs HaHECEHWE BHYTPEHHMX KOAOB. YCNOBWA OTNYCKA, YCNIOBWA XPAHEHWA,
Ha nayky BO3MOMKHO HaHECEHME rONOrPamMMbl. «MTPUMEHATD MO HA3HA4YEHKIO BPaYa»,
[l0NONHWATENBHO MOTYT HAHOCKUTBCA CPEACTBa «XpaHWTL B HEAOCTYNHOM A7 AeTeH
UuaeHTUGUKALMM [NA CUCTEMbI MOHWUTOPHHTA mecTe», «He ucnonL3oBaTh NO
[BWKEHWA NEKAPCTBEHHbIX NPENapaTos ANA MCTeYEeHWMW CPOKA rOAHOCTHY,
MEOMLMHCKOTO MPUMEHEHUA. PerncTPauMoHHbIR HOMED, HOMEP Cepuy,
CPOK rOAHOCTH, WTPHX-KOA, Papmaroa.
[lononHUTeNbHO HaHECEHbI CPeACTBa
MABHTUGMKALMM 4NA CUCTEMBI
MOHMTOpMHI'a OBUMEHUA NexKapCcTBEHHbIX
npenaparos ANA MEANLWMHCKOTO
NPUMEHEHUA.
11.05.2021 XpaHeHue B 33WMLUEHHOM OT CBETA MECTE Npu TemnepaType CoorseTcTayeT
He Bbiwe 25 °C
11.05.2021 CpOK roaHOCTH 2 ropa CooTBeTcrayeT
ropeH 01.04.2023

3aknoyerve OKK: fleKapcTaeHHblid npenapar Pe30KNacTiH ,KOHUEHTRAT AN npUroToBAEHMA pacTeopa AnA uHpy3ui, 5 mr/6,25 mn
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Pe30KNACTUH KOHUBHTPAT ANA NPUrOTOBAGHMA
pacTeopa ana ukdysni, 5 mr/6,25 mn

Cepua: 010421

MOANMHHMK 3NEKTDOHHOO AOKYMEHTA,
NOANUCAHHOTO 3NEKTPOHHOM NOANUCHI), XPAHWTCR B
cucteme NMMC Dapmctangapt
CBEAEHWA O CEPTUDUKATE 30
CepTvduKaT: 02a5¢541007dacdfbedecaf8bb2f6d4219

Komy sbigan: Kosanbuyk TatbaHa AnekceeBHa
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