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Homep cepun
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{ Ananusbllucnb,r[auun NpoBEAEHbI B COOTOETCTBMM ¢ HY|

@ COTI-BI1-OKK-685 A.2

Crp. L ua4
Nacnopt N2 040000297265
KnexkcaH®, pacrsop AnA MHbeKuwii 8000 anTu-Xa ME/0,8 ma
Konuuectso npoaykuMu 8 cepuu (T.ynak) 13,018

lToaeH ao 12,2024

HA N N014462/01-200619, U3m.1,2,3,4,5

Aara HaumeHoaaHue Tpe6oearwa HA, Pe3ynuTaThs aHaAW3IOB/MCRLITAHMI
aHanusa noxasarene#i
25.01.2022 OnRucaHue NpoapavHbiid, ot GecysetHoro a0 BaegHo wentoro CooTeercreyer
uBeTa pacTeop. Mpo3apauHeih, GnegHo-wentoro ugera
PacTeop.
25.01.2022 MopAvHHOCTe Peakuun oBpa3osaHua 0Cagka ¢ NpoTamMuKa NMoaTeepaaeTca
cynbdaTom: Kpemoso-6enblit 0caoK.
YP-CnexTp: Makcumym NOrnoweHuA npy anune NoareepwaaeTca
BONMLI 231 M £ 2 Hm,
KauecTeeHHan peakyuA Ha HaTpuii: NAOTHLINA NoaTsepwaaerca
ocafox Genoro userta
01.02.2022. CooBoaHbie cynbdathl He Gonee 0,12 % 0,03%
. 28.01.2022 MNpospaynecTs fpenapar ACNKEH BbIAEPHMHBATD CPIBHEHWE CO BbIASPHUBAET CPABHEHWME C 3TANOHOM
CTAHABPTHON CyCrieH3unei |
- 01.02.2022 LigeTHGCTE Mpenapar AONMeH BoIAEPKUBATE CPABHERME C BolAepIKUBALT CPABHEHWE ¢ ITANOHOM
STANOHHbIM PACTBOPOM LBETHOCTH Y4 WAK BY4 "
. 25.01.2022 pH 55-7.5 6,6
21.01.2022 MexaHuuyeckue B COOTBETCTBUM C TPEBOBAHMAMU, YUUTEIBAA Orcyrcreyior
BRAKOUEHMA: BUAKMBIE npeaent QONYCTUMOCTH TecTa.
HACTULBI = ..
28.01.2022 Mexauuueckue HacTvy pasmepom 2 10 mrm - He Bonee 6000 va 44
BHAIOYEHUA! HEBMAWUMBIE WNpHLY
4ACTULBI
4HacTUy, pasmepom 2 25 mim - He Gonee 600 Ha 0
wnpuiy
| 28.01.2022 OTHOCHTENLHAA 1,04 -1,08 1,05
_ | nhoTHOCTE
28.01.2022 W3pnexaemulii obbem MuHnmManoHbii o6vem He mexee 0,80 mn 0,82
. 02.02.2022 BakrepransHele He Gonee 100 E3 Ha 1 mn npenapata mexee 100 :
3HAOTOKCHHBI T )
. 27.01.2022 CTepunbHOCTL Npenapart AomKeH GuiTe CTEPHAbHLIM CrepuAbHLIR
27.01.2022 AHomaneHas Npenapar goameH BuiTb HETOKCUUHBIM He ToKcuueH -
TOKCHYMOCTb
28.01.2022 HenwiTaHue Ha MNpenapar ACAMEH BbIABMHUBATE HCNBITAHHE Botgepmusaer
AENPECCOpHELIE BelLecTsa P
21.01.2022 Konu4ecTaeHHoe 9000 - 11000 ME/mn 10428
onpeaenexune;
AKTMBHOCTL AHTH-Xa
21.01.2022 KoavuecrseHHoe 2000 - 3500 ME/mn 2907
onpeaeneHme:;
AKTUBHOCTL aHTH-lla
21,01,2022 KonuvectseHHoe 3,3-53 3,6
. onpeagneHue:
COOTHOWEHWE
HTHBHOCTEH 3
aHTu-Xa/anTu-lla




@ COIMT-BIT-OKK-685-A.2-

Crp. 213 d

Nacnopr N 040000297265

Knexcan®, pactaop Ana wioekumd 8000 aHTH-Xa
ME/O,B mn

Cepun: C411221

21.01.2022

YNaKoBKa

1 BKA YNaKoBKW

No 0,2 mn wan 0,4 mn, naun 0,6 ma, nam 0,8 ma
PACTBOPA Npenapara B CTEKARKKLIA wnpuy, (Tun ()
COOTBETCTBEHRO. Mo 2 waun 3 wnpuua s Bauctep.
No 1 uan 5 6aucrepoe {2 wnpuua B Bauctepe) uan
no 3 6aucrepa (3 wnpwua s Sanctepe) emecte ¢

MHETPYKUMEN NO NPUMEHEHWHD B KAPTOHHYIO MauKy.

2 BMA yNaKoBHY

Mo 0,2 mna uau 0,4 mn, nnk 0,6 Ma, uau 0,8 ma
pacTeopa npenapara B CTeKAAHHLIA wnpuy, {TUn )
€ 33UMTHON CUCTEMOI UIALI COOTBETCTBEHHO. Mo 2
wnprua s 6aucrep. Mo 1 unn 5 Gancrepos emecte
€ UHCTPYKUMET NO NPUMEHEHWIO B KAPTOKHYIO
nauky.

CooTteetcrayer

0,8 mn pacTeopa npenapara B
cTeRAAHHBIG wnpuy, [Tun 1} No 3 wnpyua
8 Bauctep. 3 Baucrepa (3 wnpuya s
GavucTepe) BMECTE € MHCTPYKUME no
NPUMEHEHUIC 8 KAPTOHHYIO NAYKY,
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@ COIT-BIT-OKK-655 A2

Crp. 3 u34
MacnopT Ne 040000297265
Knencan®, pacteop Ana uHbexumi 8000 aHTH-Xa
ME/0,8 mn

Cepuna: C411221

21.01.2022 MapkuposKa Ha aTukerke wiNpuLa Ha pyccHom A3bIke CooTeercreyer
YKa3bipaloT: TOprosoe HaWMEHOBAHWE Npenapara ¢ Ha aTuKeTHe NpUUa Ha PYCCHOM A3biKe
npeaynpeaAuTensHoi MapKkUpoBKON @, YKa3akhl: TOPrOBOE HAMMEHOBAHWE
MENAYHBPOAHOE HEeNATeHTOBaHHO. npenapara ¢ NpeaynpesuTenbHOR
HAWMEHOBAHME, SHTMBHOCTL Npenapara {8 ME MapHRHPOBKOW *, mexayHapogHoe
AHTMBHOCTYK aHTH-Xa} B obveme npenapara & HENATEHTOBAHHOE HAaUMEHOBAHWE,
WNpULE, NEXAPCTBEHHYIO GORMY, NOTOTUN dKTHBHOCTL Npenapara {8 ME
KomnaHun CaHodm (natnHckumu ByKsamn), Homep AKTUBHOCTH aHTK-X3) B 06veme
Cepuu, FoAeH AO. Npenapata B WNEUUE, NeKAPCTERHHARA
AonyckaeTca Hanwdue BHYTpeHHere{ux) Koaa(os) $opma, horoTun komnannuy CaHogu
NROUIBOAMTENA W/WAK 2D Koaa, uivau {natunrckimun Bykpamu), Homep cepum,
rpaduueckoro{ux) anementaos). rofieH Ao,
Ha 3TuKeTHe WNPWL3 ¢ 3aWMTHON CUCTEMON WINbI Ha KapToHHOW nauKke ANA WNPKULEB Ha
Ha PYCCKOM A3bIKE YHAILIBAIOT: TOPTOBOR PYCCKOM A3bIKe YKa3aHb: Toprosoe
HAWMEBHOBAHWE Npenaparta ¢ NPeAyPeaHTENEHOR HauMEHOBaHWE NPenapaTa c = i
MADKWPOBHOM ®, memayHapoaHoe NREAYNPEAUTENBHONW MaPKKPOBKOR @,
HENATEHTOBAHHOE HaUMEHOBAHKME, AKTUBHOCTL MENAYH3POAHOE HENATEHTOBAHHOE
npenapata (B ME aKTMBHOCTH aHTH-Xa) 6 o6veme HaUMEHOBAHME, NEKAPCTBEHHAA GOPma,
npenapara B LINPUIE ¢ IFWHTHOR CMCTEMOM UMb, AKTMBHOCTL Npenapara (8 ME - -
NeRapCrBeHnYIC Gopmy, AOTOTUN KOMNBHMK AKTMBHOCTH aHTH-XA) B 06beme
Canodu (naTMHCKMMK GyKBaMU), HOMED Cepun, npenapata B WAPHLE, IKEWBANEHTHOR
ronex Ao. KONUYECTBO aKTUBHOTO BELIECTEE B Mr B
AonycuaeTtca Haanume sHyTpeHHero{ux) kogalos) WNPMUE, KOAMYECTBO WNPHUUER B
NPON3BOAMTENA W/unn 2D KoAa, uinau YNAKOBKe, COCTAB, YCNOBMA OTAYCKa,
rpaduueckoro{ux) anementa(os). YCNOBMUA XPAHEHWA, «XpaHUTb B
Ha KapToHHOW Nauke AnR wipuyes/wnpuues ¢ HEAOCTYNHOM ANA ASTER mecTes,
JAWMTHON CUCTEMOIN WINTBI HA PYCCROM A3bIKE uCTepuabHo», «ullepes npumeHeHuem
YKa3bIBaloT: TOProsoe HaMMeHOBaHWe NpenapaTa ¢ BHUMBTEAbHO NPOYUTANTE UHCTPYKUUION,
npeaynpeAMTentbHON Mapkuposol ®, « A NOAKOMHOTO M BRYTPUCOCYAWCTOrD
MEMAYHAPOAHOE HENATEHTOBAKHOE (B ToM wucne, Npu remoananiae}
HEUMEHOBAHUE, NEKAPCTBEHHYIO hopmy, spegeHuan, «<He sroaMTE
AKTUBHOCTL NPenapata (B ME 3HTMBHOCTH aHTH-XA) BHYTDUMBILWEYHO S, HAMMEHOBAHME M
8 o6neme npenapata b wapuue/wnpuue ¢ CTPaHa KPUAHYECKOTD NWLLA HA NMA
IBWUTHOW CUCTEMOI WINbI, FHBUBANEHTHOE HOTOROrD BbIAAHO PEIUCTPaUMOHHOE
KONMYECTBO AKTUBHOMO BELLECTBA B MF 6 YACCTOBEPEHWE, HAMMBHOBAHHE
WNPUUE/WINPULE ¢ 3ALWTHOR CHCTEMOIS MINbI, NPONM3IBGOAWTENA, €10 NOFOTKN K. agpec
KONUYECTBO WNPKUEB/WNPHLEE ¢ 3AUMTHOW {uHAeKE, cTpaHa, ropog), AotoTvn
CUCTEMON WIALI B YNAKOBKE, COCTAB, YCAQBUA KomNaHUK CaHODU [NaTUHCKUMU
OTNYCKA, YCNDBUA XPaHEHWA, «XPaHWuTL B GyuBamu), HOMEP cepui, paTa
HEAOCTYNHOM ANA geTeil macten, «CTepunbHon, NPOW3BOACTBA, FOABH A0, ITPUX-KOA,
ullepen NpHMEHEHUEM BHUMATEALHO NPoYnTaiiTe HOMEP PervcTpauuoHHOrg
WHCTRYHUKMION, 4 0NA NOAKOMHOMO H YAOCTOBRpeHun, Brapmakog,
BHYTPUCOCYAWCTOrD (8 TOM MMCAE, NpK AonNoAHUTeABHO HAHECEHA MHDOPMaALWA
remoguanuie) eeegeHnan, «He seoguTh ANA MOHWUTOPHHIA ABMIKEHWA
BHYTPUMbILIEYHO®, HAUMEHOBAHUE W CTPaHY NEHAPCTBEHHBIX Npenaparos or
IOPHAUHBCHOrD AMUA Ha UMA KOTOROTC BLIAAHO NPOU3BOANTENA A0 KOHEUHOro
PEruUCTPaUUOHHOE YAOCTOBEPEHUE, HAMMEHOBAHHE norpebutens.
NPOU3BOAWTENA, €10 NOTOTHN U 3apec (MHAEKC, C Uenbio KOHTROAA NEPBOTC BCKPLITUA Ha
CTpaHa, ropog), AoroTMn KomMnaHuu CaHodu KapTOHHYIO NAYKY HAKNCEHbI |
(naTUHCKWAMK BYHBAMM), HOMEP CEPUW, AaTy CAMDKAEALMBLR CTUHERBI,
NPOU3ACACTAA, FOAEH 40, WTPHX-KOA, HOMER ' 1
PEerucTRALUOHHOTD YAOCTOREREHWA, dapmaKog,
Jonycrkaetca Haausmne sHyTpeHHero{ux) koaalos) o
NPOU3BOAWTEAA Y rpadudeckoralnx)
anemenTa(os).
AononxuTensHo MomMeT BbiTe HaHeceHa
HHOOPMALIKA ANA MOHUTOPUHIA ABHUKEHWUA
NexapcrBeHHbIX NPenapaTtos OT NPOM3BOAUTENA AO
KOHEUHOro notpebutens.
C UeALIo KOHTPONA NEPBOIG BCKPLITHA Ha
KAPTOHHYIC NAUKY AONYCHAETCA HAKNEMBaHWE
CaMOKACALUNXCR CTUKEDOB.

21.01,2022 Xpadenwe Mpy TemnepaType He abiwe 25 "C. CooTtaeTtcrayer




& COI-BTT-OKK-685 A.2

Crp. 4uz 4

TNacnopt Ne 040000297265
HaekcaH®, pactaop An8 uHbekUuWi 8000 aHTk-Xa

ME/O,8 mn

Cepna: C411221

|

21.01.2022 CpOoK roaHocTH

3ropa.

CooreeTcTBYeT

Moaed ao 01.12.2024

I

Jaxniovenue OKK: flexapcraennsiil Npenapar KnekcaH®, pacteop ANA nHsexumii 8000 antu-Xa ME/O,B mn cepun C411221
pootsetcrayer HA N N0O14462/01-200619, Usm.1,2,3,4,5

| Bropoit 3amecTurens
]
Ha4aNbHKKA OTaena
KOHTPOAR KAYECTBa:

MoAAMHHWK 3NEKTPOHHOTO AOKYMEHTS,
NOANHUCAHHOTO 3NeKTPOKHOK NOANUCHIO, XPAHWTCA B
cHcTeme JIMMC dapmctanaapt

CBEAEHIAN O CEPTMOMKATE 311
Ceprugmnar: 03f5db5200e5ad4cad4dbafidssc14234e

KoMy 6b103H: Koaankuy TaTuaHa AnenceesHa

uﬂeﬁcrsu'reneu: €1%9.11.2021 no 19112022

.

faTa sulfayumn 3aKAK04EHUA o KadecTee 03.02.2022




