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KonuyecTso npoayKuuu B cepum (T.ynak) 57,669
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HA 42-8382-04, uam.Nel, uam.Ne2, uam.Ne3, uam.Ned, uam.No5,

n3m.Neb
Aata HammeHoBaHue Tpe6osanua HA Pe3synbTaTbl aHaNM308/MCNbITaHWI
aHanusa nokasareneu
20.03.2022 Onucanue BuzyansHo CooTeeTcTayer
MpakTuuecku Benbie, KPYrble, NNOCKKUE CO MNpakTudeckn 6ensble, Kpyrabie, NNOCKKUe
CKOWEHHbIM Kpaem TabneTku ¢ pUCKoi Ha 0aHOM U €O CKOLWEHHbIM KpaeM TabneTku ¢
wramnom «VASOBRAL» Ha apyroit ctopoHe. PUCKOI HA OAHOW W WITAMNOM
Mo BHelWwHemy 1Ay A0NKHLI COOTBETCTBOBATL «VASOBRAL» Ha apyroy cTopoHe.
TpebosaHuam I XI, sein. 2, c. 154
21.03.2022 CpeaHAs macca ro xi 199,2 mr
200,0 + 7,5% (185,0 — 215,0 mr)
21.03.2022 OTK/IOHEHUE OT cpeaHen ro Xl -4,6 %
macchl 18/20 He Bonee £ 7,5 %
2/20 He 6onee + 15 %
o Xl 29%
18/20 He 6onee + 7,5 %
2/20 He Bonee + 15 %
20.03.2022 PacnapaemocTh [ X\ 1 MuH.
He 6onee 5 MUH (C Ucnonb3oBaHWMEM AMCKOB)
21.03.2022 MoanuHHoOCTL B3XKX CooTteeTcrayer
- AUTMAPO3IPrOKPUNTUHA Bpema yaep¥uUBaHWA OCHOBHOIO NUKA Ha Bpem#a yaepmMBaHWA OCHOBHOTO MUKa Ha
anovda-mesunar XPOMaTOrpaMme MUCNbITYEMOro pacTeopa JONKHO XPOMaTOrpaMmme UCNbITYEMOro
COOTBETCTBOBATb BPEMEHMW YAEPKUBAHUA MUKA pacTBOpa COOTBETCTBYET BPEMEHU
AUMMAPO3PrOKPMNTHHE anbda-me3nnarta Ha YAEPHUBAHUA NKKA
XpomaTorpaMme CTaHAAPTHOIO pacTeopa. AUTMAPO3ProKPUNTUHE anba-mesunata
Ha XpomaTtorpamme CTaHaapTHoro
pacTteopa.
21.03.2022 NoanrHHOCTL B3IXKX CooTBeTcTBYET
- KodeunH Bpems yaepHrMBaHUA OCHOBHOMO NWKa KodpeuHa Ha
XpOMaTOrpamMme UCMNbITYEMOro pacTBopa AOMKHO Bpema yaepmuBaHnMA 0CHOBHOTO NUKa
COOTBETCTBOBaTb BpeMeHHU yAepHUBaAHUA NKUKa KOd)EMHa Ha XpomaTorpamme
KodeuHa Ha XpomaTorpamme CTaHAapTHOro MCNbITYEMOrO pacTeopa COOTBETCTBYET
pacreopa. BPEMEHM yAEepHUBAHUA NUKAE KodeuHa
Ha Xpomartorpamme cTaH4apTHOroO
pacTBopa.
21.03.2022 KonuyectsernHoe BIXX unu cnektpodoTomerpun 4,18 mr
onpeaenexHue 4,0 mr + 5% (3,80 — 4,20 mr)
- QUTUAPO3PTOKPUNTHHA
anbda-mesunar
21.03.2022 KonuyecteeHHoe BIXKX 39,2 mr
onpeaenexHue 40,0 mr £ 5% (38,0 - 42,0 mr)
- KodeuH
20.03.2022 OAHOPOAHOCTL CnexktpodoTomeTpua 95,0%-99,3%
003MPOBaHMA 85~115 % (3,40 - 4,60 mr)
- AUTMAPOIPrOKPUNTHHA
anbda-mesnnar
21.03.2022 OaHopoaHOCTb BIMX 96,0 % - 100,0 %
[03UPOBaHKUA 85-115% (34,0 - 46,0 mr)
- KodeunH
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20.03.2022 PacteopeHune CnexTtpodoTomeTpua 95,1%
- AUTMAPO3PrOKPUNTHHE He meHee 80 % 3a 30 MHH
anbda-mesunnar
20.03.2022 PacTeopeHue CnekTpogoTOMETPHUA 100,1%
- KOpewH He meHee 75 % 3a 15 muH
21.03.2022 MNocTOpOHHWE NpUMECH BIXX He obHapymeHo
[OUruapoNu3eruHoBOi KUCAOTbl — He Bonee 0,1 %
B3KX He obHapy®eHo
Aurngponusepramuga — He bonee 0,1 %
B3HX He o6HapyxeHo
AUW-AUrMAPO3ProKpUNTUHE A — He Bonee 0,1 %
BIXX 1,06 %
EAMHUYHOM HEMAEHTUDULMPOBAHHOM NpUMeECH —
He Bonee 2,0%
BIMX 3,70%
Cymma npumeceit — He Bonee 4,0 %
20.03.2022 Mukpobuonoruyeckan [® X|, sbin. 2, c. 193, uameHeHue N23, kaTeropua Mewee 10 KOE/r
yucToTa 3A
O6uwee yucno aspobHbix GakTepul - He Bonee
10°3elr
rd X, sbin. 2, ¢. 193, usmeHeHue No3, Kateropua Menee 10 KOE/r
3A
O6wee uucno rpubos — He Bonee 10281 r
I® Xl, soin. 2, c. 193, nameHeHue N23, kateropma OrcyTeTRyer
3A
Otcytctave Escherichia colis 11
20.03.2022 YnakoBKa B cooteetctenm ¢ HO, 42-8382-04, 13am. Ne3, CootsetcTayeTt
n3m.No4, uam.Neb
Mo 10 TabneToK 8 KOHTYPHYO AYEHKOBYIO YNaKOBKY Mo 10 TabneToK B KOHTYPHYIO AYEHKOBYH
n3 NBX/NBOX/antomuumna. Mo 3 KOHTYPHBIX ynaxoeky u3 NBX/NBAX/anomunus. Mo
AYEMKOBLIX YNAKOBKW B KAPTOHHYIO NauKy BMecTe C 3 KOHTYPHbIX AYEUKOBbBIX YNAKOBKU B
MHCTPYKUMEN NO NPUMEHEHMIO. KapTOHHYIO Nayky BMECTE C UHCTPYKUMEN
no npMMeHeHuto. 154 nayku 8 oAHOM
kopobe.
20.03.2022 MapKkupoBka B cootsercreun ¢ HA, 42-8382-04, uam.Nel, CooteercTeyeTr

nam.Ne3, uam.Ne5, usm.Ne6

Ha dponbre KOHTYPHOH AYEHKOBOM YNAKOBKU Ha
PYCCKOM A3bIKE YKa3bIBaKT: TOProeoe
HaMMeHOBaHKe npenapaTa, HauMeHOBaHUE 1
COAEPHAaHUE BKTUBHBIX KOMNOHEHTOB,
HaWMeHOBaHWe NpeanpuATHUA, OCYLLECTBARKOLWETO
ynaKkosRry (8 BUAE NOTOTUNA KOMNAHMM),
NeKapcTBeHHYH dopMy, NpeaynpeanTeNbHyo
Hagnuce: «Cobnogaite NnpeanucaHHyto
A03UPOBKY», HOMEpP CepUM, roAeH [o.
JononHWTeNbHO Ha NAaTUHCKOM A3bIKE YKa3biBatoT:
TOprosoe HaumeHoBaHKe npenapatac
npeaynpeanTensHoON MapKMpoBKo#A ©,
HauMeHoBaHWe GUPMbI-NPOU3BOAUTENA (B BUAE
norotuna KomnaHuu). lonyckaeTca HaHeceHue
dapmaroga.

Ha KapTOHHOI NavuKke Ha PYCCKOM fA3blKe
YHKa3blBaKOT: TOProsoe HaWMeHOoBaHWe npenapara,
HaWMeHOBaHUe U CTpaHa GUPMbI-Npou3BOAUTENS,
H3aUMEHOBAHUE U AAPEC KPUAKYECKOTO NKUA, Ha
MMA KOTOPOro BblOaHO perucTpauvoHHoe
YAOCTOBEPEHME, HAMMEHOBAHUE W COAepPHaHne
AKTUBHbIX KOMNOHEHTOB, KONWYECTBO HANONHUTENA
«q.s. go 200 mr/Tabn.», konudecTeo TabneTok B
ynakoeKe, cnocob NpUMeHeHUA, YyCNOBKUA OTNYCKaA,
YCNOBWUA XpaHeHUR, NpeaynpeauTenbHbie HaANUCK:
«MNoka3zaHuA, NPOTUBONOKa3aHUA, DEXUM
N03UPOBAHWUA YKa3aHbl B NDUNOKEHHON
WHCTPYKLMKY, « XPaHUTb B HEAOCTYNHOM ONA AeTei

Ha donsre KOHTYPHOI AYeiiKOBOIA
YNaKOBKK Ha PYCCKOM A3bIKE YKa3aHO:
TOpProBoe HaumeHoBaHWe NpenapaTa,
HaWMEHOBaHKME W COAEPIKAHUE aKTUBHbIX
KOMMNOHEHTOB, HAMMEHOBaHWE
NpeanpUATUA, OCYLLECTBNRIOLWETD
yNaKoBKY (B BMAE NOTOTANA KOMNAHWH),
nexapcTeeHHan popma,
npeaynpeauTenbHy0 Haanues:
«Cobnrofainte npeanmUcaHHyo
A03UPOBKY», HOMEp Cepuiu, rogeH ao.
JononHWTeNbHO Ha NaTMHCKOM A3bIKe
YKa3aHo: TOprosoe HaumeHoBaHue
npenapara ¢ npeaynpeaTensHoH
MapKUMPOBKOW ®, HAUMEHOBaHKe
bupmbl-Nnpon3BoauTens (B BUAE
NOroTUNa KOMNaHWM).

Ha KapTOHHOM Na4Yke Ha PyCCKOM R3biKe
YKa3aHO: TOProBOE HauMeHOoBaHue
npenapara, HaMEHOBaHKE W CTPaHa
$HMPMBI-NPOM3BOANTENA, HAMMEHOBaHMWE
W afpec 1PUANHECKOro NMUa, Ha UMA
KOTOPOro BbIA3HO perucTpaluoHHoe
YAOCTOBEPEHUE, HAUMEHOBAHWUE W
copepaHWe aKTUBHbIX KOMMNOHEHTOR,
KONWMHMECTBO HanoAHUTeNA «q.s. go 200
mr/Tabn.», konu4ecTeo TabneTok B
ynakoske, cnocob NpUMEHEHUA, YCAOBKA
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mecTe», «COABPIUT NaKTO3bl MOHOrMAPATY,
HOMEP CepuM, HOMEP PerucTpaUMoHHOTO
YAOCTOBEpeHWA B PD, f1aTa U3roTOBAEHMA, FOAeH
A0, WTPUX-KOA, HAUMEHOBaHWe NPeanpUATIA,
OCYLLECTBAAIOWIETO YAKOBKY Npenapara Ha
Tepputopuu PO, ero norotun, pekeuanTel (agpec,
TenedoH/dake, caiit), papmakoa, moryT BbiTh
H3HEeCEHbI TEXHONOMUUYECKUE METKM OTAUYUA (B
0603Ha4YeHHOM 30He).

HONoAHUTENBHO HA NAaTUHCKOM A3bIKe YKa3bIBaKOT:

TOProBoe HauMeHOBaHUe Npenapata ¢
npeaynpeauTensHOM MapkUpoeKoi @,
HauMeHoBaHUe PUPMbI-NPOU3BOAUTENS, CTPaHA,
NoroTun GpUpmsl NporssoauTens.
DononHUTeNbHD MOTYT HAHOEUTLCA CPeacTBa
UAEHTUGUKILIUU ANR CUCTEMBI MOHUTOPUHIA
ABUHEHUA NEKAPCTBEHHbIX NPenapaTos ANA
MEAULMHCKOrO NPUMEHEHUA, @ TaKe
TEXHONOTUYECKUE METKW OTIUYUA,

OTMYCKa, YCNOBUA XPaHEHHA,
npeaynpesuTensHble Haanueu:
«[loKaszaHUA, NPOTUBONOKa3aHWs,
PEXUM A03MPOBAHMA YKa3aHbl B
NPUNOKEHHOW MHCTPYKLMUY, «XPaHUTb 8
HEAOCTYNHOM ANA AeTel MecTey,
«COABPHUT NAKTO3bI MOHOMMAPATY,
HOMEP Cep1M, HOMED PErMCTPaLLMOHHOIO
yaocTosepeHua B PP, aaTta
M3roTOBNEHUA, TOAEH A0, WTPUX-KOA,
HaUMeHOBaHM1e NpeanpuUATUA,
OCYLWECTBNAIOWErO YNAKOBKY Npenapara
Ha TeppuTopuu P®, ero norotun,
pexksuanTel (aapec, TenedoH/daxc, cair),
papmakos, HaHeceHbl TeXHONOTMYECKKe
METKMW OTAW4UA ( B 0Bo3HaYeHHON 30He).
LONONHWUTENEHO Ha NaTUHCKOM A3biKe
YKa3aHo: Toproeoe HaMmMeHoBaHue
npenapara c npegynpeauTensHon
MapKUpPOBKOW ®, HAaMMeHoBaHWe
bUpMbI-NpoOMU3BOAUTENRA, CTPEHA,
norotun GUpmel NPOU3BOAMUTENA.
JononHutenbHo HaHeceHbl cpeacTsa
UORHTUGUKALMKU ANA CUCTEMBI
MOHWTOPUHIa ABUHEHWA NeKapCTBeHHbIX
npenapaToe AnA MeAUUMHCKOTO

NPUMEHEBHMA.
20.03.2022 XpaHeHue Mpu Temnepatype 15— 25 °C CooTeeTcTeyer
20.03.2022 Cpok roaHoCcTH 4 ropa lfoneH go 11 2025

3aknioueHue OKK: NlexapcTeenHsiid npenapat Bazobpan TabneTku cepus 1142126 cooteetctayeT HA 42-8382-04, u3am.Nel, uam.Ne2,
nM3am.Ne3, nam.Ned, nam.Ne5, uam.Ne6

MepBbiiA 3am. HaYanbHKKA
oTaena:

4 Y
MOANUHHWK 3NEKTPOHHOTO AOKYMEHTA,
NOANUCAHHOTO 3NEKTPOHHOW NOANMCHIO, XPaHMTCA B
cucteme JIMMC dapmctaHgapt
CBEJIEHWA O CEPTUDUKATE 30
CepTudukart: 0254dccc0065adb3934fa92d565398af01
KoMy BbiaaH: baitbakos Oner Cepreesuy
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