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Macnopt N2 040000309154

Baso6pan Tabnetku

KonuuecTso npoayKuuu B cepum (T.ynak)

lfopen po 11 2025
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57,117

HO 42-8382-04, uam.Nel, nam.Ne2, uam.Ne3, nam.Ne4, uam.Nos,

m3m.Ne6
Aara HanmeHoBaHKe Tpe6osaHua HA, Pe3ynbTaTbl aHaAM3OB/UCNbITaHWIA
aHanuasa nokasareneu
20.03.2022 Onucanune BusyansHo CooTteeTcTByeT
MpakTuyecku Bensie, Kpyrable, NAOCKWE CO MNpakTuuecku Bensvie, Kpyrable, NAOCKUE
CKOWEHHbIM Kpaem TabneTku ¢ pUCKOM Ha OAHOM U CO CKOLWEHHLIM Kpaem TabneTku ¢
wramnom « VASOBRAL» Ha apyroi cTopoHe, PUCKOW Ha OAHOM M WTamMNom
Mo BHeWHeMy BUAY AOMHHbBI COOTBETCTBOBATL «\VASOBRAL» Ha apyroit ctopoHe.
TpeboBanuam I'd XI, euin. 2, ¢. 154
21.03.2022 Cpeamnan macca o Xl 200,3 mr
200,0 £ 7,5% (185,0 — 215,0 mr)
21.03.2022 OTKNOHEHWE OT cpeaHein I Xi -2,1%
maccbi 18/20 He 6onee + 7,5 %
2/20 He 6onee + 15 %
e Xl 3,8%
18/20 He 6onee £ 7,5 %
2/20 He 6onee £ 15 %
20.03.2022 Pacnapaemocts o Xl 2 MUH.
He 6onee 5 MUH (C MCNONB30OBAHWEM LUCKOB)
21.03.2022 MNognuHHOCTL BIMKX CootBeTcreyeT
- AUrMapO3proKPUNTUHA Bpems yaepuUBaHUA OCHOBHOIO MUKa Ha
anbda-mesunar XPOMATOrpamMme UCNbITYemMoro pacTeopa J0NHHO Bpemsa yaepHuBaHUA OCHOBHOTO NUKA Ha
COOTBETCTBOBATL BPEMEHM YALPHKUBAHUA NUKA XpPOMaTorpaMmme MCMbITYEMOro
AWUTMOPO3IPTOKPUNTUHA anbda-Me3unaTa Ha pacTBOpa COOTBETCTBYET BPEMEHHU
XpOMaTorpamme CTaHA3PTHOrO pacTeopa. YAEPHUBIHWUA NHUKA
AUrMapo3prokpUnTUHa ansda-mesunnarta
Ha XpomaTorpamme cTaHoapTHoro
pacTeopa.
21.03.2022 MNoAnMHHOCTL BIMX CooTeeTcTBYET
- KobeuH Bpema yaepKuBaHUA OCHOBHOro Nuka kodeuHa Ha Bpemsa yaepuBaHUA OCHOBHOIO NUKa
XpOMaTOrpamme UCNbITYEMOro pacTeopa AOMKHO KodeuHa Ha XxpomaTorpamme
COOTBETCTBOBATH BPEeMEHU YAEPHUBAHUA NUKa WCNbLITYEMOro pacTeopa COOTBETCTBYET
KodeuHa Ha XxpomaTorpamme CTaHAapTHoOro BPEMEHMW YAepHUBAHUAR NUKAE KodenHa
pacTsopa. Ha XpomaTorpamme CTaHAapTHOro
pacTBopa.
21.03.2022 KonuuectseHHoe BIMWX nnu cnektpopotomeTpua 4,17 mr
onpeaeneHue 4,0 mr + 5% (3,80 - 4,20 mr)
- AUrUAPO3ProKPUNTUHE
anbha-mesunar
21.03.2022 KonuuectseHHoe B3XKX 39,3 mr
onpepeneHue 40,0 mr £ 5% (38,0 - 42,0 mr)
- KopeuH
20.03.2022 OpHopoAHOCT CnekTpodotomeTpua 95,0%-102,2%
[03MPOBAHMA 85—-115% (3,40 - 4,60 mr)
- AUTMAPO3IPTrOKPUNTUHA
anbda-mesnnar
21.03.2022 OAHOpoAHOCTL BIMX 96,0 % - 102,0 %
L03UPOBaAHKUA 85—115 % (34,0 — 46,0 mr)
- KodeuH




.0639/4

Ctp.2u33

Macnopt Ne 040000309154
Bazobpan Tabnetkn
Cepwna: 1141809

20.03.2022 Pacteopenue CnektpodoTtomeTpus 94,1%
- QUrMApO3proKprUnTUHa He mexee 80 % 3a 30 mmH
anbda-mesunar
20.03.2022 PacTsopeHue CnektpodoTOMETpUA 99,6 %
- KopeuH He meHee 75 % 3a 15 muH
21.03.2022 MocTopoHHWE npruMmeck BIHKX He obHapymeHo
AuruaponuseruHosoit kucnotel — He 6onee 0,1 %
BIMX He obHapyxeHo
Ouruaponusepramuga — He 6onee 0,1 %
BIMX He obHapy»eHo
AUW-AUrMAPO3ProkpUnTUHa A — He Bonee 0,1 %
BIX 1,01%
EaMHUYHOM HEMAEHTUdWLUPOBAHHOW NPUMECH —
He Bonee 2,0 %
BIMX 3,55%
Cymma npumecei — He bonee 4,0 %
20.03.2022 Mukpobuonormyeckan [® Xl, sbin. 2, ¢. 193, uameHeHue N23, kateropua MenHee 10 KOE/r
yucToTa 3A
O6uwee unicno aspobHeix BakTepui - He Bonee
10°3e1r
[® Xl, bin. 2, ¢. 193, uameHeHne Ne3, kaTeropua Mewnee 10 KOE/r
3A
06wee yucno rpubos — He 6onee 10728 11
I X, 8bin. 2, ¢. 193, usmeHeHune Ne3, kateropua OTcyTcTBYET
3A
Otcyrcreue Escherichia colis 11
20.03.2022 YnakoBka B cooteTcTeum c HJ, 42-8382-04, nam, Ne3, CooteeTcTeyeT
u3m.No4d, nam.Neb
Mo 10 TabneToK B KOHTYPHYH AYEHKOBYHO YNAKOBKY Mo 10 TabneToK B KOHTYPHYIO AYEAKOBY!1O
u3 MBX/NBAOX/antomMuHmuaA, Mo 3 KOHTYPHEIX ynaxoskry 13 MNBX/NBAX/anomuHus. Mo
AYEMKOBbIX YNAKOBKW B KAPTOHHYHK NayKy BMecTe ¢ 3 KOHTYPHbIX AYEKOBbIX YNAKOBKW B
MHCTPYKUMEN NO NPUMEHEHMIO. KapTOHHYIO NayYKy BMECTE C UHCTPYKLMWEH
no npumeHeHuto. 154 nauku B ogHOM
ropobe.
20.03.2022 MapKupoBKa B coorsercTeuu ¢ HA, 42-8382-04, uam.Nel, CootBeTtcTeyer

m3am.Ne3, uam.Ne5, uam.Ne6

Ha ¢onbre KOHTYPHOW AYEHKOBOW YNaKOEKM Ha
PYCCKOM A3bIKE YKa3bIBaKOT: TOProsoe
HauMeHOBaHWe Npenapara, HaMMeHOBaHWe n
conepHaHWe aKTUBHbIX KOMMNOHEHTOB,
HaWMeHoBaHWe NPeanpUATHA, OCYWEeCTBAAOWEro
YNaKOoBRY (B BUAE NOTOTMNA KOMNAHWUK),
NeKapCTBEHHYI0 GOpMY, NpeaynpeauTenbHYO
Haanuck: «CobnoaainTe npeanUcaHHyo
AO3UPOBKY», HOMEp CEPUU, TOLEH AO.
[onoNHKUTENBHO Ha NATUHCKOM A3bIKE YKa3bIBAKOT:
TOpProBOEe HaWMeHOBaHWe npenapara ¢
npeaynpeauTensHon MapKUpoBKOW ®,
HauMeHoBaHUe dUPMbI-NPOU3BOAUTENR (B BUAE
NoroTuna Komnaxuu), [JlonyckaeTca HaHeceHue
bapmakoga.

Ha KapTOHHOMW Nayke Ha PYCCKOM A3blke
YKa3blBaKOT: TOProBoe HaMMeHOoBaHWe Npenapara,
HaWMEHOBaHWE W CTPaHa PUPMbI-NPOUIEOAUTENSR,
HaWMEHOBaKMWE W aapec PUAMYECKOro N1Ua, Ha
MMA KOTOPOTO BbIAAHO PErUCTPaLUMOHHOE
YAOCTOBEPEHME, HAMMEHOBAHUE U COAEPHaHUe
AKTUBHbIX KOMMOHEHTOB, KONUYECTBO HANONHUTENA
«qg.s. 4o 200 mr/Tabn.», Konuuectso TabneTok 8
YNakoBKe, cnocob npumeHeHWA, ycnoBKs OTNYCKA,
VYCNOBWA XpPaHeHus, npeaynpeauTensHble Hagnucu:
«MoKa3zaHWA, NPOTMBOMNOKA3aHWUA, PEXKUM
JL03MPOBaHKUA YKa3aHbl B NPUAOKEHHOW
MHCTPYKUMMY, «XpaHWUTb B HELOCTYNHOM ANA AETen

Ha bonbre KOHTYPHOR AYEKOBOW
YNAaKOBKK Ha PYCCKOM A3bIKE YK33aHO:!
TOoproBoe HaMMeHOBaHWe npenapaTa,
HaWMeHOBaHWe U CogepXaHue akTUBHbIX
KOMNOHEHTOB, HaMMEeHOBaHWe
npeanpuATUA, OCYLLLECTBAAICLLErO
YyNaKoBKy (B BMAE NOrOTUNA KOMNAHUMU),
nekapcteeHHan ¢popma,
npeaynpeauTenbHyo HaANUCH:
«CobntofaiTe NpeanucaHHyto
[03UPOBKY», HOMEP CEPWM, TOAEH A0.
,ﬂOV‘IOﬂHHTEﬂ bHO Ha NIaTUHCKOM A3blKe
YKa3aHo: TOProBoe HauMeHOoBaHWe
npenapara ¢ npeaynpeauTenbHon
MapKUPOBKOKN ®, HAMMEHOBaHKE
$GUpMbI-Npon3BoAUTENA (8 BUAE
NOTOTUNE KOMNAHUK).

Ha KapTOHHOW Nayke Ha PYCCKOM A3bike
YKa3aHO: TOProBOE HAMMEHOBaHKWE
npenaparta, HAMMEHOBaHHWe 1 CTpaHa
bUpPMbI-NpOU3BOAMTENA, HAUMEHOBAHWE
W aApec KPUAUHECKOro N1La, Ha MMA
KOTOpPOro BblAaHO perMcTpalloOHHOE
VAOCTOBEPEHUE, HAUMEHOBAHUE U
cofepaHue akTUBHbIX KOMNOHEHTOB,
KONWYECTBO HAaNONHUTENA «q.5. Ao 200
mr/Tabn.», Konu4ectso TabneTok B
ynaKkoske, cnocob NpuMeHeHUs, yCNoBuUA
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MecTe, «COAePKUT NaKTO3bI MOHOTHAPATY,
HOMep Cepuu, HOMEp PerucTPaLMoOHHOrO
yAocToBepeHun B PO, faTa M3rOTOBNEHUA, rodeH
A0, WTPUX-KOA, HAUMEHOBAHWE NPeaNpPUATMA,
OCYLLECTBAAKLWErO YNAKOBKY Npenapara Ha
TeppuTopui PP, ero noroTUn, pexkeuauTsl (agpec,
TenepoH/daKc, cait), dapmakos, MmoryT 6biTb
HEHECEHbI TEXHO/NOTMYECKIME METKMU OTMUMA (B
0b03Ha4veHHOI 30He).

TOProBoe HaumeHoBaHWe npenapata ¢
npeaynpesuTenbHOW MapKUpOBKOA ®,
HauMeHoBaHWe GUPMbI-NPOUSBOAUTENS, CTPaHa,
Norotun ¢pUpmbl NPOM3BOAUTENA.
HononnutensHo MoryT HaHOCKTLCA cpeacTsa
MASHTUDUKALUMW ONA CUCTEMbBI MOHWUTOPUHIa
ABUKEHUA NEeKApPCTBEHHbIX NpenapaTos AN
MEeAULMHCKOro NPUMEHEHUA, 3 TaKKe
TEXHONOrMYECKUE METKH OTAMY KA.

HdononHutensHo Ha NaTUHCKOM A3bIKE YKa3blBalOT:

OTNYCKa, YCNOBUA XpaHeHKA,
npeaynpeautencHble HaANUCK:
«lToKa3aHuA, NpoTUBONOKasaHuUs,
PEXUM A03UPOBAHWUA YKa3aHbl B
NPUNOKEHHOW UHCTPYKUMUY, «XpPaHUTb B
HeaoCTYNHOM ANA AeTei MecTey,
«CoAepuUT NaKTO3bI MOHOrMApPaTY,
HOMEp CEPUW, HOMED PErUCTPaLUOHHOMO
yAocToBepeHus 8 PO, naTa
M3rOTOBNIEHUA, TOAEH A0, WTPUX-KOA,
HaMMeHOBaHUWe NpeanpUATKAA,
OCYWECTBAAIOWEro YNaKoBKY Npenapara
Ha TeppuTOopUKn PP, ero norotun,
peKkBu3anThl (aapec, TenedoH,/dakc, caiiT),
bapmaros, HaHeCeHbl TeXHONOrMUECKWe
METKM 0TAM4mA ( B 0603HaUeHHOM 30He).
LononHuTeNbHO Ha NAaTUHCKOM A3bIKe
YKa3aHo: TOProBoe HaumMeHoBaHKue
npenapara c npeAynpeauTensHoM
MapKWpOBKOW ®, HauMeHOBaHKMe
dupmbI-NnpouaBogUTenn, cTpaHa,
I0roTUN pUpMbl NPOU3BOAUTENS.
HAononHutensHo HaHeceHbl cpeacTsa
WAEHTUPUKALMM ANA CUCTEMBI
MOHWUTOPUHIA ABUKEHMA NEKapCTBEHHbIX
npenapartoe AnAa MeauLMHCKOro
NPUMEHEHMA.

20.03.2022

XpaHeHue

Npu Temnepatype 15 - 25 °C

CootBetcTayer

21.03.2022

CpoK rogHocTH

4roga

lfopeH po 11 2025

3aknoyenue OKK: JlekapcTBeHHbIi npenapar Basobpan tabnertku ce

13m.N23, uam.Ned, uam.Ne5, uam.Ne6
Beaywuit cneynanucr (no
KauecTsy cbipbA):

(

MNopnuHHKK 3neKkTpoHHOrO AoKyMeHTa,
NOANUCAHHOTO 3NEKTPOHHOMN NOANUCHIO, XPAHUTCA B
cucteme IUMC dapmcraHaapt

CBEOEHWA O CEPTU®UKATE 30N
CepTudukaT: 0220a270000bad00824314226d23ee0781

Komy BbifjaH: Cumarosa Hapewpna lOpbesHa

Hevictaurenen: c 15.04.2021 no 15.04.2022

y

puA 1141809 cooteetcTayet HA, 42-8382-04, u3am.Nel, nam.No2,

fara BblAaYM 33KNOYEHUR O KavecTee 21.03.2022







