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Macnopr Ne 19739/2020rmM

Haumenosanue npenapata no HA Eemomerasw-aspouams 33pP0301b 418 UHranaumi AO03VpoBaHHbIM, 100 mKr/a03a

Homep cepun 21220 Konuyecteo NPoAykuumK B cepuum (T.ynak) 14,089

fara npoussogcrea 15 12 20 lfopen go 12 22

AHanuzbl/ucnbitamuus NpoBeaeHb! B cooTseTCTBMM ¢ HA, HZ IN-002051-0512189, uam. Ne1

Aara HaumeHoBaHue Tpebosanua HJ, Pesynbrath aHanu3os/vcnbitaHuii
aHanusa noKasartenei

29.12.2020 Onucanue Buayanbmubii Cooreercrayer
becuseTHpIl NPO3payHbIf pacTeop, Hax0ARWMHCA
NOA AaBNEHMEM B aNIOMUHWUeBOM 6annone ¢ becuseTHbIf npoapayui; pacreop,
KnanaHom aosvpylowero AeVCTBMA 1 HaxoAAwwniica nog nasnexuem s
pacnsinuTebHo M Hacaaxom; npenapar npu aNOMUHMEBOM BaNNOHeE € knanamom
BbiXxoae n3 SannoHa pacnbinfeTcs 8 Buae ,£103VIDVFDILLCFO aeﬁcram 4]

33D030NbHOM CTpyM. pacnsinuTEeNbHOR Hacaakoi; npenapat

Npw Bbixoae u3 6annomHa pacneinsercs s
BrAe 33p030nbHoi CTpyw,

30.12.2020 NopnuHHocTs BIHKX Coorsercrayer
Bpema yaepwmaarus OCHOBHOTO NWMKa Ha

Xpomarorpamme ucnsiryemorg pacTsopa, Bpems yaepskusanus OCHOBHOrO NUKa Ha
NONY4EHHON NPY KonUYecTBEHHOM onpeneneHum, XpoMatorpamme mcnsiTyemoro

ACNHHO COOTBETCTAOBATL BpEeMEH W YOEDMUBAHUA PacTeopa, nonyserHol npu

OCHOBHOTO NUKa Ha xpomaTorpamme KOMIMUECTBEHHOM

CTaHAapTHoro pacTeopa 5. ONpeaeneHnm,cooTReTCTBYET BpemeHu

YAEPHUBAHMA OCHOBHOTO NUKA Ha
Xpomatorpamme craHaapTHoro
pacTBopa 5.

29.12.2020 lepmeTiunocTs F® P, Becosoin 63 mr/rog
YNaKosku CpeaHsan ckopocts YTeuku 13 12 6annoHos He
A0/KHa NpesbiwaTh 525 MI/TOA U HI An8 ogHoro
13 621N0H0B He A0NXHa npessiwate 750 mr/roa.
® PO, Becosoi 195 mr/ron
Ecnm ckopocts YTEYKM XOTA Bbl ANA 0AHOrO 13 12
6annoHos npessiwaer 750 mr/ron (Ho He Bonee
1,1 r/ropn), To MCMbITaHWe NPOBOAAT ewe ans 24
6annoHos. He Gonee 2 6annoHos uz 36 MoryT
MMETb CKOPOCTS yTeukn Gonee 750 Mr/ron, u Hu
OA1H W3 36 6annoHos He gonwen npesbIwaTe
CKOPOCTL yTeykn Gonee 1,1 r/ron.

30.12.2020 PecnupabensHan M PO, BIHKX, kackaaHsi MMNakTop AHgepceHa 30,0 mkr
Ppakums Konudecrso 6eknomerasona AunponuoHara s
MEPECHETE Ha OAHY A03Y NOMKHO COCTABNATE — He
meHee 16 mkr

30.12.2020 OaxopoaHocTs [® Pd, BIMKX 100,5-101,5%
AOCTasNAEMOM 003k Ouexxa «BHYTPMBANNOHHOMY OLHOPOAHOCTH
A03bl ANA nepBoro 6annoxa

9/10 no3 - re Gonee + 25% OT CpeaHero 3HaueHus;
1/10 no3 - He Bonee + 35% o1 cpeaHero 3HaYeHMA,
[® PO, BIXKX 100,7-102,1%
QuenKa «BHYTPUB2NAOHHOMH » 0AHOPOAHOCTH
A03bl AnA 8TOpOro Bannoua

9/10 003 - He Gonee + 25% ot cpeaHero 3HAYEHMR;
1/10 003 - He Gonee + 35% OT cpeaHero sHauenus.
FD Pd, BIKX 101,2-102,2 %
Ouenka «BHYTPUBaNNOHHOM» OAHOPOAHOCTM

A03bl Ang TpeTbero 6annoHa
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Nacnopt Ne 19739/2020mN
EEHAOMETaEDH-aspDHBTHB 43P030Nb ANA UHTANAUMI
A03upoBaHHbIi, 100 mMKr/no3a

Cepus: 21220

9/10 03 - He 6onee + 259 OT CPeAHero 3HayeHun:
1/10 no3 - ne Bonee + 35% OT CPeAHero 3HayeHusy.,
Fd PO, BIKX 100,5 - 102,2 %
Ouerka «membannoHHoM » OAHOPOAHOCTH A03bI
9/10 03 - He 6onee + 25% or CpeaHero 3HadeHus:
1/10 203 - He Bonee + 35% o7 cpenHero aHadenmn,
29.12.2020 MexaHuueckie MuKpacKonuYeckui, 4
BRAOYEHMA 8 50 ac3ax npena Pata AoMHo 6GbiTh He Gonee 50
JacTnu avametpom 6onee 100 mkm
30.12.2020 Konuyectso no3 P P®, npamoe onpegeneHuve 241
He mexee 200
30.12.2020 PoacrsenHble npumecu BIXX Orcyrerayer
Mpumeck L - ve Bonee 1,0 %
B3IXX OtcytcTayer
Mpumecs B - He Bonee 1,0%
B3IMX Otcyrerayer
Mpumecs F - He Bonee 1,0%
BIKX Otcyrcrayer
Mprmecs M - He Bonee 1.0%
B3IMX 0,04 %
Mpumecs A - He Gonee 1,0%
B3IMX Orcyrerayer
Npumecs D - He Bonee 1,0%
BIxKX Otcyrerayer
Npumecs N - He Bosiee 1,0%
BIXKX Orcyrerayer
Mpumeck C— He Bonee 0,3%
B3MX 0,03 %
Npumecs H - He Gonee 2,0 %
BIHX 0,05 %
Eounnanan HeNAEHTUDUUMPOBAHHAR NpUMECH — He
bonee 0,5 %
BIXKX 0,13%
Cymma npumeces — pe Gonee 3,5 %
—36.12.2020 KonuyecrserHoe B3MKX 105,5 mkr/ao3a
onpeaeneHue B oakoit fose npenapara AONKHO copepmaThes ot
85 % no 115 % 6exknomeTazona AunponuoHara or
33ABNEHHOTO KONMYECTBa:
O1 85 10 115 mur
30.12.2020 Murpobuonoruyeckan F® PO, Kateropus 2 Meriee 10 KOE/r
4YucToTa Obuwee yucno 33p06HbIX BaxkTepuii 1 APOMIKEBbIX
M nnecHesbix rpubos (cymmapHo) - He Bonee 1072
KOE B 1 mn
repo, Kareropws 2 Otcytereyer
Otcytcrame Pseudomonas aeruginosas 1 mn
ropo, Kateropusa 2 Oreyrerayer
OteyteTame Staphylococcus aureus s 1 Mn
F® Pd, Kateropus 2 Otcytcrayer
Orcytereue 3HTepobakTepuis, YCTOMYMBbIX K Henuu,
81mn
29.12.2020 Ynakoska B cootseTcremm ¢ H4 Nn-002051-051219 Cootaercreyer
Mo 200 no3 Npenapara 8 antoMuHuesbi BannoH ¢ Mo 200 no3 npenaparta 8 aNloOMUHMess i
KN1aNaHOM A03upyIoWero aeficTemg 1 6annow ¢ knananom no3unpyowero
PACMbINATENLHON Hacaakod ACWUCTBUA K PACNbINMTENLHOR HacaaKow,
Kawabiir 6annon BMRCTE C MHCTPYKUMEN no Kawabit 6annon BMECTE C MHCTPYKUMed
MPUMEHEHMIO B KAPTOHHYIO Navky. M0 NPUMEHEHWI0 8 KAPTOHHYIO navky. 50
Na4ex 8 o4HoM Kopofe.
29.12.2020 Mapkuposka B cootsercraum ¢ HA ﬂﬂ-002051-051219, M3m.Nol Cooraetcrayer
1) NepBuuHan ynakosxa NeKapCTBEHHOro
npenapara 1) Nepsuynan ynaxoexa NEKapCTBEHHOro
Ha atukerke 6annona YHA3bIBAIOT TOBAPHBIN 3HaK npenapara
L PEANPUATUA-NPONIBOAMTENS, TOprosoe Ha atukeTre 6annona yrasams)
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Eennomemaou-aapcnams 33p030Mb ANA UnHransumis
A03UPOBaHHLIN, 100 MK/ 8033

Cepws: 21220

HanmeHoBaHme npenapara u MexayHapoaHoe
HenaTeHTOEaHHOE HEMMEHOBBHME, HEKaDCTBEHHyPO
dopmy, conepmalyyio MHPOPMaLMI0 0 cnocoBe
NPUMEHEHKA, K03MpoBKY, MHPOPMaLMs 6 coctase
Ha 1 n03y ¢ ykasanmem AeRCTBYIOWerO Beuwecrsa u
r0 KO/MYeCTBa, Kofuuecrag 03, yCnosus
XpaHeHus, MPEAYNpeanTenbHyo Haanuee:
«XpaHuTe g HenoctynHom ana Aeten mecren,
HOMep cepuu, CPOK roaHocTY,

TOBEPHbIM 3HaK
npe,unpmwn-npomsaoamenn, Toprosoe
HauMeHoBaHue npenapara u
ME}K.[WHBDOL’.HDG HEI‘IBTEHTUBBHHDE
HavmeHosaHne, NeKapcTeeHtan popma,
codepmaian MHGOPMaUmIo o cnocobe
npumeHeHus, A03KnpoBKa, uHbopmayua
O COCTaBe Ha 1 no3y ¢ yKaszavuem
AeAcTByOWero Bellectsa u ero
Konmqecma, KOMM4yectso Aos3, YCNOBUWA
XpaHeHus, npeaynpeaurten bHYHO
Hagnuce: praHMTb B HE’JJOCTYHHUM Aans
aetei mecrey, HOMep cepuum, cpox
rOAHOCTH.

2) BTopuynas YNaKoBKa nekapcTeentoro
npenapara

Ha nayxe ykasnisaior COKpaleHHoe
HanmeHosaHue npeqnpmmn-npomeo,qmem, ero
TOBapPHbIK 3HaK, aapec (MHaeke, CTpaHa, repog)
TORrOBOE HanMeHOBaHue npenapara u
MexayHapoaHoe HenateHToBaHHoe
HaumeHoBaHMe, NIBKAPCTBEHHYIO hopmy
COAEPKaWYI0 MHDOpMaLLMIO o cnocobe
NPUMEHEHMSR, 1031 posKY, KOMMYeCTBo 103, cocTag
Ha 1 nosy, MPeaynpeanTensHbie Hagnmcw:
«XpaHuTh 8 HELOCTYNHOM AnA netelt mecre », «He
MCNONB30BATL MO UCTEYE Htw CpoKa rogHocTMy,
«Nepen nprmeHeHuem BCTPAXHWTE Bannow s
NONOHKEHUM AHOM BBEpX », YCNIOBHA XpaHeHuMs,
YCNoBuA oTnycka, PerucTpaumorHbIi Homep,
HOMep cepuu, cpox TCAHOCTH, WTpux-kog,
$apmakog.

Hononvurensho mo F¥T HaHOCUTbCA cpeacTaa
NBEHTUDMKALMI A cucTemy MOHWTOPUHra
ABWMEHMA NekapcTaeHHbix npenaparos ans
MEAMUMHCKOrO NpumeHeHug,

2) Broprynas YNaKoBKa NEKAPCTBEHHOrO
npenapara

Ha nayke yrasamp COKpaueHHoe
HBMMEHOEEHME
npe,unpmwm-nponaaoamem, ero
TOBapHbIN 3HaK, anpec (uHaexc, CTpaHa,
ropoa), Toprosoe HanMeHoBaHme
npenapara n MeaYHapoaHoe
HENAaTEeHTOBaHHOE Ha MMeHoBaHue,
NeKapcreeHHan dopma, coaepxauian
vHbopmaumio o cnocobe NPUMeHeHus,
A03Upo8Ka, KonmyecTeo A03, cocTas Ha
1 noay, ﬁueqympegweanbJe Haanucu:
«XPaHuTL B HEAOCTYNHOM ang nerel
MecTe», «He ucnonsaosars no
MCTeYeHUM Cpoka reaHocTuy, «Mepen
NPAMEHEHUEM BCTPRXHUTE 6annow e
NonoweHun aHom BBEDX», yCnoBUA
XPAHEHUA, yCNoBUA oTnycKa,
PErUCTPAUMOHH I HOMEp, HoMep cepuu,
CPOK rogHoCTH, WTpux-koa, dapmaros,
Aononuurensuo HaHecewHsi cpencraa
MABHTU DU KAL MK ANA cucteme
MOHUTOPWHIE ABMKEH IS NeKAPCTBEHHBbIX
ﬂnenapa‘roa ana ME,D.VIL.(HHCKDFO
NPUMEHEHMS,

Cooteetcrayer

29.12.2020 XpaHeHue B 3awmwennom or cBeTa mecte, npy Temneparype

He Bblwe 25°C, spanu ot HarpesaTenbHblx

npubopos, He 33aMOparnBarTh.,
(29122020 | Cpon rogxoctu [ 2rona

l Toaen go 12 22

3aknouenue OKK: Nekapcraenney npenapar Bexnomerazon
cepuna 21220 cooTeeTcTayeT H/ ﬁﬂ-002051~051219, M3am.Nel
NepBsbiii 3am, HavyanbHuka
otgena:

“d3p0OHaTMB a3po3ons ans vHranaummn A031poBaHHbIi, 100 mxr/no3a

NoanukHuk 3INeKTPOHHOro AOKymeHTa,
noAnucaHHoro INEKTPOHHOM NOANUCHIG, XpaHuTCR §
cucteme IMMC tDapMGrquapT

CBEAEHWA O CEPTUDUKATE 30
CepTMdJM KaT: OGD?BS425?1EDODBBS EA11E4 CFB71F0143
Komy Bbigan: Baii6akos Oner Cepreeany
Aedictaurenen: 27.07.2020 no 27.07.2021

AaTta Bbinaum JakMoueHMA 0 KauecTpe 30.12.2020




