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HanmeHosakue npenapara no HA,

Homep cepun

C200521

Aara npoussoacrea 10.05.2021

AHAAM3LI/MCNBITAHMA NPOBEAEHDI B COOTBETCTBWMW ¢ Hf

lfogen go 05.2024

@ COr-BI1-OKK-685 A2

Crp. 1 ;3 4
Macnopt Ne 040000244115
Knexcan®, pacTBop Ana nHbekuni 6000 aHTu-Xa ME/0,6 mn
Konnuecrso npoayummu B cepui (T.ynak) 17,244

HA N N014462/01-200619, Ham.1,2,3,4

Hdara HanmenoBaHue TpeGosanun HA, Pe3ynbTaTthl aHAAM30B/McnbITanKi
aHanu3a nokasarenei
10.06.2021 | Onucanme Npo3padHbif, 0T GeCUBETHOTD AL BAEAHO-MEATOrO CooTeercreyer
uBera pacTeop. Npo3apauneiii, GnepHo-MenToro upeTa
pacTaop.
10.06.2021 NoasrHHOCTS PeanunA 06pazoBaHNA CCAAKA ¢ NPOTAMUHA NoareepmAaeTca
cynbdatom: kpemoeo-Genblfi oCaacK.
YO-CNeKTP: MAKCHMYM NOCAOWEHHA NPW gAHHE NoareepgaeTca
BOAHLY 231 HM * 2 H.
KauecTBeHHaRA peakuMA Ha HAaTPHIA: NNOTHLIR NoaTeepwaaeTca
QcaaoK Benoro ueeta
17.06.2021 | CeobogHuie cynedars He Gonee 0,12 % 0,03 %
10.06.2021 Mpo3payHocTe Mpenapat pOAKeEH BbIAEPHHBATL CPABHEHKE CO BbifepHMBaLT CPABHERNE € ITANOHOM
CTAHAARTHON CycneH3wei |
10.06.2021 LipetHocTL penapaT AOAKEH BLIAEPHMBATL CP3BHEHWE C BbigepuBaRT CPABHEHME C ITANOHOM
3ITANOHHLIM PACTEOPOM LBETHOCTH Y4 wan BY4
08.06.2021 pH 55-75 7.5
08.06.2021 Mexaunueckne B coovseTcTenu ¢ TPpeGOBaHURMM, YUUTLIBEA OTeyTersyior
BRAKOMEHWA: BUOWMbIE npeaentt 40NYCTHMOCTH TecTa.
HaCTMUR
10.06.2021 Mexannueckue YatThL pasmepom 2 10 mem - He Gonee 6000 Ha 287
BKAOYEHHA: HEBKWIUMbIE wnpuy
HacTyUb!
YACTUY pasmepom 2 25 mKm - He Gonee 600 Ha 1
WNpMLy
10.06.2021 OTHOCHTeNbHAA 1,04 -1,08 1,05
NAOTHOCTL
09.06.2021 Hzpnexaembiid obbvem MuHUMaNEHBIA 06bem He meHee 0,60 mn 0,62 mn
08.06.2021 BakTepuansHbie He 6onee 100 £3 Ha 1 mn npenapara meHee 100
IHAOTOKCHHbI
30.06.2021 CTEePUABHOCTL MNpenapat AoNKeH GbiTh CTERUABHBIM CrepunsHetia
30.06.2021 AHOManbHan Npenapat aonkeH GLITh HETOKCHHHBIM He ToKkchieH
TOKCMMHOCTD
24.06.2021 HcnbiTaHKue Ha Npenapar AcAKEH BLIAEPHHUBATE UCNILITAHWE Bbigepmueaet
AENPECCOPHbIE BRWeCTRa
07.06.2021 HonwqectaeHHoe 5000 - 11000 ME/mn 10397
onpegeneHue:
AKTHBHOCTL 2HTH-Xa
07.06.2021 KonwaecreenHoe 2000 - 3500 ME/mn 2884
onpeaeneHue:
IKTHBHOCTL AHTH-1a
07.06.2021 HoauvecragHHoe 33-53 36
onpeaeneHye:
COOTHOWEHWe
AKTHBHOCTER
aMTm-Xafantu-lla




& COM-BIT-OKK-685 A.2

Crp. 2 u34
Nacnopr Ne 040000244115
Knexcan®, pacteop Ana nHbekumi 6000 anTr-Xa
ME/0,6 mn

Cepwa; 200521

08.06.2021

YNnaxkoBKa

1 BuA, yNavOBKKM

No 0,2 mn nam 0,4 ma, nan 0,6 mn, nan 0,8 ma
pacTBOPa Npenapata & CTEKARHHLIA Wnpwy {Tun 1)
cooTeeTcTBeHHo. Mo 2 uav 3 wnpuua e bancrep.
Mo 1 uan 5 6ancrepoe (2 wnpuua 8 Ganctepe) nam
no 3 6aucrepa (3 wnpuuya B Gancrepe) amecte ¢

WMHCTPYRUMEN NQ NPUMEHERKID B KAPTOHHYID NAuHY,

2 BUA YNAHOBKM

Mo 0,2 mn nan 0,4 ma, van 0,6 mn, unm 0,8 ma
PacTBOPa NPenapaTa 8 CTeKIAHHLIA wnpuwy {Tun 1)
€ JBWATHON CHCTEMOI MINbI COOTBETCTBEHHO. Mo 2
wnpwua 8 Sanctep. No 1 uau 5 Bancrepos BmecTe
€ UHCTPYHUMEH NO NPUMEHEHWIO B KARTOHHYIO
NavKy.

Cooreercreyer

0,6 mn pacTBOpa Npenapara B
CTeRAAHHBINA Wnpwry (Tvn 1). Mo 3 wnpuua
8 Baucrep. 3 6ancrepa (3 wnpuya 8
GnucTepe) BMECTE C MHCTPYRUMEH NO
NPUMEHEHHMIO B KADTOHHYIO NAYKy.




& COMN-BIM-OKK-685 A.2

Crp. 3md
Nacnopt Ne 040000244115
Knencan®, pacTeop onR viHbexumi 6000 aHTn-Xa
ME/Q,6 mn

Cepua: C200521

08.06.2021 MapsmpoBaka Ha 3TMHeTKe WNpYUa Ha RYCCKOM A3bIKE Cootgercrayer
YHA3LIBAIOT: TOProBOe HAMMEHDOBAHWE NPEN3paTa ¢ Ha 3TMHeTKe WNpUua Ha PYCCKOM A3bIKe
npeaynpeavTensHON mMapHUpCBROH ¢, YKa3aHbl: TOProBOe HAMMEHOBAHWE
MEMAYHAPOAHOE HENATEHTOBAHHOE npenapara ¢ NnpeaynpeauTenbHon
HaWMEHOB3HWE, aKTMBHOCTL NPenapara (B8 ME MapKUPOBKOW ®, mewayHapogHoe
AKTMBHOCTH AHTK-Xa) B o6beme npenapara B HEMATEHTOBAHHOE HAUMEHOBAHHE,
WNPULE, NEKAPCTBEHHYIC GORMY, ACTOTHN aKTMBHOCTL Npenaparta (B ME
KomNanuK CaHodW (naTMHCKumK BykBamu), HoMep BKTHMBHOCTW aHTKH-Xa) B 0bbeme
CEpYM, roagH A0. NPenapaTa B WNpWLEe, APHAPCTBEHHAA
JonycHaeTca Haau+Kne BHYTReHHera{ux) konalos)} bopma, MOTOTUN KoMNaHWK CaHodn
npow3egauTenn n/namn 20 Koga, uinam {naTMHCKMMA ByKBaMK}, HOMED Cephn,
rpagmueckoro(ux) anemenralos). rogen go.
Ha 3TuKeTHe IWNPUUA ¢ 33WMUTHON CUCTEMOH vrb! Ha KapTOHHOM NaYke ANA WNPULEB Ha
Ha PYCCKOM R3LIKE YHAILIBAIT: TOProsoe PYCCKOM RA3LIKE YKa3aHb: TOprosoe
HAUMEHOBAHWE NPEenapara ¢ NPeAYNPeAUTEALHOR HaWMEeHOBaHWE Npenapata ¢
MapKMPOBHONA *, MesmayHapogHoe npeaynpeauTentHON MapKMpoBHOH @,
HEMAaTEHTOBAHHOE HAMMEHOBAHNE, AKTUBHOCTDL MENAYHAPOAHOE HENATEHTOBAHHOE
npenapata (8 ME akTMBHOCTY aHTK-Xa) B ofveme HaWMEHOBAHWe, NeKAPCTBEHHAA Gopma,
NpenapaTa 8 WNPHLE C 3AWWTHON CUCTEMOR HINbI, KTMBHOCTL Npenapata (B ME
NeKapCTBEHHYID GOPMY, NOTOTHN KOMNAHWK KTMBHOCTH aHTW-XA) 8 obueme
CaHohu (naTMHCKUMEK ByKBamK), HomMep Cepun, npEenapara B WNPWUEe, IKBUBANEHTHOS
roaeH ao. KOAMUECTBO AKTWBHOMD BEWECTaa B Mr @
Aonyckaerca Hannume sHyTpesHero{vx) kopalos) IWNPALE, KOAWYECTEO WINPULES &
npov3sogutena ufunu 20 kopa, u/nan YNAKOBKe, COCTAB, YCAGBKMA OTNYCKA,
rpatmdeckoro{ux) anemenra{os). YCNOBHA XPAHEHKWA, «XPAHKTL B
Ha KapTOHHOMA Nauke ANA WNPKUEB/WRPUUES C HEQOCTYNHOM ANA AETEN MecTen,
IBWMTHOA CHCTEMOH MEALL HA DYCCKOM A3bIKE «CTepunbHo», wllepen npumeHeHvem
YKa3bIBaKT: TOPFOBOE HAUMEHOBAHWUE NPEenapaTa ¢ BHUMATENEHO NPOMWTAIATE UHCTPYHLMKION,
npeaynpeauTensHOM MapkMpoBHon ®, «AA NOAKOMHOID K BHYTPHEOCYAUCTONO
MEMAYHAPOAHOR HENATEHTORAHHDE (B TOM YKMCAR, NPK remoArannae)
HEWMEHOBAHHE, NEKARCTBEHHYIO GOpMYy, 882/18HUAR, «HE BBOAWTL
AKTHBHOCTL Npenapara {8 ME aKTUBHOCTH aHTH-XA) BHYTPMMBIWEYHO», HAUMEHOBAHWE W
8 0Gbeme NpenapaTa B wnpuue/WwnpuLe ¢ CTPaHa IOPMANYECKOTD MLA HA MMA
3AWMTHOM CHCTEMOM WUINbI, IKBUBANEHTHOR HOTOPOTO BbIABHO PEMCTPALIMOHHDE
KONMUECTBO AKTHBHOIO BELLECTBa B Mr B YAOLTOBEPEHME, HAMMEHOBAHWE
wnprue/WnpyUe ¢ 33WHTHON CUCTEMON WA, NPOV3BOAVTENA, IO AQTGTHN K 3Apec
KOAMYECTBO WNPHMUEB/LNPALSE C 3ALNTHON {uHgexe, cTpaHa, ropoa), noroTMn
CUCTEMOIA UIAb) B YNAKOBKE, COCTaB, YCADBUA HOMN3HMY CaHObM (NATMHCHMMUN
OTNYCKA, YCAOBWA XPAHEHWA, # XDAHWTL B Byxsamn), HOMED CEPVKM, AaTa
HEADCTYNHOM ANA AeTe mecTes, «CTepruAbRos, NPOM3BOACTES, FOAEH AO, WTPHX-KOA,
«Nepes NPUMEHEHHEM BHUMATEALHO NPOYUTaNiTE HOMEP PErMCTPALMCHHOTO
MHCTPYKLMIOD, « LA NOAKOKHOIO 1 yAocToBepeHna, bapmarep,.
BHYTPUCOCYANCTONS (B TOM YKUCAR, NEW fononuntensHo HaHeceHa MHGOPMaUKWA
remoanannae) BBEASHKAY, «He BBOAWTL HNA MOHHTOPWHIE ABMMEHHA
BHYTPUMbIWEYHO», HAUMEHOBAHHNE WU CTPaHY NEHAPCTEEHHbLIX NPENAPaTos OT
IOPUOMYECKOTC TMUA HA MMA KOTOPOTD BbIAAHO NPOH3BOAMTENA A0 KOHEUHOMD
PErMCTPaUMOHHOE YAOCTOBEPEHUE, HAWMEHOBAHHE netpeburens.
NPOK3BOOMTENA, 8r0 NOTOTHN K agpec (MHAEKE, C UeNbID KOHTPONA NEPBOTD BCKPLITHA HA
CTpaHa, ropog), MoroTwn Komnanuu CaHodn KAPTOHHYIO NAYKy HaKAEeHbl
{naTuHCKUMK ByKBaMU), HOMED Cepum, AATY CaMOKABALLMECH CTMHEPDI,
NPOW3BOACTEA, TOAEH A0, WTPHX-KOA, HOMEpD
PErMCTRALMCOHHOIC yOOCTOBEPEHUA, dapmaros,
Aonyckaetcn Hanwuue BHYTpeHHeroux} kopalos)
NPOU3IBOAKTENA U TPaPUUECKOrO{1x)
InemenTa(os).
[onoAHMTEALHO MOMET BbITh HAHECEH]
WHPOPMALMA ANA MOHUTOPHHIA JBUMEHKA
NEKIPCTBEHHbIX NPENapaTos OT NPOU3BOAWTENR A0
KOHBYHOrS noTpebutens.
C LeNbI0 KOHTRONA NEPBOrO BCKPLITUR Ha
KaPTOHHYKD NauKy OONYCKAETCA HaKIRMBAHKUE
CAMORNBAWMXCA CTMKEPOB.

08.06,2021 XpaHenme Mpy Temneparype He abiwe 25 °C, Cooreercreyey




@ COTI-BIT-OKK-685 A.2

Crp. 4 m34

Nacnopr Ne 040000244115
Knexcan®, pacTeop AnA HHbexunid 6000 antu-Xa

ME/O,6 mn

Cepun: C200521

08.06.2021

CpOK roaHoCTH

3 ropa.

Coorsercreyer

lopen oo 01.05.2024

3amodenune OKK: NekapereerHbli npenapar Knekcan®, pacteop ana uHvekuwi 6000 aHtu-Xa ME/Q,6 ma cepun C200521
cooreetcTyeT HA N N014462/01-200619, Mam.1,2,3,4
Bropoit 3amecTuTens
HavanpHWKA oTAEAa
KOMTPOAA KavecTsa:

MOAAMHHKK INEKTPOHHOTO AOKYMEHTA,
NOANUCAHHOID 3AEKTPOHHOMN NOANMCHIC, XPAHUTCA B
cucreme fIMMC dapmeranaapt

Ceprndunar: 02a5¢541007dacafbedecafBhb2ieda219
Komy BbigaH: Hoaawuyk TATbAHA ANEKCEESHA
u[l,eﬁcrsmenen: €24.11.2020 no 24.11.2021

~

CBEAEHWA O CEPTUDUHKATE 3N

J

Aata ewAaun 3armodeHna o Kavectee 30.06.2021




