OAQ «®apumcTannapt - Jlexcpeactsan
305022, Poceus, Kypek, yn.2-1 ArperatHas, A.1a/18

JInpexTop mo kayecTry: Ten/baxc (4712) 36-08-06, c-mail<nvkorneeva@pharmstd.ru>
Haxamsink OKK: Ten/thaxe (4712) 36-08-950

HaumeHoBaHWe npenapata no HA,
Homep cepun 50221

JAara npoussogcTea 16.02.2021

AHa/AM3bI/MCNLITAHKA NPOBEAeHb! B cooTEETCTBMK ¢ H,

lopend no 0324

$.0639/4

Crp.1ua3
Macnopt Ne 040000222099
Hutpoenpei cnpeit nogbaAabiYHbIA A03MpoBaHHbIA 0,4 mr/aosa
Konuuecrso npoayKLuy B cepuit (T.ynak) 30,870

HA, NCP-001698/07-130718, uam.Nel, uam.Ne2

Hara HanmeHopaHre
aHanMn3a nokasarenei

Tpebosanmna HA

PEBYﬂbTaTbI aHaﬂHBDB/HCI‘lbITa HMiA

19,02,2021 OnucaHue

BusyanoHei

Mpo3apayHas GectBETHAR MUAKOCTL, HaXOAALAACA
80 GAIKOHE C MEXAHWYECKUM OOSHDYIOLMM
Hacocom. OnpeaeneHKe NPOBOGAT
HENOCPEACTBEHHO NOCAE BCKPBITUA hakoHa.

CooTeeTcTByeT

Mpe3spayHan GectiBeTHan HUAROCTD,
HaxOAAWAACA BO GAAKOHE ¢
MEXAHUMECKHM D03UDPYICWMM HACOCOM,

24.02.2021 NeaauHHOCTE

BIMX

Bpema yaepMBAHMA 0CHOBHOMO NKKA Ha
XPOMaTOrpamme MCNbITYeMoro pacTeopa gomKHo
CODTBETCTBGBATh BPeMeHn YARPHHMBaHUR
OCHOBHOTO NKUKa Ha Xpomatorpamme pacreopa CO
HUTROrAMLIEPKMHE.

CooreetcreyeT

Bpems yaepHMBaHNA OCHOBHOMG NHKA Ha
XPOMaTcrpamme UCTbITYemoro

pacTeopa COGTBETCTBYET BpemeHi
YOEpHUBAHNA OCHOBHOTO NWKa Ha
XxpomaTorpamme pacTeopa CO
HUTPOIALEDPHMHA.

24.02.2021 MoaAnHHOCTL

TCX

OcHOBHOR NATHO H3 XpOMaTorpamme
MCNBITYEMOFD PacTEopPa, NO NOAGKEHUIO, ADMIKHO
COOTBETCTBOBATH OCHOBHOMY NATHY Ha
XpomaTorpamme pactaopa CO HUTROIAMLEPUHA

CooreetcrayaT

OcHOoBHDE AATHD H3 Xpomatorpamme
WUCNLITYEMOTO PacTBopa, MO NONCKEHNID,
COOTBETCTBYET OCHOBHOMY NATHY Ha
xpomartorpamme pacrsopa CO
HUTPOrAMLEDUHA

19.02.2021 KncaoTHocTh

BuayanbHuIi
DoAMHO NOABATLCA PO30BOE OKPaLIMBaHUE, He
ncvesaowee B TeqeHne 30 €.

CooTReTCTBYET
[OABNABTCA PD30OBOE CKPAUBAHHE, HE
ucvesaiouiee B Teqenmne 30 ¢.

mn
20.02.2021 MaoTHOLTY I XN, meTog 1 0,813 rfcm3
070,802 8o 0,824 rfcm3
19.02.2021 KoHTponk 3a pabotoi 33 04HO HaKaTUe BblaaeTed 1 Aosa npenapara. CooTeeTcTeyer

Hacoca

BL1AGAEHME COREPRUMOTO ADAKHD NPOUCXOANTD
TOALKO Y2PE3 OTBEpPCTHE HACAAKK

3a 0HOD HaxaTWe BbiAaeTCA 1 fo3a
npenapara. Boigenenmne coaepmumMoro
NPOWCXOAMT TONLKD Yepes oTaepcTHe
Hacagky

20.02.2021 06bem cofepHUMOro
dnakoHa

He meHee 10 mn

10,0 mn

20.02.2021 OAHOPOAHOCTE Maccht
AO3bI

e XN

W3 ogHOro (paakonHa;

9/10 po3 — He Gonee * 25 % oT cpeaHeit Mmacchl
AO3B

1/10 ao3 — He Gonee + 35 % OT CpEAHEIl Macch!
AO3bI

b X1

W3 pasHbix dnakoHoBs:

9/10 no3 — He Gonee + 25 % oT cpeAHel Maccyl
0036l

1/10 po3 — He Gonee + 35 % oT cpepHeli Macch!
D03b!

-8,4-84%

-42-75%

20.02.2021 Konuuecrso Ao3 BO
haanoHe

I'® X, meton 1
He meHee 200 aoa

291

24.02.2021 PoACTBERHbIE NPUMECH

BOHX
WaenTuduLmMpoBaHHas npumech B — ne bonee 0,5

He oBHapyseHo




$.0639/4

Crp.2u33

Macnopt Ne G40000222099

Hutpocnpeil cnpei noALASLMHBIA A03WpoBaAHHBIA 0,4
mr/posa

Cepun: 50221

%

BIMX He oBHapyieHo
MpenTudurunporaHyaa npumecs C — e Gonee 0,5
%
BaMX He o6HapyieHo
YN aeHTuduupoBanHaa npumecs D — He Gonee 0,5
%
BIHX 0,20%
WpeHTudgmumpoBaHHan npumecs E = ve Gonee 0,5
%
BIMX 0,10 %
EAuHWYHAA HenaeHTHOUUMPOBAHHARA NPHMECH — He
Gonee 0,5 %
BIHX 0,20 %
Cymma npumeceis - He Gonee 1,5 %
24,02.2021 Hecpranuyeckue TCX MeHee 1 %
HUTPaThl He Gonee 1%
24.02.2021 KonwdecreeHHoe BIHX 88,1%
onpeaeneHue Ot 80 no 120 % HATPOIMLEPHEHA B 0aHO#H AD3e
24.02.2021 Mukpobuonoryueckan D XN, Kareropus 2 Mewee 100 KOE/r
YUETOTA Obtee wucno aspobHbIX Bakrepui W APOHIKEBBIX
1 naecHessix rpMBos (cymmapho) - He Bonee 1042
KOEs1mn
T X, Kateropma 2 OrcyTeTBYeT
OtcyTeTeMe Staphylococcus aureus B 1 mn
b X1, Kateropua 2 OTcyTeTayer
OvcyTcTeme Pseudomonas aeruginosa B 1 ma
I Xlll, Kateropna 2 OTcyTcTeyer
OTCYTCTBHME 3HTEPOGAKTEPHIA, YCTORUMBbLIX K KEAUW,
B 1mn
19,02.2021 YnaKkoeHa B cooteercremi ¢ H, AICP-001698/07-130718 CooTBetcTBYET
Mo 10 mn (200 A03) BO PAAKOHbI U3
NOAUNPONKMAEHA, CHABKEHHBIE MeXaHUHeCKUMN No 10 mn {200 A03) B0 PIaKoHBI K3
AO3NPYIOWWMH HACOCAMM, HACAAKAMM M NOAMNPONWASHA, CHADMEHHBIE
FALUUTHBIMI KOANAUKaMU. PNEKOH BMECTE C MEX3HUYECKUMY A03UPYIOLLMM
MHCTRYRUMWEIA N0 NPUMEHEHMNIO TOMEILAIOT B NAYKY HACOCaMK, HACAAKAMK W 3ALUMTHLIMK
U3 HapTOHa, Konnaukamu. PaakoH emecre ¢
WHCTPYKLWER NO NpUMmEHEHUIO
NOMELAIOT B Na4Ky W3 KapToHa. 108
navex B 0AHOM Kopobea.
24,02.2021 Maprupoeka B cooTBetcTaMM c B /ICP-001698/07-130718, CooTeeTcTByeT
nam.Nel, uam.Ne2 1} NepBHYHAR YNAKOBKA NEKAPCTBEHHOIO
1) NepeuYHAA YNAKOBKAE ASKAPCTBEHHOIG npenapara.

npenapara.

Ha 3TMKeTKe yKa3bIsaloT HaMMEeHOBaHWe
NpeanpyUATUA-NPOMSBOAUTENR, EFO TOBAPHLIN 3HaK,
aapec v Ten/hanc, TOprosoe HaMMeHoBaHUE
NpenapaTta, MexayHapoAgHOe HenaTeHTOBaHHD e
HaWMEHDBaHWe, NeKAPCTEEHHYIO hopmy,
ACINPOBKY, KOAMHECTBO NpenapaTa B
MUANUAKUTPAYX, YCAOBUA XpaHeHusa, «Npenapat
XpaMUTL B OPUIMHANLHOA ynaKkoskey, «lpuMeHaTh
M0 HA3HAYEHMIO BPauan, «XpaHuTb B HEADCTYMHOM
ANA aeTeil MECTeY, BETUCTRALMOHHGIA HOMER,
HOMEP CEPUM, CPOK FOAHOCTY, SOTYCKAETCA
HaHeceHye dapmaKkoaa.

2) BropuyHas ynaKkoska.

Ha nauke yKa3blBaloT HAMMEHOBAHWE
NpeanpUATUA-NPONBECAUTENS, EF0 TOBAPHbIHA 3HAK,
anpec u Ten/Phaxc, caikT, TOproBoe HaUMeHOBaHUe
npenaparta, MexAyHapoaHoe HenaTeHTopaHtoe
HauMeHDBaHWe, NeKANCTREHHYIO HORMY,
AO3MPOBKY, KOAMYECTED NpenapaTa B
MUNAMAKTPax, MHGopMaLmio o cocTase «Coctas

Ha 9TMKeTKe YKA3aHbl HAMMEHOBAHWE
NpeaAnpAATUA-NPON3BOAUTEAR, ero
TOBAPHbLIA 3HaK, agpec uTenfdaxce,
TOprosoe HauMeHoBaHKWe Npenapara,
MeXayHapogHOe HenaTeHToBaHHDe
HaumeHOoDaKKWe, AeKkapcTeeHHan gopma,
AO3UPOBKA, KOMMECTBO NpenapaTa 8
MUAAMNUTDAX, YCNOBUA XPaHEHUA,
«MNpenapaT XpaHWTh B OPHINHANbLHOM
YNaKoBke», “anMEHHTb M0 Ha3zHaYyeHnio
Bpavan, «XpaHuTb B HEADCTYNHOM ANA
BeTeii mecten, perucTpaLMOHHbIA
HOMED, HOMEp Cepu, CPOK FOAHOCTH,
HaHeceH dapmaxon.

2} BropyuHan ynakosKa.

Ha na4ke ykaszaHb! HauMeHOBaHKE
rpeanpyuATMA-NpoNIABOAUTENA, ET0
ToBapHbIA 3HaK, aapec u Ten/daxce, caiiT,
TOproBOE HAMMEHOBaHWe NRenapara,
MeKAYHApOSHOe HenaTeHToBaHHo.
HaWMEHOBAHWe, NeKapcTeeHHan dopma,




$.0635/4

Crp.3u33

NacnopT Ne 040000222099
HuTtpocnpei cnped NogbA3LMHLIA A03WpoBaHHLIHA 0,4

mr/apsa
Cepua: 50221

Ha oAHy Aozy: HATpernuuepuHa 4 % pacteop B
aTaHone 95 % — 10 mr (B nepecyeTe Ha
HUTPOMMUEPHH) — 0,4 Mr 3TaHon 96% (cnupt
3TUADBLIN PeKTUPUKOBAHHBIN) — A0 40 My,
«[1pMMEHATE NC Ha3HAYEHKIO BPaYa», «XpaHUTeL B
HEADCTYNHOM ANA AeTeil mecTes, «lpenapat
XpaHUTb B OPUrMHaNbHCH yNakoske», «CpeacTeo
ANA KYNMPOBEHKWA U NPoGUEKTUKY NPUCTYNOB
CTEHOKApAWK», KOANYECTBD A03, «Mepbi
NPEACCTOPOIHOCTH: CMOTRK MHCTRYKUMIO NO
NPHUMEHEHHION, YCADBUA XPAHEHUA, YCNOBUA
OTNYCKA, PETHCTPALUMOHHBIA HOMER, HOMED CepHY,
CPOX FOAHOCTH, WTPUX-HOA, Gapmaxon.

JononRKUTEABHO MOMYT HAKOCMTLCA CpeacTBa
MAEHTUGUKALMN ANA CUCTEMBI MOHWUTOPUHIA
ABUHEHUA AEKAPCTBEHHLIX NPENAPATOB ANA
MEAULMHCKOTO NPUMEHEHKA,

AO3MPOBKA, KOAMYECTBO NpenapaTta 8
MWUNANAWTPaX, HHPOPMALIMA © CoCTase
«Cocras Ha ogHY A03Y: HUTpornMueprHa
4 % pactsop B aTaHofe 95 % = 10 mr (B
NepecyeTe Ha HATPOTAMLEPKH) — 0,4 mr
S1aHon 36% {CNMpT 3TUAOBLII
PERTUGMKOBAHHBINA) — A0 40 mrs,
«[IpUMEHATD NO HAa3HA4YEHHIO Bpavay,
«XpaHuTb B HEAGCTYNIHOM ANA feTeld
mecTer, «Mpenapar xpaHuThb B
OPUIMHANLHOR YNaKkoBke», «CpeacTBo
BJIA KYNUPOBaHWA ¥ NpodUAaKTUKK
NPUCTYNOB CTEHDXAPAWK Y, KOMUYECTBO
A03, «Mepbl NPeAOCTOPOKHOCTH:
CMDTPU MHETPYHLUMIO NO RPUMEHEHWIO?,
YCNOBWA XpaHEHUA, YCROBUA OTNYCKa,
pervcTpalMoHHLI HOMED, HOMED CEpPHH,
CPOX FOAHOCTH, WITPHX-Kog, dapmaKog,
JonoAHUTEABHO HaHeceHs CpeacTea
MASHTUDWKALUM ANA CUCTEMBI
MOHMTOPYHIA ABHAKEHWA NERIPCTREHHDBIX
NPeNapaTos ANR MEAULIKHCKOro

NPUMEHEHWA,
19.02.2021 XpaHeHue Bpanu ot oria, Npu Temneparype He Boiwe 30 °C CooTeeTtcTBYeT
19.02.2021 CpoK rogHGCTH 3ropa fopeH po 01.03.2024

3aimouenne OKK: NexkaperbedHbIR npenapat HUTpocnped cnpeit NogbAsbIYHLIR A03MPpoBaHHLIA 0,4 mr/ao3a cepua 50221
cooTaeTcTeyeT HA, /ICP-001698/07-130718, nam.Nol, nam.Ne2

HavansHnk otgena:

r

MoAMHHUK INEKTROHHOIO AOKYMEHTa,

NOANMCAHHOrY IN2KTPOHHOI NOANWUCLKY, XPAHWUTCA B

cucreme IMMC ®apmeTanpapt

1

CBEAEHWA O CEPTUDWKATE 3N

CepTdmKaT: 00d7bh542671e000bbBeallf6cf8f96ca3a
Komy BbIgaH: fsiceHko ExatepuHa AneRcaHapoBHA

kﬂeﬁcranreneu: £ 28.07.2020 no 28.07.2021

o

fata ebAaun 3aKAI0HEHMA 0 kayecTBe 24.02.2021

“




PEAEPAALHAS CAYNBA IO HAAZOPY

8 OPEPE 3APABOCXPAHEHHA

«CBe/leHns o BBOAE B rpaxaaHCKui obopoT B Poccuiickoin de
CPEACTE N0 COCTOAHMIO Ha 11.04.2021 10:45»

AepaLn NeKapcTBeHHbIX

Jara enecennn B Opraam3auus, Homep Homep, nara
AT ope | Fonvesosn | unmermmminompoy | o | Comtmmocmpax | Hopuerias pyeomms | o, | ppenn
Pocagpasuanzopa Y 1K KorTpon rpomnon oKy s rpadIAHCcKHii oGopor NapTHA na HUITT
Hutpocnpeii;
cnpel
TEONbAILINHAE OTKPHTOE aKIMORCPHOS Orips WaHEpHOS JICP-001698/07-130718;
JO3NPOBaHHENE ofmecTeo i obmectso HaM. Nel
24.02,2021 0.4 mrfposa 1 "@apmcTangapr-Jlexcpenctsa” Poccusa AWMHW._ cTauzapT-JlekcpepcTea JICP-001698/07-130718; M%Nﬂm apr-Jlekcpencaa 50221 -
. (10 acm), (0AD "Gapvcrasapr. Texcpeeraa®y, | A0 N2 K PMCT2RRAP Pen
dpnaxonzt (1), "®apmetannapr-Jlekcpencrea”) mo...wﬁ HAGPT-TIERCPEACTE), | 11CP-001698/07-130718
TIaukH
KAPTOHHHES ~




