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Haumenosanune npenapara no HO

Homep cepun

C140820

Aara nponssoacrsa 25.08.2020

AHANN3EI/UCNBITANUA NPOBEACHDI B COOTRETCTBMM C HA

logeH po 08,2023

N N014462/01-200619 uzm,1,2

@ CON-BIi-OKK-685 A 2

Crp. I ua3
Nacnopr Ne 2060/2020rN
Knexcan®, pacteop 4nA nHbekymii 8000 anTu-Xa ME/0,8 mn
Konnuectso npogyxuuu 8 cepun {r.ynax} 11,372

Aara Haumewnosanue Tpebosauna HA, PeaynbTaThl aHaAM308/McNbITanMil
aHannza nokazarenew
23.09.2020 | Onwucanme Npozpauusii, or GecupetHoro ao 6negHo-wenToro Cooreercrayer
LEETa pacTeop. NMpoapauneifi, Greano-nentoro upera
pacTeop.
23.09.2020 MoanMHHOCTL Peakumn o6pasceanma ocaaka ¢ NPOTamMHHa Noareepwaaerca
CyNbdaToM: KPEMOBO-GeNnpiih 6Ca oK.
YP-CNewvp: MakCumym NOFAQIEHNA npu aause NoaTreepwaaeTca
BOAMLI 231 HM 1 2 Hm.
KauecTBeHHAA PEAKUMA HA HATPMIA: NAGTHLIF Noateepmgaercn
0tagox 6enoro usera
22.09.2020 Coobogneie cynndater He Bonee 0,12 % 0,04
23.09.2020 Npo3pausocTs Npenapat goMmueH BoIAeDKHBATE CpaBHerme co BbIOepMMBAET CPABHEMME C 3TANOHOM
CTAHABPTHOR CYCNEHInei |
23.09.2020 UeeTHoCTy Mpenapar gonmen sugepHmnBaTe CpaBHRHME C BhIfepHUBART CPABHEHME C 3TIACHOM
ITANOHHLIM DACTBOPROM LUBETHOCTH Y4 uaK BY4
23.09.2020 pH 55-7,% 7.0
01.10.2020 Mexannueckme B cooTseTcTEMM € TPEBoBaHMAMY, YuHTbIBAA Otcyrereyror
BHAIOYEHNA: BUgHMbIE NPEASAL AONYCTHMOCTW TECTa.
YaCTHUb!
23.09.2020 Mexannyeckue 4aCTMY Da3Mepom 2 10 mum - He Bonee 6000 Ha 27
BRAKNEHKA, HEBHAMMbIE wnpuy
YACTULLBI
HaCTUL, paamepom 2 25 Mum - He Gonee 600 Ha 2
WINpHL,
23.09.2020 OTHOCHTEALHER 1,04.108 1,06
NAOYHOCTD
01.10.2020 H3Bnexaemuth 06vem MuHUManLHBIA obbem He menee 0,80 mn 0,82
11.09,2020 BakrepuansHbg He Bonee 100 E3 va 1 mn npenapata Me#xee 100
3HAOTOHCHHBI
24.09,2020 CrepmabHOCTy Apenapar goamen BbiTk CTepHAbMLIM CTepuabHbIin
24 .09.2020 AHOMANLHARA Mpenapar gonmen BuTb HETORCHYMBIM He ToHcuuem
TOKCMMHOCTD
01.10.2020 HMcAsiTaHue Ha Mpenapar AONIKER BLINEPHHBATE MCNBITIHME BelARmHMBRET MCNbITaHKe
AENPELCOPHBIS BEWECTea
18.09.2020 KoawuecrtaeHnoe S000 - 11000 ME/mn 10291
onpeneneHne;
SHTHBHOCTL IHTU-Xa
18.09.2020 Konwyectennoe 2000 - 3500 ME/mn 2785
onpeaengHme.
AKTUBHOCTb 3HTH-I13
18 05.2020 KoarnuecteexnHoe 33-53 3,7
onpegenenme:
COOTHOWEHME
BHTMBHOLTEH
autu-Kafanm:la




® CON-BN-OKK-685 A.2

Ctp. 2133
Racnopr Ne 2060/2020rN
Kpekcam™, pactaop Ana vibexuwi 8000 amim-Xa
ME/Q,B mn

Cepua; C140820

01.10.2020 ¥nakoska Mo 0.2 ma nau 0,4 M nam 0,6 ma nau 0,8 mn nan Cooreercrayer
1,0 mn pacTaopa NPenapaTa B CTEKARHHLIL AP, 0.8 mn pacTeopa npenapata 6
{rin 1} C 33LUMTHOR CHETEMOI Uil CTERARHMBIA wWnpL (Trn 1) € 3auuTHOR
CoCTBTCTBENHO. [0 2 Wwnpwrua 8 Ganctep, No 1 eucTemoit winwl. Mo 2 wnpuua 8 6auctep.
uAK S BAUCTEPOR BMECTE C HMHCTPYKUKENH NO 5 6AMCTEPOB BMECTE © MHCTPYRUMER ND
NPHMEHSHMIO B KAPTOHHYIO NAYKY. ODMMEHEHUIG B HAPTOHHYIO NAuKy.
01.10.2020 Mapruposka Ha 3TMkeTHe Wnprua/wnpuya ¢ 3awmrHoi Cooraercrayer
CHCTEMOMN MIIbI HA PYCCKOM RIBIKE YHAZLIBAKIT: Ha 3atikeTke wnphya ¢ 3awmTHOR
TOPToBOL HAMMEHOB3HWE NPEN3pPaTa C CHCTEMON UMbl HA PYLCKOM A3bIKE
NPEeAYNPeaRTeNbHOR MAPKHUPOBKO ®, YKA33HL1 TOPrOBOR HAWMENOBAHWE
MEKAYHAPOAHOE HENATEHTOBAHHOR NPEenapara ¢ npeaynpeanTensHom
HAWMEHOBAHMWE, AKTHBHOCTE Npenapata (s ME MADKMPOBKOA ®, MemAyHapoaHoe
AHTUBHOLTY 3HTH-Xa) 8 obveme npenapara HENATEHTOBAHHOE HANMEHOBAKKE,
WApHUE/WNPULE € 3FUHTHON CMCTEMON Wi, AKTUBHOCTL Npenapara (8 ME
NEKBNCTBEHHYIO GOPMY, ACTOTUR KOMNIHKK AKTMBHOCTY aHTH-Xa) B oBveme
CaHodn [natuHcummu Byrsamu), Homep cepun, NPEnapata B WAPMUE C 3aWMTHON
roaeH ao. CUCTEMON MINbI, NEKAPETBEHHAR GODMI,
Honyckaevea Haname BHYTpenHEro(ux) koaa{os) NOTOTMN HoMNanuy CaHodn
nponagoautens wfunm 2D Kopa, nivan (naTuHEKMMK BykBamu), HOMEp cepiv,
rpaguyeckorof ux) anementa(os) roneH Ao, HaHeceH BHYTpEHHMiA Kog,
Ha kapTonHoi navuke ana wnprues/WNpuUEs ¢ npovlscanTenn v 20 koa.
3AWMTHON LNCTEMON UMbI HA PYCCHOM AZbINe Ha KapToMHOR naske gns wnpuues ¢
YHA3bIBIOT! TOPFOBOE HaMMEHOBAHME NPENANATA ¢ FAATHOR CUCTEMOM MIABI HA PYCCKOM
NPeaynNpenuTeALHOR MApKWPOBKOH &, A3bIKE YKAIAHLI: TORIOBOR
MEKAYHADOAMOE HENATEHTOBAHMOR HAMMEHCB2HWE NPenapaTa ¢
HAUMEHOBAHME, NEKIPCTBEHHYIO GOpMY, NPEeayNPeaNTEALHON M3PKMPOBKOL ®,
AKTMBHOCTL NPenapara (B ME akTWBHOCTY aHTu-XA) MEMAYHANOAHOR HENATEHTOBIHHOE
8 obkeme Npenapara 8 wrpuue/WwNpruUe HAWMEHOBAMUE, NEHAPCTBRHHAR GOPMa,
JAWNTHON CHETEMOM MINKI, IKBKBANEHTHOR BKTUBHOCTL Npenapata (B ME
HOAVMMECTBO BKTUBHOTO BEILECTBR & MF 6 BHTUBHOCTY aHTK-XA) B 06beme
wiprue/WnNpuLe ¢ 3auuTHON CHCTEmMoii WiNBL, NPeNapara B WNpYue ¢ 3aiWUUTHOM
HONHHECTBO WNPMLEB/WNPHLEE ¢ 3aWWTHON CUCTEMON WrNbl, 3KBUBRNEHTHOE
CHCTEMOW UINLl 8 YN3KOBKE, COCTIB, YCAOBKA KONUYECTBO aKTMBHOIO BRLECTEA B M B
OTNYCH3, YCNOBKA XPIHEHMR, a XPAHUTL & WNPHUE C 33WMTHOR CUCTEMON HUINLI,
HEAOCTYNHOM ANk AeTedl mecTes, «CTepUALHOY, HOMMYECTBO WNPUUEE € 3BLHTHOMR
wflepen npUMeHEHUeM BHMMATEABHO npovxTanTe CUCTEMOA UIAbE B YNIAKOBKE, COCTAB,
HHCTPYHUMION, #INA NOAKOMHOIO 1 YCNOBHA OTNYCKA, YCAOBUA XDAHEHHA,
BHYTPUCOCYANCTOrD (B TOM YHCAR, NPW «XPAHATE B HEAOCTYNHOM AAA AeTel
reMoAMANnae) eseaeHnn s, cHe BaoaHTL mecrer, «CTepnasHo», alepen
BHYTDUMBILEYHO S, HIMMEHOBAHUE W CTPAHY NPUMEHEHWEM BHUMBTEABMO
WPHAHYECKOIO AMLA H3 MMA HOTOPOFD BLIAAHO NPOUMTAITE MHCTDYRUMIO®, «flan
PETUCTPALIMOHHOE YROCTOREPEMME, HAKMEHOBAHNE NCAKOKHOID W BHYTPMCOCYANCTONO (8
RPOU3IBOAWTENR, B0 ACTOTHN W 3APEC (WHAOBKC, TOM YKCAR, NPU Femoauannie)}
CTPaHa, FOPOA), NOIOTHN KOMRAHKMK CaHodw BEEASHWAY, «He BEOAUTY
{naTiscknmn Gyksamn), Homep cepuw, gaty BHYTOHMBILEUHOH, HAMMEHOBAHHE W
NPOUIBOACTEI, FOAEH AC, WITPHX-KOA, HOMED CTRANA KOPUAWHECKOTO NUUE Ha MMA
PerncToaLMOHHOrO YAOCTOBRPEHUA, hapmanogd. HOTOPOroO BHIAAHG PETMCTPAUMOMHGE
Aonycraerca Hanwune BHyTpEHHEro{Mx) KOaa(oB) YAOCTOBEDEHME, HAKMEHOBAHWE
NPOV3BOAWTENA M fPadrieckoro{mx) NPOM3BOANTEAA, ero NOTOTHN 1 AAPEC
snemenTa(oB). {wnaenc, cTpana, ropoal, norotvn
LONOAHWUTENBHO MOMET BbiTh HAHECEME Komnanmmn CaHodm (naTuHCKUMMK
MHAOOPMAUMA AR MOHHUTOPMHIE ABHUIKEHUA GywBamn}, HOMED Cepun, AaTa
NEKAPCTBEHHLIX NPENADATOB OT NPCM3BOANTENA A0 NPOW3BOACTBA, FOAEH AO, WTPHX-KOA,
KoMewHoro notpelutenn, HOMED PETUCTPAUMOHHOrD
C Uenbio KOHTPONA NEPBOCD BEKPLITHA HA YOOCTOBEPEHWVA, hapmakoa,
KAPTORHYIO NAauKy AONYCKILTCA HAKNSUBIHUES FONONHKTENLHO HANECEHR MHBOPMALMA
CAMOKNRAUXCA CTHKEROB, AAA MOHUTOPUHIA OBUHEHUA
NEK3PCTBEHHBIX NPERaPaToOB OT
NPONIBOAUTENA A0 KOHEMHOIO
horpebutens.
01.10.2020 XpaHenwne fIpwn Temneparype He pbiwe 25 *C. Cooteercreyer
01.10.2020 CpoK roaHocTH 3 roga. CooTeercTayer

lonen a0 01.08.2023




@ CON-BN-OKK-685 A.2

Crp. 3wua3
Racnopr Ne 2080/2020rN
Knexcan®, pactsop ans wHsenumii 8000 anrtu-Xa
MES0,8 mn

Cepun: C140820

3akmougnve OHK: Nexapcraemnpii npenapat Knexcau®, pacteop AAR nrbekupii 8000 aHtn-Xa ME/O,8 ma cepwn {140820
cooTeercrayer 1 N0O12462/01-200619 nam.1,2

HavaneHuk aHanuTuueckon

naboparopym:

|"

NoanvrHnk 3nekTpOHHOro ACHYMEHTA,
ROANKCAHHOTO INEKTPOHHOR NCANMELKD, XPAHKMTCA B
cucTeme IUMC @apmeranaapt
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