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AHaNW3bI/MCNBITaRNA NpoBeaeHt 8 cooTeeTCTEMM ¢ HE

loaex po 08.2023

@ COI-BIT-OKK-685 A.2

Crp. 1wl
Macnopr Ne 1930/2020FN
Knexcan®, pacteop ann unbexymii 4000 antyu-Xa ME/0,4 ma
Konnuecrao npogyxuum & cepuu (T.ynax) 34,878

N N014462/01-200619, uam. Nel-2

Aara Hanmenosanune Tpebosanua HY PeaynuTaTtel aHann3oB/ MenbiTaHui
aHanuia nokasarener
01.06.2020 | Onucauue Mpospayneii, o1 GecusetHoro Ao GneaHo-mentaro Coorsercreyer
ugeTa pacTsop. Nposgiaunei, Gnegro-mearoro yseta
pacteop
01.09.2020 NoAAMHHOCTE Peakunn 0bpasosaHwa 0cagka ¢ npoTamuHa Noareepaaercn
cynshartom: KpemoBo-Gensciih 0cafoH.
YO-CNeKTp: MaKCUMYM NOFAOLIEHKA DK OANHE MoareepwgaeTca
BOAMHBI 231 WM £ 2 HM.
KauvecTseHHan PEAKLMA HA HATPWIA; NACTHLIN Mogreepwpaatcs
ocagok Genoro usera
09.09.2020 CeoboaHbie cyandatel He Gonee 0,12 % 0,03
01.09.2020 MpoapauHocTs Npenapat 40AMEH BbIAEPHHBATE CPIBHEHUE CO BoiRepUBART CPIBHEHME C 3TANOHOM
CTAHAAPTHON Cycnen3uei |
01.09.2020 LeeThocrs Npenapar A0nMeH BLISEPHMBATL CPaBHEHKE ¢ BbLIABPMUBAET CPIBHBHUE C STIAOHOM
3TAN0HHbIM PACTEODOM UBETHOCTU Y4 nau BY4
01.09.2020 pH 55-75 71
11.09.2020 Mexanuuecrue B cootsercTemM ¢ pebosannamp, yunTeisan Orcyrerevior
BI/IOUYEHWA, BUaHMbIE Npeaensl AONYCTHMOCTH TaCTa.
HACTHLBI
01.09.2020 Mexannveckne 4ACTHL, pasmepom 2 10 mkm - e Bonee 6000 Ha 230
BRMOYEHHA: HEBHANMBIE wnpKy,
Jactrupl
“ACTHL PA3MEPOMm 2 25 mKM - He Gonee 600 Ha 2
WwnpMY
02.09.2020 OrHoCHTEABHAA 1,04 . 1,08 1,05
NAGYHOLTL
02.09.2020 W3sneraemoii oGuem MuHumanobiih 06uem: 2 0,40 ma 0,41
Mancumanpueii obvem: < 0,44 ma 0,42
11.09.2020 BakTepManeHsle He Bonee 100 E3 Ha 1 mn npenapara mexee 100
IHAOTOKEWHE!
01.09.2020 CTeprAsHOCTL Mpenapar gonmed GbiTe CTEPUABHBIM CTepnabHbli
11.09.2020 AHOManLHAA Npenapar AoAKEH BbiTe HETOKCHHHLIM He ToKcHuen
TOKCHYHOCTD
11.09.2020 YicnbiTanne Ha Npenapar AOAMEH BoARPKMBATE KEMLITAHKE BbiAEPHMBIET MCRBITAHME
AENPELCOpHDIR BEIeCTRa
09.09.2020 KonvuectsenHoe 3600 - 4400 ME/O,4 mn 4067
onpegeneHne;
GHTHBHOCTD aHTH-Xa
09.09.2020 KenuwecraeHHoe 800 - 1400 MES0,4 mn 1125
onpegenskme:
AKTUBHOCTD aHTH-lia
09.09.2020 KoawuecteenHoe 33-53 3,6
onpegenexme:
COOTHOWEHNE
SHTUBHOCTER
aHTM-XafanTn-lta
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Racnopr Ne 1930/20200 1

Knexcan®, pacrsop ana vHbeKuMi 4000 anme-Xa
ME/0,4 mn

Cepua: C110820

11.09.2020 ¥NaroeKa Mo 0,2 ma unk 0,4 mn uan 0,6 ma unn 0,8 ma nnu CoorbeTcreyer
1,0 man pacTeopa Npenapara 8 CTEKAAHHbINA WNpuLy, 0,4 mn pacreopa npenapata 8
{THR 1) € 3BWMTHOR CHETEMOR UEAs! CTERAAHHBIA WNPUL, (TH 1} ¢ 33w uTHOM
COOTBRTCTBEHHO. N0 2 wnpHua 8 Banctep. No 1 encTemon urnel. No 2 wnpyua 8 Snucrep.
nan S GAMCTEPOB BMECTE ¢ MHCTPYRUMEN no 5 BAMCTEPOB BMECTE ¢ MHCTPYKUMEN no
NPUMEHEHWKD 8 KAPTOHHYIO NAYKY. NPUMEHEHHIO B KADTOHHYIO NAYKY.
11.09.2020 Mapruposka Ha 3TuKeTKe wnpvuya/Wwnpuua ¢ 3amTHOM Coorvsercreyer
CUCTEMOT MIALI HA PYCCHOM R3BINE YHAILIBAOT: Ha sTMKETHE WNPUUA © 3AWNTHON
TOProsoe HAWMEHOBAHKE NPENapaTa ¢ CUCTEMON MBI H3 PYCCKOM A3bIKE
NpeaynpeaArTENsHONW MADKKPOBROH @, YKAZAHLI: YOProBOE HANMEHOBAHMKE
MEMAYHAROAHOS HENATEHTORAHKGE npenapara ¢ npegynpeautensHol
HaMMEMOBZHHE, SKTMBHOCTL Npenapata {8 ME MAPKMDOBKCH *, MemayHapoaHoe
ANTHBHOCTH aHTW-X3) B 06beme Ppenapara e HENATEHTOBAHHOE HAUMEHOBAHME,
WRPHLE/ WNPKLE € 3BLHTHOR CHETEMOI MIAb), aKTHBMOCTS Aipenapata (8 ME
NBKAPCTAEHHYIO HOPMY, NOMOTHN HOMAIHKWH AKTMBHOCTH aHTH-Xa) 6 o6beme
Canodm [naTnrckmmn Bykeamu), Homep cepun, APEnapara 8 WARKUE C 3aWMTHOR
roaeH ao. LONYCHIETCA HANWMUE BHYTPEHHErO(KX) CHCTEMON WiAb), MEKAPCTBEHHAR GOPMA,
Koaalos) npoussoavTens ufumm 20 Koaa, ufuan NOrOTMN KOMNAHKUK Carodu
rpaguueckoro{ux) snementaloa). {AaTuncHnmm Gyraamu), Homep cepuw,
Ha KapTOHHOH NavKe ANA WNPULEB/ WNPyLEs ¢ roaex A0. Hanecan BHyTPeHHUN Hog,
3ALMTHON CHCTEMOR MIABI HA PYCCKOM ABbIKE NpOM3BOAKTENA 1 2D koa.
YKA3bIBIKIT: TOPrOBOE H3WMEHOBAHKME NPENAP3aTa ¢ Ha KaPTOHHOH NAUKEe ANR WNPULEE ¢
NPEAYNPEANTENbHON M3DKUPOBKOH ®, J3WMTHOA CNCTEMON WIALI HA PYCCKOM
MEMAYHAPOSHOE HENaTeHTO83HHDE A3biKE YKA33HbI: TOProBoe
HAKMEHOBAHME, NEKAPCTEEHRYIO GOpMY, HauMeHOBAHKE Npenapara ¢
AKTUBHOCTL Npenapata (8 ME akTMaHOCTH aHTH-XA) NPeaynpeauTensHOn MapKUpOBKOR *,
B obbeme NPenapaTa B wnpuue/wnpuue ¢ MEHMAYHAPOAHOE HENBTEHTCBAHHOE
JAWMTHORN CUCTEMON HINbI, IKBMBANEHTHOR HZWMEHOBAHNE, NEKAPCTBEHHAA Gopma,
KONMUECTBO AKTUBHOID BEIECTED B mr & FKTHBHOCTEL NpenapaTa (B ME
WNPMUEIWNPHLE C 33UMTHOR CHCTEeMON Kbl AKTUBHOCTH aHTK-XA) B 06veme
KOAMHECTBO LWINPUUEB/WNPHUEE C 3aLMTHOMR Npenapara e WNpUUE ¢ 3aMTHON
CUCTEMON MINbl B YNAKOBKE, COCTaB, YCAOBMR CHCTEMON MINbI, SKEMBANEHTHOR
OTNYCKA, YCAOBWR XPAHEHWA, s XPAHUTL 8 HORMYECLTBO AKTHBHOID BELUECTEA B Mf B
HEACCTYNHOM ANA ARTEN mecTens, «CrepnabHOD, WNPULE C 33WIMTHOM CUCTEMOR UMb,
«llepes NPUMEHEHUEM BHUMATEABHO NPOMMTaKTE KONMUECTBO WNPHUEE C 3RIMMTHON
WHCTPYHUMIOR, 8 DA NOAKOMHOIO ¥ CHCTeMOi UrAbl B YNAKOBKe, COCTAN,
BHYFPUCOCYAMETOrO (B TOM YMcAe, NpH YLNOBWA OTAYCKA, YOIOEUA XDAHEHKA,
remoAnanu3e) BEELeHWAS, «He BBOAUTS «XPaHUTL B HEAOCTYHHOM ANR AETeN
BHYTPHWMBIWEYHO?, HAHMEHOBAHWE W CTPAHY mecTen, aCrepuacHoy, wllapen,
OPHAKUECKOrD AKLLA HI WMA KOTOPOTO 8bIABHO NEHMBHEHHEM BHUMATEALHO
PErMCTRAUMOHHOE YAGLTOBEPEHHE, HAHMEHOBEHNE NPOUUTANTE KHCTPYKUKIOS, «Ona
NPOK3BOAUTENR, €rO NOrOTHN W agpec (uHaeke, NOAKGIKHOTO W BHYTRUCOCYAUCTOrO (B
CTpaHa, ropoAa), N0raTun KoMnaHwi Canodmu TOM YHCAE, NPU TRMOAWANK3E)
(ramuncHumM ByKBamu), HOMED CEpHIM, AaTY ssegeHnAar, «He BBOANTL
NPOW3BOACTBA, FOASH AC, WTPUX-KOA, HOMED BHYTDUMBILBUHOR, HAMEHOBAHHE W
PerACTPRUMORHOID YAOCTOBEPEHHA, PapMaKoA. CTPAHA IOPAAMHECKOID AHLE HA UMR
Honyckaeten Hanudme sryTperHero[ux) kona{os) KOTOPOTO BbIA3HO PEINCTRIUMOHHOE
KOMNAHWUH NPOMIBOANTENA W rpadmueckoro(ux) YAOCTOBEPEHNE, HAMMEHOBAHME
Inementz(o8). NPOM3IBOANUTEAR, ErO AOICTHN N 30pEC
JlonoaHuTenbHe MOMET GbiTh HAHECEHA {nmAeKE, CTPaua, ropoa), noreTun
UHPOPMALMA AN% MOHUTODUHIA ABHMEHHA KoMNaHuh CaHodn (AATWHEKUMAK
NEXAPCTBEHHBIX NPENARATOB OT NPON3BOAUTENR AD GyrBamm), HOMED cepui, faTa
KOHEWHOFO noTpebutenn. NPGU3BOACTER, (OAEH A0, WTPUX-KOG,
C UBNLIO KOKTPOAA NEPBOTO BCKOLITUA HA HOMEP PErucTPaLMOHHONG
HAPTOHHYIO NAYKY ACNYCHASTCA HAKAEHBAHKE YAOCTOBEPEHUA, BapMaxoa,
CAMOHAIEALMKCH CTUKEPOB. LoNonHHTEARHO HBHECEH MHDOPMAUNA
DNA MOHUTOPUHFA ABMMEHWA
NERADCTBEHHLIX NPENAPATOB OT
npoU3IBCAMTENA A0 KOHEYHOrD
norpeburenn.
11.09.2020 Xpaxenue Npwn Temneparype He sbiwe 25 °C, Cooreetcrayer
11.09.2020 Cpox rogHocTH 3 ropa. CooTsercrayer

fogen po 01.08.2023
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Cmp.3m3
Macnopr Ne 1930/2020rN
Haexncan®, pacTsop 4nA nHvexrumi 4000 aHth-Xa
MESO,4 mn

Cepwa: C210820

3awmoqenue OKK: AexapereeHuuii npenapat KnexcaH®, pacteop Ana wibekuwi 4000 antu-Xa ME/0,4 ma cepun C110820
cooTaercreyer M N014462/01-200619, mam. Nol-2

HadanbHMK aHAAHTUMECHOR
naboparopun:

s

NOAAUHHUK INRKTPOHHOMD AOKYMEHTA,
NOANWCAHHOIO INEKTPOHHORA NOANWCLIC, XPAHMTCA 8

Komy Beiaan: 3yGapesa Kdnna Bauecnasosma
L,lleﬁcrsme.neu: ¢ 15.01.2019 no 15.01.2021

[1aTa Buifauw 3aKNI0MEHKMA O Kadectee 11.09.2020



