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Crp. 1m4
36-08-06, e-mail<nvkorneeva@pharmstd ru>
Nacnopr Ne 040000256623
Baso6pan rabnetun
Hoauuecrno npoayxyum s cepun {r.ynax} 57,904

HJ1 42-8382-04, uam.Ne1, H3m.N22, nam.Ne3, uam.Nod, uam.Ne5,

n3m.Nes
HAara HaumeHosanue TpeSosanua HJ Pesynurars) ananusos/wenmrranudi
aHanuaa noxazarenef
10.08.2021 Onucarme Buayansxo Coorsercrayer
Npaxruyeciu Seawe, Kpyriisie, nnocuue co MNpakrusecku Benwe, kpyrmsie, nrockue
CHOWEHHbIM KDaem TREALTKM ¢ puckol Ha oaHOH 1 €O CHOWeHHbIM Kpaem TaineTim ¢
wramnom «VASOBRAL» Ha apyroli cropane. prCxoR Ha oaMo# U Wramnom
Mo snewnemy gy AommHb COOTBETCTBOBATL «VASOBRAL® Ha apyrod CTapOHe.
TpeGoBanuam I'P XI, suin. 2, ¢, 154
10.08.2021 Cpefinnn macca o x 200,8 mr
200,0 + 7,5% (185,0 - 215,0 mr)
10.08.2021 Omuionenme or cpenred X ~2,4 %
MaCCh 18/20 He Sonee + 7,5 %
2/20 we Gonee + 15 %
I Xi 2,6%
18/20 He Gonee £ 7,5 %
2/20 ve Gonee + 15 %
10.08.2021 Pacnagaemocms rexi 2 M,
He Sonee 5 mun (c uenonsaosanmem AMcxoa)
06.08.2021 NoanunHocts BIMX Cooteercrayer
- AMTMAPCIPrOKPMTTHHE Bpemn yaepwusanna OCHOBHOID NMKa Ha Bpemn yaepwumsanus ocHosHoro NMKa Ha
anspa-mesunar XPOMATOrPaMMme HCNLITYEMOND PACTBOPA 4OMKHO XPOMBTOTDaMME WCTILITYEMOrD
COOTBETCTBORATY BPEMEHM YARDIMMBEHUA NUKA PacTEOpa COOTRETCTEYET BpeMENM
ARFMADOIPTOKDANTHHA ansda-MesunaTs Ha YAEDMUBIHMA NUKS
XPOMETOIPaMME CTAHAIPTHOMD pacraopa. AWTHADOIPIOKPHITYMHA anbda-mesiunars
Ha XPOMATOTPAMME CTBHAAPTHOTD
pacrsopa.
06.08.2021 Nopnusnoers BIMX Cooraercrayer
~ Kodeun Bpema yAEpPRMBIHUA OCHOBHOTO NiKa KopeuHa Ha Bpemn yaspmmBaHMA OCHOBHOIO NKa
XPOMBTOrPBMME MCTIBITY@MOTO PACTBOPA ACMKHO HOGEHHA Ha XDOMATOrPaMMe
COOTBETCTROBATL BPEMEHM YALPIWBAHKA NMKa UCNBITYEMOTD PACTBOPE COOTRETCTAYET
KOPEUHA HA XPOMATOrPamMme CTaHAapPTHOMD BREMEHMK YAEPHUBIHMA NHKa KoperHa
pacreopa. Ha XpOMaTorpamme CTaHA3PTHOTD
pacraopa
06.08.2021 Koawvecreennoe BIMHX nau cnexTpodaToMeETpHA 4,11 mr
onpegenexue 4,0 mr+ 5% (3,80-4,20 mr)
= ANTHADOSPrOKPUITTMHA
an -MEIRNST
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Cepun: 1133134
06.08.2021 HonwuecragHHoe BamX 38,3 mr
onpeagnexne 40,0 mr £ 5% (38,0~ 42,0 mr)
- KodeuH
10.08.2021 | OAHOPORHOCTS CnexTPOGOTOMETDHUR 88,7 %- 1043 %
AOINPOBIHMA 85 - 115 % (3,40 — 4,60 wr)
- BUTMAPOSPIONPUITTHHE
ansa-meannar
06.08.2021 OaHOPOAHOCTS BIMX 94,0 % - 96,0%
AGINPOBAHNA 85~ 115 % (34,0 — 46,0 mr)
« kodenH
10.08.2021 PacTaopeHne CnexTpodaTomMETPHR 97,5%
« BATHAPOIPFOKPUTITHHE He menee 80 % 32 30 muH
anbda-meannar
10,08.2021 | PacTeopenwe CnexTpodOTOMETPHA 100,6 %
- kodeuH He menee 75 % 32 15 MuH
06.08.2021 | Mocropokne nprmecH BIWX He oBHapyeHo
.Qarugpmunmuonoﬁ xmenoTel — He Gonee 0,1 %
BIMX He ofHapymeHo
[wrupponusepramnaa — He Gonee 0,1 %
BINOK He o6HapyweHo
Aup-AMMADOIPTOKRRTIHE A-nefBonee 0,1 %
BIKX 1,20 %
EnuHnHoR nemenmdmunponnmﬁ npumecH -
ne Sanee 2,0 %
B3IWX 3,56 %
Cymma T npumecei — He Ganee 4,0 %
09.08.2021 MuUKpOSHONOTHIECHAA T® X1, Bbin, 2, €. 193, nameHeHne Ne3, KaTeropms Menee 10 KOE/r
UMCTOTA 3A
Ofuiee uncno aapoBHbX BaxTepuil - He Gonee
10A381r
re X1, suin. 2, ¢. 193, namenenne Ne3, uareropvs Menee 10 KOE/r
3A
Ofuge YHeno rpnBos —~ He Sonee 102 8 ir
r® Xi, Bwin, 2, . 193, n3meHeHne Ne3, xareropms Orcyrerayer
3A
Orcyrcrane Escherichia colislr
10.08.2021 | YnaxoBka B cooTsercremm ¢ HJl 42-8382-04, wam. Ne3, COOTBETCTBYET
wam.Ned, nam.Ne6 Mo 10 TaBAETOK 8 KOHTYDHYIO A4ERKOBYI0
Mo 10 TaSAETON B KOHTYPHYIO AYEAKOBYIO YNBNOBRY ynaxosky wa MBX/NBAX/anoMrHAA. no
wa NBX/NBaniomunma. Mo 3 KOHTYPHBIX 3 KOHTYDHbIX AYERKOBBIX YNZKOBXW B
AYSAKOBBIX YNAKOBKW B KAPTOHHYIO nauKy BMeCcTe ¢ KAPTOHHYIO NAYKY BMeCte © MHCTPYRUMER
MHCTPYRUMEHR NO NPUMEHEHHIO, NO NPUMEHEHHIO. 154 NFYKHN B OAHOM
L xopoie. |
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Basobpan ra6nemn
Cepun: 1133134
10.08.2021 | Mapxwnposxa B cooraercraum ¢ HJ 42-8382-04, usm.Nel, Cooraercrayer
W3M.NE3, nam.NeS, usm Ne6 Ha donbre xontypHoii auelixosoil
Ha donbre kowTypHOoi RYERKOBOMH YNAaKOBKK Ha YNI3KOBKM Ha PYCCKOM AZBIKE YKA3AHbI
PYCCHOM Rabike yKaswisawor: Toprosoe Toprosoe HauMEHOBAHME npenapara,
HBHMEHOBAHKE NPeNapaTa, HAKMEHOBAHWE K HAUMEHOBAHNE M COABDMHNE FHTHBHbIX
COARPMAHWE BKTHBHBIX KOMITOHEHTOR, KOMMOH2HTOB, HAMMEHOBaHMe
HRUMEHORAHME NpeanpHATUR, OCyecTBAAIOWErD NPEANPHATHR, OCYILECTRARIOWErO
ynakoaky (B sipe nororuna HOMNaHMM), ynakosxy (a suge nororvna KOMNaHuK),
NeXapcTBENHYIO GopMmy, npeaynpesuTenbHyo neKapcraenyan dopma,
Haanuce: sCofimopadite NPEANKCAHNYIO NPEAYNPEAMTENNHAR HANUCH:
ACIUPABKYY, HOMED CEPUK, TOARH 4D, «CoBniogaiive NPeAnNMcanHyio
AeNoAHUTENLHO Ha RaTWHCKOM A3BIKE YHATHIBAKOT! AOIUPORKYS, HOMED CEPUM, rOgeH 4D,
TOProBOE HaMMEHOBaHME NPenapaTa ¢ AONOAHWTRARHO HA NATHHEKOM R3kiKe
NpegynpeauTensHON MapKupoakoil ., YX333aHbl: TOPNOBOE HAMMEHORZHME
HaumeHOBaHKe duPMbI-NPOKABOAMTENR (8 anpe npenaparta ¢ NpeaAynpesuTEALHON
/IOFOTMNA KoMNanuK). [onyCcKaeTea Hanecenue MIPKUPOBKOH *, HauMeHOBaHKE
bapmaxoga. SHPMBI-NPOMIBOAMTENR (B Buge
Ha kaproHuHol nauxe Ha PYCCKOM R3nike AIOFOTMNE KOMNaHWA),
YKa3biBAIOT, TOPrOBOR HAUMEHOBAHME npenapara, Ha xapronnok nauxe Ha PYCCKOM R3bixe
HauMeHOBaNKE ¥ CTpana Gupmbi-npoussoguTens, YH@3aHbi: TOPTrOBOE HAWMENOBIHME
HanmeHoaaHNe w agpec IOPHAKYECKOID MMLa, Ha NpENapaTy, HAMMBHOBAHME W Cipana
MMA KOTOROID BBIAGHO DETMCTPALMOHNDE dupmbi-NponIBOAMTENN, HauMeHDBaKHE
YAOCTOBEDEHUE, HAUMEHOBIHUE U COAEPMAHME M 3ADEC I0PHAMHECKOTD NMLA, HA MMA
SKTUBHLIX KOMNOHENTOB, KOWYECTEO HANONHKTERR KOTOPOrO BRASHO PErUCTPALIMORHOR
€Q.5. A0 200 mr/fraba.», konuyecTso Tabnerok g YAOCTOBEDEHUR, HAMMEHDBAHWE M
ynakosie, cnoco6 npumeneHus, Ychoeua ornycka, COABPMBHME AKTHBHLIX KOMNOHBHTOR,
YCNOBUA XPaHEHHA, NPeAYNPEAHTEAbHbIS Hapnuew: KONMHECTBO HBNONHUTENA «q.5. A0 200
«[loxasammg, NPOTHBONOKAIAHMA, PEIMUM mr/ratin,», KonwiecTso TaBneTon &
ACIUPOBIHMKA YKAZAHM B NPUAOIKEHHOM ynakosxe, cnocof NPUMEBHEHMA, YCAOBUR
UHCTRYKLMS, «XpanmuTs B HEAGCTYNHOM AnA neteld OTINYCKS, YCNOBMA XPaHBHMA,
mecres, eConepumr nakroast MoHorHApaTs, NpegynpeauTensHsie Hagnmcm:
HOMED CepMK, HOMED PErHCTPALHOHHOID «Moxasauus, NPOTHBONOKAsaHKRA,
YROCTOBEpEHMUA 8 PO, aara MIroToRNRHMA, rogen PRNKM BOSHPOBAHNA YKa3aHb B
AD, WTPUX-KOA, HAUMEHOBAHUE npeanpuATUA, NPHACHEHHOR MHCTRYKUMMUS, €XDAHUTS B
OCYWIECTRARICWETD YNaKoBKy NPenapara Ha HEAOCTYNHOM ANA fieTeil MecTes,
TEPPUTORHM PD, ero NoroTun, pexsusuTl (anpec, «CoAepMHT NnaKkToss MONOMMAPaTS,
Tenedon/daxe, cadt), DIAPMaKOA, MOTYT BbiTh HOMED Cepui, HOMED PErMCTPALMOHHOM
HEHECEHbI TEXHONOMMBCKME METKM OTAHYKA (e YAocrosepennn B PO, nara
oBoaraueHHok sone). MITCTORAEBHUA, TOAEH 0, WTPUX-KOA,
Aononuuml.uo Ha AATHHCHOM R3BIKE YKa3niBaIOT: HaMMENOBaHME ApPeANPUATHA,
TOProBoe HANMEHOBAHNWE Npenapara ¢ CLYUECTBARIOIEND YNasoBKy npenapara
NPERYRPeAUTEALHON MapKHPOBHONH . Ha TeppuTopuM Pe, ero norotun,
HaumMeHOBaKHMKe éupnwnpommm, cTpana, pexsuanTL {anpec, Tenedon/daxe, caiir),
NOrOTHA SUPMBI NPOMIBOAMTENR. dapmanog, HaueceHw TEXHONOrUYECKHE
AONOAHMTRARHO MOTYT HaHoCHTRCR cpeacTaa METKM oTMnA (B oBosHaveHHo# 30He),
MASHTUUKALIMM ANR CHCTE MBI MOHKTOPMKHIA AonenuutensHo Ha naTHHCKOM A3bIKe
ABMIKEHUA NEKAPCTBEHHLIX NPENAPATOB ANA YHQ3aHLI TOProBOe HaMMEHOBaHME
MEAULMHCKOTO NPUMEHEHMUR, 3 TAIOKE npenapara c npegynpesuTenskol
TEXHOAOMMUECHME METKY OTAMYMS, MAPKUPOBKONH ®, HAMMEHOBAHKE
$HpMbi-npoMIBOAMTEAR, CTpaHa,
FOTOTUR $UPML: NPOUIBOAMTEAR,
Lononxurensio HaHeceHs: cpeacrea
MABHTUGHKILMY 4NN CHETEMbE
MOHHTOPHMHIE QAMKEHHA NEKAPCTBEHHBIX
APENapaTon A/ MEANLMHEROTD
NPUMEHBHKA, @ TAIKE TEXHONDTHNECKME
METKM OTAKUME.
10.08.2021 Xpanenue Npw remneparype 15 ~ 25 °C CooTsercrayer
10.08.2021 | Cpox ropsocry 4 ropa fogeH go 05 2025
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Nacnopy Ng DAODD0256623
Baxo6pan rafinemik
Cepwa: 1133134

Saimouenne OKK: JlexapcTaeamElt Hpenapat Basobpan TabneTxs copEA 1133134 cooTaeTcrByET HA 42-8382-04, nam.Nel, wam.Ne2,

wam.Ne3, wam.Nod, usm.Ne5, wimNeb
Mepasifi 3aM, HIYAABHUEE

aTpena:

TOAAMHHMK BAKTRORHOM AOKYMEHNTS,
NOANMCAHHOMD ANEHTPOHHON NOANMCHIO, XpaHWTCA B
eucreme NIMMC DapmcTaHaapT

CBENEHMA O CEPTAG®UKATE 311 |
Ceprudmnnar: Mﬂms&hnﬁmmx
Komy BhiaaH: BaRtaxos Oner Cepreenus
[eficranvene: ¢ 14.07.2021 no 14.07.2022
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