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PE30KNACTHH, KOHUEHTPAT ANR NPUIOTOBABHUA PACTBOPA ANA UHBY3WHA, 4 Mr/5 ma
Konuuectso NpoAyKuun B cepum (T.ynak) 6,169

@CN N1CP-003578/10-290410, Wam. Nol-5

Aarta HavmeHoBaHue Tpebosanua HA Pe3ynbTaThli aHaNM30B/UCNbITAHWA
aHanusa nokasateneu
02.06.2021 OnucaHwe MNpo3pa4Has BecuBeTHaA MUAKOCTb CooTBeTcrayeT
Npo3payxan becuBeTHan MUOKOCTb
02.06.2021 NOANMHHOCTD Bpema yoepHUBaHWA OCHOBHOTO NWKa Ha MoaTeepwaaeTca
XPOMATOrPaMMe WUCMbITYEMOro pacTeopa, A0/MHO
COOTBETCTBOBATL abemenm YAEDIKUBAHUA MUKA
30/1e4POHOBOM KUCAOTbI Ha xpomaTorpamme PCO.
Pasnuune BpeMeH yaePIKMBAHWA HE AO/HKHO
npesbiWate + 2 %
02.06.2021 Mpo3pa4HoCTb PacTsop A0NHeH BbiTb MPO3PayHbIM MNpo3payeH
03.06.2021 OnTUYecKas NNOTHOCTb He Bonee 0,05 npu 420 HMm 0,02
pacTsopa
02.06.2021 pH O15,7006,7 6,3
03.06.2021 MexaHuyeckue LonxHbl OTCYTCTBOBATL OTcyTCTBYIOT
BH/IHOHEHUA: BUANMbIE
02.06.2021 MexaHu4yeckmne Yactui, pasmepom 10 mkm 1 Bonee - He Bonee 42
BHAKOHEHUA: HEBUOWMBIE 6000/dnakoH
Yactuu pasmepom 25 mkm v Bonee - He Bonee 1
600/ dnakoH
02.06.2021 M3enexkaemblil 06bem He meHee HOMWHaNbLHOrC 5,0 mn
02.06.2021 MoOCTOPOHHMWE NPUMECH NwoBoi equHuyHoil npumeck He bonee 0,2 % He oBHapy»eHo
CymmapHoe coaepwarne npumecei He Gonee 0,4 He oBHapymweHo
%
08.06.2021 bakTepuanbHble NpenenbHOe COAEPKAHNE HE 6onee 34 E3 Ha 1 mr CooTtseTcTByeT
IHOOTOKCHHbBI 301e4POHOBON KUCNOTLI meHee 34 £3
08.06.2021 CrepunbHOCTL Mpenapat gomweH BbiTh CTEPUABHLIM CTepWAbHLI
02.06.2021 KonuvuyecTBeHHoe 070,76 0o 0,84 Mr 301e4POHOBCK KMCNOTLI B 1 mMA 0,80 mr/mn
onpeaeneHue npenapara (0,80 mr 5 %)
03.06.2021 Ynakosaxa Mo 5 MmN KOHUEHTPATa, coaepallero 4 mr CootBeTcrayeT
30NeAPOHOBOM KUCNOTbI, UAK 6,25 Mn Mo 5 MA KOHUEHTPATA, cogepmallero 4
KOHLEHTPaTa, COAEPALLEND 5 M 301epOHOBON M 30A18,POHOBOM KMCNOTbI, BO GNAKOHbI
KUCNOTHI, BO h1aKOHbI TEMHOTO CTexna 1-0ro TeMHOro cTexna 1-oro
rMAPONMTUYECKOrO KNACCA, TEPMETUHYHO FMAPONMTUYECKOrG KNACCA, TePMETUYHO
YKYNOPEHHbIE MPOBKaMK M3 pe3UHbI U yKynopeHHble npobramum 13 pe3uHsl 1
oBKaTaHHbIE aNKOMUHWEBO-NNACTUKOBbLIMK obKaTaHHble
Konnavkamu. Ha bnakoHbl HaKNeuBaT ANOMWUHWEBO-NNACTUKOBLIMM
camokneawmecs aTukeTk, OanH GNaKoH ¢ KoNnaYkamu. Ha dnakoH HakneeHa
npenapaTom B NAACTMKOBOW NOANOMKKE WU CamoKNeallasca aTukeTKa. OanH GNaxkoH
KOHTYPHOM AYEMKOBOM YNaKOBKE M3 N/IEHKK € NPenapaTom 8 KOHTYPHOM aueikoson
NOMMBUHUNXNOPUAHCN BMECTE C MHCTPYKLUMEN MO YNaKOBKE U3 NNEHKK
MPUMEHEHWIO NOMELLAIOT 8 NAYKY U3 KAPTOHA. NONMBUHUAXNOPUAHOM BMECTE C
WHCTPYKRUMEN N0 NPUMEHEHUIO
NOMELLEHbI B Na4Ky W3 KapToHa.
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Pe30KNACTMH, KOHLEHTPAT ANA NPUrOTOBNEHMA
pacteopa ans uudyaui, 4 mr/5 mn

Cepuna: 010521

03.06.2021 MapKupoBxa 1) NepBWYHERA yNnakosKa CooTBercTayeT
Ha 3TrKeTke GpNakoHa yKa3biBaloT COKpalleHHoe 1) MepsuuHan yrakosKa
HaMMEHOBaHKWe NPeAnpUATUA-NPOU3BOANUTENA U Ha 3TukeTke GnaKkoHa ykasaHbl
€ro TOBAaPHbIA 3HaK, TOProBoe HauMeHOBaHue COKPaULeHHOE HAMMEHOBaHUE
npenapaTa, MeayHapoaHoe HenaTeHToBaHHoe npeanpuaATUA-NPOM3BOAMTENA K €70
HaUMEHOBAHMWE, NEKAPCTBEHHYIO opmy, TOBapHbIK 3HAK, TOProBoe
OTHOLWEHWE COABPHAHWA aKTUBHOMO BELIECTBA BO HaumeHoBaHWe npenapaTa,
dnakoHe K 06bemy npenaparta B MUANMAKUTREX, MEMAYHAPOAHOE HEMNATEHTOBAHHOE
cocTaB npenapata Ha 1 mn, «CTepunibHO», HOMEP HaWMEHOBaHWe, NekapcTeeHHas Gopma,
Cepun, CPOK rogHocTy, papmakom. OTHOWEHWE COABPKAHWMA aKTMBHOMO
L0onycKaeTcA HAHBCEHME BHYTPEHHWX KOOOB. BEWECTBA BO (pnaKoHe K 06bemy
2) BTOpM4YHaR yNnakosKa. npenapaTa 8 MHUNAMNWTPAX, COCTaB
Ha nayke yKa3plBarT COKPaLLEHHOe npenapaTa Ha 1 mn, «CTepunsHO»,
HaMMeHOBaHWe NPeanpPUATUA-NPOU3BOAWTENA 1 HOMED CepKM, CPOK rOAHOCTYH,
€ro TOBapHbii 3HaK, aapec dapmakoa.
NpeanpuATMA-NPOU3BoAMTENS (MHAEKE, CTPAHA, 2) BTOpuuHas ynakoBka.
ropofl), TOProBOE HAMMEHOBaHWe Npenapara, Ha nayxe ykaiaHbl COKPaUWEHHOE
MEXOYHAPOAHOR HeNaTeHTOBAHHOe HAUMEHOBaHWE
HavMeHOBaHWeE, NEKAPCTBEHHY dopmy, NpeanpUATUA-NPOU3BOAMTENS U €70
OTHOWEHME COAEPIKAHWA aKTUBHOIO BELLLCTBA BO TOBapHbIW 3HAK, aApec
$naxkoHe k 06bEMY Npenapata B MUNAMAWMTPAX, «B npeanprATUA-NPOU3IBOAUTENSA (MHAEKL,
ynakoske 1 pnaxoH ( 1 gosa), conepmaiini 5 mn cTpaHa, ropoa), Toprosoe
KOHUEHTPaTa (4 Mr 301eAPOHOBOM KMCAOTbI)» MK HaMmMeHOBaHKWe npenapaTa,
«B ynakoske 1 dnakow (1 a03a), cofepauimia MEMAYHAPOAHOE HEeNAaTeHTOBaHHOE
6,25 Mmn KoHUeHTpaTa ( 5 mr30n1eapoHOBOR HaWMEeHOBaHMe, NeKapCcTBEeHHasn Gopma,
KWCNOTBI)», COOTBETCTBEHHO, COCTaB Npenapara Ha OTHOLW EHWE COARPMAHNA AKTUBHOTO
1 mn, «CTepuabHon, cnocob NnpumeHeHWa BELLecTsa 80 GpakoHe K 0bbemy
(«BHYTPMBEHHO?), YCNOBMA OTNYCKA, YCNOBUA npenaparta B MUANUAWTPAX, «B
xpaHeHus, «IPUMEHATL N0 HAZHAYEHUIO BPaYay, ynaroske 1 dnakox (1 po3a),
«XpaHWTb B8 HEAOCTYNHOM ANA AETeR MecTe», «He copep*awmh 5 mn koHueHTpata (4 mr
MCNONb30BATE MO MCTEYEHMM CPOKA FOAHOCTHY, 30N1e4POHOBOM KMCNOTbI)», COCTaB
PErucTPaUMOHHbBIA HOMEP, HOMEP Cepuu, CpoK npenaparta Ha 1 mMn, «CTepunbHo»,
FOAHOCTM, WTPUX-KO4, papmakom. cnocob npumeHeHua (« BHYTpUBEHHO®),
[onyckaeTcAa HaHECeHMe BHYTPEHHUX KO40B. YCNOBMA OTMYCKA, YCIOBKA XPAHEHWA,
Ha na4ky BO3MOMHO HaHECEHWE rON0rpaMmebl. «MPUMEHATL NO Ha3HAYEHWIO BPa4an,
AoNoNHUTENBHO MOTYT HAHOCUTLCA CPEACTBA «XpaHMUTb B HEAOCTYMHOM [N1A feTeil
MaeHTUdUKaALKWA ONR CUCTEMBI MOHUTOPKUHTA mecTe», «He McnonsL3osaTte No
ABMIKEHWA NEKAPCTBEHHbLIX NPEnapaTos AN MUCTEYEHMM CPOKA FOAHOCTUY,
MELMUMHCKOro NpMMeHeHua. PEruCTPaLMUOHHBIA HOMED, HOMEp Cepuu,
CPOK rOAHOCTH, WTPUX-KOA, papmaKod.
LononHuTenbHO HaHeceHsl CpeacTsa
MAEHTUDUKAL MK ANA CUCTEMBI
MOHWTOPHHIE OBHNHEHWA NEKAPCTBEHHbIX
npenapaTos ANA MeAWLMHCKOTO
NPpUMEHEHWA.
03.06.2021 XpaHeHue B 33aWMWLEHHOM OT CBETA MECTE NpK TemnepaType CooTBeTCTBYET
He Bbiwe 25 °C
03.06.2021 Cpok rogHocTH 2 ropa CooTseTcreyeT
fogen oo 01.05.2023

3akntoueHne OKK: JlekapCTBeHHbIM npenapaT Pe30KNacTMH, KOHUEHTPAT ANR NPUrOTOBIEHWA DACTBOPa ANA UHY3MA, 4 mr/5 mn cepum
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Femmam'wc, KOHUEKTRAT ANR NPUrOTOBAEHWA
pactaopa ana uudyavia, 4 mr/5 ma

Cepun: 010521

BTopo# 3amecTutens
HavanbHMKa oTaena
KOHTPONA KadecTBa:

NOANMHHWK 3NEKTROHHOTO A0OKYMEHTA,
NOANWCAHHOTD 3NEKTPOHHOK NOANMCHLID, XPAHWUTCA B
cucteme IMMC @apmcranaapT

CBEAEHWA O CEPTUOUKATE 31

Ceptudurat: 02a5¢541007dacafbedecaf8bb2f6d4219
Komy BbiOaH: KoBanbuyk TaTeaHa AnekceesHa
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