@ COTI-BMN-OKK-685 A.2

Crp. 1 m34
‘ B i E(DapMCTaHﬂapT
QAD "®apucranaapr-YgaBHTA™
450077, Ydpa. yn XynaiiGepanna, 28
JnpexTtop no kevecTey: Ten/gaxc (347} 172-35-34, e-mail=ikbashkovaggphannstd.ru>
Hauansuux OKK- Ten/daxc (347) 272-46- 14, c-mail<nnmullayancva@pharmstd.ru>
Nacnopt Ne 040000256912
Hanwmenosanue npenapara no H Knexcan®, pacTsop ana nHveruuii 6000 antu-Xa ME/0,6 mn
Homep cepum £280721 KoAndecTBo NpoayKLuHk B cepun (T.ynak) 17,334

[Dara nponssoacrea 01.07.2021

AHAM3LI/MCNLITAHKHA NPoBEaeHs! B COOTBETCTBHN ¢ H/,

fopeH po 07.2024

HA N NO14462/01-200619, U3m.1,2,3,4

Aara HaumeHoBaHWe TpeGosanna HA Pesyabratsl aHanW30B/MCNbITAHWA
aHanusa nioKasarenei
09.08.2021 Onvcanue Npoapaunsii, ot GecusetHoro ac baeaHo-wenToro Coovpercreyer
LBETA PACTROP. Npa3apauHeli, BnegHO-MENTOro useTa
PacTeop.
06.08.2021 MopArHHGLT Peakuwn 06paz0oBaHYA 0CaAKA ¢ NPOTAMUHE MoaTeepaaeTca
cynudhatom: Kpemoso-Genvii 0caaoK.
Y- CNexTp: MBKCHMYM NOTADWEHKA NHW ANHHE NoaTeepaaeTca
BOAHL! 231 HM £ 2 Hm.
KauecTeeHHaA PeakumA Ha HATPWI: NNOTHLIA NoareepxaaeTca
ocanok Genoro usera
20.08.2021 Ceoboanbie cynbdaTel He bonee 0,12 % 0,03%
09.08.2021 Mpo3pavHocTL MNpenapaTt ACAMEH BLIASPHMBATL CHABHEHWE CO BbifiepKMBaEeT CpasHeHWe € 3TaN0HOM
CTaHABPTHOW CycneHsMen |
09.08.2021 LiseTHOCTD Mpenapar ACAKEH BLIASPHNBETL CRABHEHWE C Bbl4EPMHUBIET CPABHEHME C ITIADHOM
3TANOHHLIM PACTBOPOM LIBETHOCTH Y4 Nk BY4
06.08.2021 pH 55-75 6,9
05.08.2021 MexaHu4yecHne B COOTBETCTBMM C TPEGOBAHMAMM, YUMTLIBAA OrcyTCTeyioT
BRAIOMEHMA: BUAWMbIE npeaent! AONYCTUMOCTH TecTa,
YACTHLbI
09.08.2021 Mexanuueckue yacruy, pasmepom 2 10 mum - we Gonee 6000 Ha 86
BI/TIOMEHHA: HEBHAWMDBIE WNpHL,
YacTwLpl
wacTHL, PasMepom 2 25 mum - e Gonee 600 Ha 7
wnpKL,
10.08.2021 OTHOCHTENbLHAA 1,04 -1,08 1,05
NAOTHOCTL
10.08.2021 Wasnexaembii o6vem MuHUManbHbIA 06bem He menee 0,60 ma 0,62 mn
10.08.2021 BakTeprancHole He Gonee 100 E3 Ha 1 ma npenaparta Menee 100
FHOOTOKCHHbI
06.08.2021 CTepuaeHOCT MNpenapar aomeH DbiTh CTEPUALHBIM CrepnnbHeii
17.08.2021 AHOMBNBHAR lMpenapar aommer BbiTe HETOKCHHHBIM He Toreuuen
TOKCHHHOCTL
17.08.2021 HeneiTanue Ha MNpenapaT A0AMEH BbIAEDHNBATL UCNbITAHME BoigepmeaeT
£enNpeccopHble BEWECTBa
09.08.2021 KoauuecraenHoe 9000 - 11000 ME/mn 10424
onpeaeneHwne:
AKTHBHOCT aHTKH-Xa
09.08.2021 KonuuecTeeHHoe 2000 - 3500 ME/mn 2907
onpeaeneHne:
AKTUBHOCTb aHTH-1la
09.08.2021 KonuuecreeHHoe 33-53 3,6
onpeaeneHune:
COOTHOWEHKE
AKTHBHOCTENH
aHTU-XafaKTu-Ila
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Ynaxoeka

1 BKA, YNBKOBKK

Mo 0,2 mn nan 0,4 ma, nan 0,6 mn, nan 0,8 ma
pPacTBOpa NPeNapaTa B CTEKARHHLIN WAPKL, (THn 1)
cooreercTBenHo. Mo 2 vau 3 wnprua 6 Sancrep,
Mo 1 wan 5 Bancrepos (2 wnpuua 8 Bavcrepe) uan
no 3 Baucrepa (3 wnpuua e 6ancTepe) emecTe ¢

MHCTPYHLMEN NO NPUMEHEHHIO B KAPTOHHYIO NauKY.

2 B/ YNAKOBHK

Mo 0,2 mn wan 0,4 ma, wan 0,6 ma, nan 0,8 ma
pacTBOpa NPENapaTa B CTEKAAHMBIN whprw (Tun 1}
€ 3AWWTHOW CUCTEMON 1INkl COOTBRTCTBEHHO. Mo 2
wnprua 8 6awuctep. No 1 nan 5 6ancTepos Bmecte
€ MHCTPYKUMWER N0 NPUMEHEHNIO B KADTOHHYIO
nayky.

Cooreetcrayer

0,6 mn pacTeopa npenapara &
cTeknAHHLIA wnpwd (Trn 1), Mo 3 wapyya
8 Bancrep. 3 Gauctepa (3 wnprua B
6AKCTEpE) BMECTE C MHCTPYKUKENA No
NPUMEHEHUIO B KADTOHHYIO NAYKY.
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CooTtBercreyer

05.08.2021 Mapkupoaka Ha STMKeTKe Wnprua Ha PYCCKOM A3bIKE
YK23bIBAIKOT; TOProBoe HaHMEHOBaHKE NpPenapara ¢ Ha 3TUKETHE WNPHMUE HA PYCCKOM ASbIKE
npeaynpeAMTENbHON MapKHpPOBKOH ®, YHA33HLI: TOPTOBOE HAWMEHOBAHHME
MENAYHAPOAHOE HENATEHTOBHHOE npenapata ¢ NpeaynpearTensHOMN
HaWMEHOBaHME, aKTUBHOCTL Npenapara {68 ME MAPKUPOBROK ®, MemayHapoaHoe
AKTHBHOCTH 3HTH-X3) B obbeme npenapara & HENATeHTOBAHHDE HAUMEHOBAHKE,
WRPHUE, NEKAPCTBEHHYIO GOPMY, NoroTMN AKTMBHOCTL Npenapara (e ME
Homnanun CaHO(H [AaTHCKWMK Byreamn), nomep AKTMBHOCTHM aHTK-Xa) B obbeme
cepwm, rogeu Ao. npenapaTa & Wnpuue, NeKapCTBeHHan
JAonyckaerca Hanu4me BHyTpeHHero(vx) koaa(oe) dopma, AOroTHA KOMNEHUN Canodu
npeouasoguTens uinnu 2D kopa, wiman {naTMHCKMMKM BYKBAaMBK), HOMED CEPUWH,
rpadmueckoro{ux) anemenTtafos). roAeH A0,
Ha 3THKETHE LNPMLA C 3ALKTHOIM CHCTEMON Wb Ha KapTORHOH NavKe 4NA WNPHUEB Ha
Ha PYCCKOM A3bIKE YHa3bIBAIOT: TOPFOBOE DYCCHOM A3bIKE YHA3aHbI: TOProBoe
HAKMEHOBARMWE NPENapaTa ¢ NPeayNPesHTENLHOA HaWMEeHOBaKWe Npenapara ¢
MapKNpPOBKOH *, MemayHapoaHoe npeaynpeauTenbHOR MapKupoBKoi *,
HENATEHTOBAHHOE HAMMBHOBAHME, AKTMBHOCTbL MEMOYHAPOAHOE HENATEHTOBAHHOS
npenapara (& ME aKTMBHOCTM auTk-Xa) 8 obveme HaUMEHOBaHWEe, NeKAPCTBEHHEA OpMa,
npenapara 8 WNpUUE ¢ 3aLMUTHON CHCTEMOR WIAbI, aKTHBHOCTL npenapara (8 ME
NEKAPCTBEHHYIO GOPMY, ADTOTMR KOMNAHWK AKTMBHOCTH aHTK-XA) B obbeme
Canodu (naTMHCKNMKM BYKBaMK), HOMED CePHH, npenapara B WNpUUE, IKBMBANEHTHOS
roAaeH ao. KOAMYECTED AKTHMBHOID BEWECcTBa B mF B
JDoenycraerca Hanuawe BryTpexHero{ux) xonafos) WAPHLE, KOAWYECTBO WNPHLES B
npoMaBoanTens niuan 2D Koaa, ninam YMaKoBKe, COCTaB, YCNOBHA OTNYCKA,
rpaduueckoro{ux) anementa(os}. YCAOBMA XPAHEHKA, «XPaHUTL B
Ha HapTOHHO NayKe ANA WNPULES/ W NPULES C HEAOCTYNHOM ANR AETEN MECTER,
33WMTHOW CHCTEMOR UINBI KA PYCCKOM AZbIKE wCrepuncHO», «[epen NPUMEHEHMEM
YKa3bIBRAIOT: TOProBOe HAKMEHOBAHKE Npenapara ¢ BHUMATEALHO NPONMTANTE HHCTPYKUMION,
npeaynpeauTENLHON MapKNPOBKOH *, «NA NOAKOMHOID M BHYTPHCOCYANCTOTO
MeWAYHAPOAHOE HENATEHTOBAHHOR {B TOM umMCne, NpH remoguanmse)
HAaNMEHOBAHHME, NEKAPCTBEHHYIO dopmy, BEEASHWAN, tHe BBOAWTL
aKTMBHOCTL Npenapara (8 ME aKTHBHOCTH AHTH-XA) BHYTPHUMBILLEHHO », HIMMEHOBAHWE Y
8 ofbeme npenapata s wnprue/wnpuue ¢ CTPaHA IOPMANHECKOTO AKUA HA UMA
JAUNTHOR CHCTEMOH WINbI, IKBHBANEHTHOE KOTOPOTC BbIAHO PErHCTPALHOHHOE
KOAMYECTBO AKTMBHOTO BELIECTBa B M B YAOCTOBEPEHWE, HAUMEHOBAHME
WApHUE/ WNPHUE € 3AWNTHOMA CHCTEMOR WInb), NPOU3BOAWTENA, EFO AOTOTHA K agpec
KOAMYECTBO WNPYUEB/IINPHULIED € 3aLWUTHOA {MHAEKC, CTPaHa, FOPOA), NOTCTHN
CHCTEMOR UMABL B YNakoane, coCTas, yCNoBMA #omnanun CaHodu (AaTMHCKMMK
OTNYCKA, YCNOBMA XPaHEHHWA, «XPaHKTL B GyKBamu), HomMep CEpPHK, AaTa
HEACCTYNTHOM AR AETeH mecren, «CTePHALHON, NPOM3BOACTEA, MOAEH AQ, IITPUX-KOA,
«lepes NPHMEHEHNEM BHUMATENbHO NPOYMTaRTE HOMED PervcTpaumMoHHON
VHCTRYKUMIO, € [ NOAKOMHOMD M YAOCTOBEPEHWA, GapMaKoA.
BHYTPUCOCYAMCTOTO (B TOM HMCAE, NPH [onoNHWTEALHO HAHECEHA MHGOpMaUMA
remoanannae) seeaeHyAy, «He 8BOANTSL BAR MOHWTOPHHTA ABHKEHHA
BHYTPWMbILWEYHO #, HAMMEHOBAHHE H CTPAHY FAEHKAPCTEEHHLIX NPENapaTos oT
IOPMONYECKOTO ANLA HA MMA KOTOPOTO BLIAAHO NPOM3BOAUTENR A0 KOHEUHOTO
PErncTPaLMOHHOE YAOCTOBEPEHHE, HAHMEHOBAHKE notpebutena.
NPOU3BOAMTENA, BIO AOTGTUN M aAPeC (KHABKC, C UeNbK KOHTPOAA NEPBOTD BCKPLITMA HA
CTpaHa, ropoa), NoroTMn Komnaduu Canogu KAPTOHHYIO NEYKY HAKAEEHbI
[naruHcHumK ByKBAMK), HOMED CRPUK, BATY CAMOKNBALLMECR CTHKEPDI,
NPOM3BOACTEA, TOAEH A0, WTPUK-KOA, HOMeP
PErMCTPALMORHOTO YAOCTOBEpeHHA, dapmaroa,.
JlonycKaeTea Hanuume BHYTperHero(wx) xopalos)
NPOM3BOANTENA U rpaduyeckoro(ux)
anementa{oBs).
[ONONHKUTENbHO MOMET GbITb HAHECEHa
WHGOPMALKA /1A MOHUTORHHTA ASHMEHHA
NEKapCTBEHHBIX NPENARATeB OT NPOM3BOAWTENA A0
KOHEeYHoro notpeburens,
C Uenb) KOHTPONR NEPBOTD BCKPLITHA HA
KAPTOHHYKO Ma4YKy ACNYCKARTCA HAKNENAaHHWE
CAMOKNEAILMXCA CTHKEDOS.

05.08.2021 XpaneHue Npu Temnepatype He Bowe 25 °C. CooTeeTcreyer
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CpOK roaHoCTH

3 ropa.

Coorveercrayer

fogen Ao 01.07.2024

Jakmouenmne OKK: JlexapcTeeHHbIi npenapar Kaekcat®, pacTaop AnA wHbekuwi 6000 anTh-Xa ME/0,5 mn cepnn C280721
cootsercteyer HZA M NO14462/01-200619, Wam.1,2,3,4
Bropo# 3amecTnTens
HaYBALHMKA OTAENa
KOHTPONRA Ka4ecTsa:

NOAAMHHUK INEKTPOHHOIO AOKYMEHTA,
NOANHCAHHOFD 2NEKTPORHON NOANNCBIO, XPaHUTCA B
cucteme IMMC Papmcranaapt

CepriudmKar: 02a5¢541007dac4fbedecafBbbf6da219
Komy Bbiga: Kopaneuyk TaTbAna Anekceeona
Uneﬁcramrenenz ©24.11.2020 no 24.11.2021

CBEAEHUA O CEPTUOMKATE 30N

»

Aata 8baaqmM 3aKkAI0HEHNA O KauecTae 20.08.2021




