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HaumeHoBaHme npenapara no HA
Homep cepuun 220521

HuTpocnpeit cnpei NOAbA3LINHBIA A03MpOoBaHHbIK, 0,4 Mr/ao3a

Konuyectso npoAaykuum B cepum (T.ynak) 30,764

Aata npoussoactea 16.05.2021

AHanmn3sbl/MCcNbITaHNWA NpoBeAeHbl B cOOTBETCTBMM ¢ HJ,

lfopeH po 06 24

HAO NCP-001698/07-130718, nam.Nel, nam.Ne2

Aara HanwmeHosaHue Tpebosanua Hf, PesynbTaTbl aHaNW308/MUcNbITaHWIA
aHanusa nokasarenei
19.05.2021 Onucaxue BuayanbHbii CootseTcTByeT
MNpo3payHan GecuBeTHan KUAKOCTb, HAXOAALAACA
BO PNAKOHE C MEXaHUYECKMM AO3UPYIOLWUM MNpo3pauHan becuseTHan XMAKOCTb,
Hacocom. OnpeaeneHune NpoBOAAT HaxXoAALWAACA BO PNaKoHe C
HENoCpPeACTBEHHO NOCNE BCKPLITUA daakoHa. MEXaHWYECKUM A03MPYIOLLMM HACOCOM.
23.05.2021 NoanuHHOCTL BIMX CooTBeTcTeyeT
Bpemsa yAepHUBaHWA OCHOBHOMO NWUKa Ha
XPOMaTOrpaMMe UCNbITYEMOrO PacTBopa A0NKHO Bpems yaepMBaHWA OCHOBHOTO NWKa Ha
COOTBETCTBOBATH BPEMEHM YA PHUBAHUA XPOMATOrpamme MCNbITYemoro
OCHOBHOrO NUKa Ha Xpomartorpamme pactsopa CO pacTBOpa COOTBETCTBYET BPEMEHMU
HUTPOTNULEPUHA. YAEPKUBAHWUA OCHOBHOIO NUKa Ha
Xpomarorpamme pacrsopa CO
HUTPOrAMLEPUHA.
22.05.2021 NognnHHOCTL TCX CooTeeTcTeyeT
OcHOBHOE NATHO Ha XpomaTtorpamme OcHOBHOE NATHO Ha XpomaTorpamme
WMCNBITYEMOro PacTBOPa, NO NONOKEHMIO, AONKHO WCNbITYEMOro pacTBopa, NO NONOMKEHHIO,
COOTBETCTBOBATb OCHOBHOMY NATHY Ha COOTBETCTBYET OCHOBHOMY NATHY Ha
xpomatorpamme pacteopa CO HUTpornuuepuHa Xpomarorpamme pacteopa CO
HUTPOrNULEEPHUHA
19.05.2021 KucnoTHocTs BusyanbHblit CooTBeTcTByeT
JlonHO NOABWUTLCA PO30BOE OKPALIMBAHUE, HE
ncyesatowee B TeyeHue 30 c. MoABAAETCA pO30BOE OKPALIMBAHUE, HE
ucyesarouwee B TedeHme 30 c.
20.05.2021 NaoTHOCTL e Xlll, metop 1 0,813 r/cm3
070,802 Ao 0,824 r/cm3
19.05.2021 KoHTponb 32 paboTtoi 3a opHO HaxaTHe BbigaeTcA 1 Ao3a npenaparta. CooTseTcTBYET
Hacoca BblaeNeHWe COAEPHKMUMOro JONKHO NPOUCXOANTL 3a opHO HaxaTue Bbinaertca 1 aosa
TONLKO Yepes OTBEPCTHUE HACAAKK npenapara. Beigenexune cogepMmoro
NPOMCXOAMUT TONbKO Yepes oTBepcTHe
HaCaAKu.
20.05.2021 O6vem coaepHUmoro He meHee 10 mn 10,0 mn
¢bnakoHa
20.05.2021 OpHopogHOCTL Macchl re Xl -30-45%
AO3bl M3 opHoro dnakoHa:
9/10 po3 — He Bonee * 25 % oT cpeaHeit macchbl
AO3bl
1/10 po3 — He Bonee 1 35 % OT cpeAHeit macchl
AO3bI
ro Xl -53-39%
W3 pasHbIx GprakoHOB:
9/10 pos — He Bonee * 25 % OT cpeaHeid Macchbl
AO3bI
1/10 po3 — He Gonee t 35 % OT cpeAHei maccbl
A03bl
20.05.2021 Konuuectso o3 Bo rd X, metopg 1 222
tbnakoHe He meHee 200 po3
23.05.2021 PopcTeeHHble npumecu BIMX <=0,05%
UaeHTuduumposaHHana npumecs B — e bonee 0,5
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%

B3HX

NaeHTuduuMposaHHas npumech C — He Gonee 0,5
%

He o6HapyxeHo

BIXX <=0,05%
MaeHTudrLMpoBsaHHas npumech D — ve Gonee 0,5
%
BIHKX 0,10 %
UaeHTudUUMpoBaHHas npumecs E — He Gonee 0,5
%
BIXX 0,11%
EAMHUYHAA HEUAEHTUGULMPOBAHHAA NPUMECH — HE
6onee 0,5 %
BIXX 0,41 %
Cymma npumeceis — He 6onee 1,5 %
22.05.2021 Heopranuyeckue TCX Metee 1%
HUTPaTbI He Gonee 1%
23.05.2021 KonuyecTseHHoe BIXKX 98,8 %
onpeneneHue 071 80 no 120 % HUTpOrAMUEpHUHa B OAHON A03e
24.05.2021 Mukpobuonoruyeckas r'd Xlil, Kateropuna 2 100 KOE/r
YyucToTa 06wee Ynucno aapobHbix BaKTEPUA U APOMIKEBLIX
1 nnecHesbix rpubos (cymmapHo) - He Bonee 1042
KOEe 1mn
I'® Xlll, Kateropwma 2 OtcyTcTByeT
OrcyTcTeue Staphylococcus aureus 8 1 mn
I'd Xlll, Kateropwma 2 OtcyTcreyeT
OtcyTcTeme Pseudomonas aeruginosa s 1 mn
I'® Xlll, Kateropuma 2 OtcyTcTByeT
OTCcyTCTBME 3HTEPOBAKTEPHUH, YCTOMUMBDLIX K MeNnuu,
8 1mn
20.05.2021 Ynakoseka B cooteetcTemm ¢ HA ICP-001698/07-130718 CooTeeTcTayer
Mo 10 mn (200 po3) BO hNaKOHbI M3
NoOAMNPONUANEHa, CHaBMeHHbIE MeXaHUYeCKUMKU Mo 10 mn (200 po3) 8O PpnakoHs! U3
AO3MPYIOLMMW HACOCAMM, HACAAKaMK U nonunponunexa, cHabmeHHble
3aWMTHBIMMK KoNNaukamu. PNakoH BMecTe ¢ MEXaHWYECKMMMU A03UPYIOLLMMA
MHCTPYKUME NO NPUMEHEHWIO NOMELLAIOT B NAYKY HACOCaMM, HACAAKAMK U 3aLLUTHBIMK
M3 KapToHa. Konnaykamu. GnakoH BmecTe €
WHCTPYKUWEN NO NPUMEHEHWIO
NOMELWAIOT B NaYKy U3 KapToHa. 108
nayek B 04HOM Kopobe.
20.05.2021 Mapkuposka B cootsercTaumn ¢ HA NCP-001698/07-130718, CooTeeTcTayeT
n3am.Nel 1) NepBKUYHaA YNaKOBKa eKapCTBEHHOIO
1) NepBr4Han yNakoBKa NeKapPCTBEHHOIO npenapara.

npenapara.

Ha 3TUKeTKe yKa3blBaloT HAUMEHOBaHHe
npeanpUATUA-NPOMU3IBOAUTENA, EFO TOBAPHbIA 3HAK,
appec v Ten/dakc, Toprosoe HauMeHoBaHWe
npenaparta, MeXayHapoaHoe HenaTeHToBaHHoe
HaUMeHOBaHUe, NeKapCcTBEHHYI0 dopmy,
AO3MPOBKY, KONWYECTEO Npenapara 8
MWNNMAUTPAX, YCNOBUA XpaHeHua, «lpenapar
XPaHWTb B OPUrMHaNLHOM YNakoBKe», «[pUMeHATb
NoO Ha3Ha4YeHWIo Bpadar, «XpaHUTb B HEAOCTYNHOM
ANA AeTei MecTe», perucTpauMoHHbIi Homep,
HOMEp CEpPUM, CPOK NOAHOCTH, ACNYCKaeTCA
HaHeceHue dapmakopa.

2) BropruHas ynakoska.

Ha nauyke yKa3sblBaloT HAMMEHOBaHue
nNpeanpPUATUA-NPOMU3BOAUTENA, EF0 TOBAPHbIN 3HaK,
appec u Ten/dakc, CalT, TOProsoe HauMeHoBaHMe
npenaparta, MexayHapoaHOe HenaTeHToBaHHoe
HaUMeHOBaHMWE, NEKAPCTBEHHYIO hopmy,
AO3WPOBKY, KONMYECTBO Npenapara B
MUANHAKTPAX, MHbOoPMaLMIo O cocTase «CocTas

Ha 3TMKeTKe yKa3aHbl HaWMeHOBaHuWe
npeanpUATUA-NPOU3BOAUTENA, €0
TOBAPHbIHA 3HaK, aApec W Ten/dakc,
TOproBoe HanMeHOBaHUe Npenaparta,
MeXAyHapoAHOe HenaTeHToBaHHoe
HauMEeHOoBaHWe, neKkapcTeeHHan popma,
[03MPOBKa, KONWYECTBO Npenapara B
MWANUAKUTPAX, YCNOBUA XPAHEHUA,
«penapar XpaHWTb B OPUTMHANLHOM
ynakoske», «[IpUMEHATb NO Ha3HAYEHUIO
Bpa4a», «XpaHWTb B HEAOCTYNHOM ANA
AeTel MecTe», perHCTpaLMoHHbIA
HOMEp, HOMEP CEepPWM, CPOK FOAHOCTH,
HaHeceH dapmakon,.

2) BTOpH4HanA ynaKkoBKa.

Ha nauke yKka3aHbl HAUMEHOBaHHe
npeAnpUATMA-NPONU3BOAUTENA, €70
TOBapHbIA 3HaK, aApec W Ten/dakc, canT,
TOProBoe HaMMeHOBaHUe npenapara,
MEXAYyHapOAHOEe HenaTeHToBaHHOe
HaUMEHOBaHMe, NeKapcTBeHHaA dopma,
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Ha oaHy Ao3y: HutpornuuepwHa 4 % pacTeop B
ataHone 95 % — 10 mr (B nepecyere Ha
HUTpOrauuepuH) — 0,4 mr 3taHon 96% (cnupt
3TUNOBbIA PEKTUOUKOBAHHBIW) — A0 40 mr»,
«lpMMeHATL NO HasHa4YeHWIo Bpaya», «XpaHuTb B
HeAoCTYNHOM ANA aeTeid mecTey, «Mpenapat
XPaHWTb B OPUIMHANLHOW ynakoekey», «CpeacTso
ONA KYNUPOBAHWA U NPOGUNAKTUKA NPUCTYNOB
CTEeHOKapAMK», KoNW4ecTBo O3, «Mepbl
NpeaoCcTOPOMHOCTU: CMOTPU MHCTPYKLMIO NO
NPUMEHEHUION, YCNOBUA XPAaHEHUA, YCNOBUA
OTNYCKa, PerucTPaLMOHHbIA HOMEp, HOMEp CepuM,
CPOK FOAHOCTH, WTPHUX-KOA, papmakoa.

JoNONHUTENBHO MOTYT HAHOCKUTLCA CPeACTBa
HAeHTMd)HHaU,HM ANA CUCTeEMbl MOHUTOPUHTIa
ABWKEHWA NeKapCTBEHHbIX NpenapaTos ANA
MeagWUUUHCKOro NpumeHeHHUA.

AO3MPOBKA, KOAWYECTBO Npenapara
MUAAKMAKUTPAX, MHGOPMALMA O cocTase
«CocTas Ha 0AHY A03y: HUTporamuepuHa
4 % pacTtBop 8 aTaHone 95 % — 10 mr (8
nepecyerte Ha HUTporauuepuH) — 0,4 mr
JtaHon 96% (cnupT aTMNOBLIN
PeKTUPUKOBAHHBIN) — a0 40 mry,
«MPUMEHATL NO Ha3HAYeHWKo Bpadan,
«XpaHWTb B HEQOCTYNHOM ANA AeTeil
mecte», «[Ipenapar XpaHuTb B
OPWMIMHaNbHON ynakoske», «CpeacTeo
ANA KYNUPOBAHMA N NPOPUNAKTUKM
NPUCTYNOB CTEHOKApAUMY, KONUYECTBO
A03, «Mepbl NPeAOCTOPOXHOCTH:
CMOTPYU MHCTPYKLMIO NO NPUMEHEHUION,
YCNOBUA XPAHEHWUA, YCNOBHUA OTNYCKA,
PerucTpaLMoHHbIA HOMED, HOMEP CepuM,
CPOK FOAHOCTH, WTPUX-KOA, bapmakon,
[onoNHWUTENLHO HaHeceHbl CPeACTBa
MAEHTUPUKALWM ANA CUCTEMD!
MOHWTOPUHIA ABUKEHWUA NEKAPCTBEHHbIX
npenaparos ANA MeAULMHCKOTO

NpPUMEHEHUA.
20.05.2021 XpaHeHue BAanu oT OrHA, Npu TemnepaType He Boiwe 30 °C Cootsercrayer
20.05.2021 Cpox rogHOCTH 3 ropa fopeH po 01.06.2024

3aknouenmne OKK: /lekapcTBeHHbINA NpenapaT Hutpocnpeit cnpeit nogbasbiuHbii A403MpoBaHHLIX, 0,4 Mr/ao3a cepua 220521

coorsercreyer Hf] /ICP-001698/07-130718, n3m.Nel, nam.Ne2
HayanbHuk o1aena:

(

MOANMHHWK 3NEKTPOHHOIO AOKYMEHTa,
NOANUCAHHOrO 3NEKTPOHHOM NOAMMUCHIO, XPAHWTCA B
cucreme JIMMC ®apmcraHpapt

CBEAEHWA O CEPTUPUKATE 30N

CepTudukart: 00d7b542671e000bbBeal1f6cf8f96ca3a
Komy BblAaH: flbicenko EkaTepuHa AnekcaHApOBHa
kﬂ.eﬁcrsmenen: ¢ 28.07.2020 no 28.07.2021

J

[ara Bblgaym 3aknioveHna o kavectse 25.05.2021




IPEAEPAABHAS CAYNEA N0 HAAIOPY

BODEPE 3

APABOUNPAHEHMA

«CBefileHVA 0 BBOAE B rpaXAaHCcKuii 060poT B Poccuinckon depepauun nekapcTBeHHbIX
CpeacTB NO COCTOAHMIO Ha 24.08.2021 16:32»

JlaTa BHeceHHs B

KapTOHHbIe/ ~

Toprosoe IpoussojauTenn . CeeleHHS 0 CTAQHAX HopmaTtuBuas Opeamriapin, Hoseep Homep, nara
i HAHMEHOBAHHE (BBIMYCKAOUHH KOHTPOIb) Crpans NPOH3BOACTEA JIOKYMEHTALHA BBIIYCTHRILAR B CEpHE, papCaesma
Pocanpasnansopa y po Y rpaxaanckui obopot NapTHH ua HIII
Hurpocnpeit;
srped OTKpLITOE AKLMOHEPHOE
1O AbAIBIUHBIA OTKpHITOE aKIHOHEepHOE oﬁmg SESD 1Honep JICP-001698/07-130718;
JIO3UPOBAHHBIA obmecTBO WAl T TR Ham. Nel k 0AO
25.05.2021 0.4 mr/gosa 1 "Mapmcranaapr-Jlekcpeacrea” Poccus P e pe JICP-001698/07-130718; i 220521 -
(OAO ®apmctannapT-JlekcpeacTsa
. (10 mn), (0AO "apmcrangapt-Jlekcpeacrea") Hom. Ne2 x
¢naxonsi (1). "®apmcTanaapt-Jlekcpectsa”) Poc:}:);m aHpap pea ) JICP-001698/07-130718
MayKH




