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Hanmenobanue npenapata no HA
Homep cepun 381221
Bara nponasogerea 15.12.2021

AHanu3bI/UCNbITaHKA NPoBeAEHbI B cooTBeTCTBMN ¢ HJ,

NMacnopt N2 040000295438

KnekcaH®, pacteop 4NA MHbEKUKH 4000 aHTi-Xa ME/0,4 mn

Konwyectso npogyKuumM B cepum (T.ynax)

lopen ao 12.2024
HA N ND14462/01-200619, wam. Ne1,2,3,4,5
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Dara HaumenoBanue TpeGosauma HA Pesynbratul aHanu3oB/MenbITaHMA
avanuia nokasarened
18.01.2022 | Onucanne Npospaunbil, or GecuseTHoro A0 6neAHO-MeNTOro Coorsercrayer
usera pacrsop Npospaunbiid, Gnearo-MeaToro usera
pacteop
18.01.2022 NoaMmHHOCTL Peaxuvma opasosaHua ocagxa ¢ NpoTaMuHa Moareepwaaerca
cynbdatom: Kpemoso-Benbid ocanok.
Y®-CnexTp; MakCHMYM NOTNCWEHHA NPH ANAHHE MoaTeepwAaaeTca
BONHB 231 HM £ 2 MM, St )
KavecTBeHHaR peaKyMA Ha HATPHA: NAOTHLIA MoaTeepwAaaerca A b '
ocagox 6enoro ysera |
19.01.2022 | CeobogHbie cynbdars: He 6onee 0,12 % 0,03 %
18.01.2022 Npo3pavuHocTs Mpenapar A0NNEH BbIAEPHUBATE CPIBHAHHE CO BsigepmusaeT cCPaBHEHHE C ITANOHOM
CTAHABPTHOW cycnenanei |
18.01.2022 | UserdocTs Mpenapar AoMKeH BbiAePIHHUBATL CPABHEHHE C BolaepmMBaET CPaBHEHNHE C ATANOHOM ="~~~
3TaNOHHLIM PACTBOPOM UBETHOCTH Y4 U BY4 sl
18.01.2g22_|_nﬂ 55-75 6,9 £ i s S
19.01.2022 | Mexanuueckue B cooteercrenu ¢ TpeGOBaHUAMM, YIHTHIBAR Orcyrcreyior
BRAINEHHA: BUAUMbIE npeaensl RONYCTUMOCTH TecTa. -
. HaCTAUBE R A oo
18.01.2022 MexaHuyeckue HACcTUY PasMepom 2 10 mkm - He Gonee 6000 Ha 82
BRAKYEHUA: HEBHAWMBIE wnpuy
HaCTHUL!
4acTHy PAIMEPOM 2 25 MKM - He Gonee 600 Ha 0
wnpry
18.01.2022 OTHOCHTENBHAA 1,04-1,08 1,05 1L FC e
NNGTHOCTS |
18.01.2022 | Hasnexaembiii o6vem MHHUMNbHBIA 06bem: & 0,40 M 0,42 A
MaHcumanbHbli o6vem: $ 0,44 ma 0,42 o
18.01.2022 | Baxrepuanshuie He Sonee 100 E3 Ha 1 mn npenapara Menee 100 : :.—4;"1
3HAOTOKCHHBI T, 1~
17.01.2022 | CrepnabHOCTb Npenapar aonmeH BbiTo CTEPHALHBIM CrepunbHbif o rsimes s
17.01.2022 AHOMBNLHAR Npenapat AoNkeH BoiTh HETOKCHYHbIM He TokcHyeH
TOKCUYHOCTD
17.01.2022 | Mcneitanue Ha Npenapar AOAKEH BbIACPHUBATL HCNbITAHVE Buigepxveaer BPTTR T S 2T
AenpeccopHbie BellecTsa
14.01.2022 | Konuuecrsennoe 3600 - 4400 ME/0,4 mn 4213
onpegeneHue:
AKTHBHOCTD aHTK-Xa
14.01.2022 KoanuecrserHoe 800 - 1400 ME/0,4 mn 1176 o \adSsrimauads
onpegenexve: o
BKTMBHOCTb auTw-lla__ < s inind XML
14.01.2022 KonwuecrtaeHHoe 33-53 36
onpeaeneHue: PR
COOTHOWEHKE
aKTMBHOCTEHR
auTH-Xa/anTw-lla
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Knexcan®, pacteop Anm uHbentuil 4000 awTu-Xa

ME/0,4 ma
Cepua: C381221

19.01.2022

Ynakoska

1 8uA yNnaKosKK

Mo 0,2 mn unun 0,4 mn, unn 0,6 mn, uan 0,8 mn
pacTeopa Npenaparta e cTeKARHHbIA wnpuy, (Twn 1)
cooTsercraenHo. No 2 vau 3 wnpuya s 6ancrep.,
No 1 wan 5 6nucrepos (2 wnpuua e Gaucrepe) uau
no 3 Gaucrepa (3 wnpuya 8 6aucrepe) emecre ¢

WHCTPYRUMEH NO NPUMEHEHHIO B KAPTOHHYIO Nayky.

2 BMA YNAKOBKHK

Mo 0,2 ma unn 0,4 mn, nnu 0,6 mn, nau 0,8 ma
PacTeopa npenapara B CTEKARKHBIA Wwnpwyy, (Tun ()
€ JAWMTHOA CUCTEMOMR MINbI COOTBETCTBEHHO. Mo 2
wnpuyua 8 6ancrep. Mo 1 wau 5 6ancrepos Bmecte
€ HHCTPYKUHER NO NPHMEHEHHIO B KAPTOHHYIO
nauky.

CooTeercroyer

0,4 mn pacTeopa npenapatag - - .ol
CTeKNAHNBIA wnpKy (tun 1), No 3 wnpuua
8 Gaucrep. 3 6micrepa (3 wnprya 8

BnucTepe) Bmecte ¢ MHCTPYKUMER No
NPUMEHEHUIO B KAPTOHHYIO NaYKY.
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Nacnopr Ne 040000285438
Knexcan®, pacteop ans uksexuni 4000 aHTu-Xa
ME/0,4 mn
Cepun: C381221 :
19.01.2022 Mapxuposka Ha sTvKeTHE WNPKLA Ha PYCCKOM A3bIKE Coortsercreyer
YHKa3biaaloT: TOProsoe HAMMEHOBaHWE NPENapara ¢ Ha aTMkeTke wWNPHUA HA PYCCKOM R3biKE
npeaynpeanTensHol mapkuposkoi ©, YKa3aHbl: TOProBoe HauMeHOBaHUe
MEMAYHAPOAHOE HeNaTeHToBaHHOR NPenapara ¢ npeaynpeauTensHoil
HBWMEHOBAHWE, aKTMBHOCTL Npenapara {8 ME MapKuposxoH ®, memayHapogHoe
SKTHBHOCTH aHTH-Xa) 8 ofveme npenapaTta e HENATEHTOBAHHOE HaWMEHOBaHHe,
WNpULe, NeKapCTeeHHYIO GOPMY, NOroTUN KTHBHOCTL Npenapara (8 ME
KOMnNaHu1 CaHodu (natuHckumu Gykeamu), Homep SKTHBHOCTH aHTH-Xa) B 0Gheme ;;é ""{':;-" 'I
CepuM, roaeH A0. NPeNapara 8 WnpKUe, NEKAPCTBEHHAN mcncem s d
Aonyckaerca Hanuyke BRyTpeKHero{ux) koaa(oa) dopma, norotin komnanuu CaHadu ' ____}
npon3soauTeNna u/nau 20 koaa, u/uan (naynHckumu Gyxeamu), Homep cepuy,
rpagmueckoro{ux) snemenTa(os). rogeH Ao, ] *
Ha stukerxe wnpuua ¢ 3awmurHolt cucremolt urb Ha kapTonHOH nauxe ans wnprues Ha
Ha PYCCKOM RA3bIKE YKa3biBaIOT: TOProsoe PYCCHOM R3bIKe YKa3aHb!: Toprosoe
HauMeHOoBaHWe Npenapata c NPeaynpeanTenbHok HaumeHoBaHue Npenapatac
MapKHPOBKOR ®, memayHapogHoe npeaynpeauTensHoi MapKupoBKow ®,
HEeNaTeHTOBaHHOE HAHMEHOBAHWE, BKTHBHOCTD MEMAYHBPOAHOR® HENATEHTOBAMHOR' *1!
npenapara (8 ME akTMeHOCTH aHTH-Xa) B o6veme HaWMEHOBaHWE, NEKapPCTBEHHAA ‘GOpma,
Npenapara e wnpyue ¢ 33WHTHON cHcTeMOoil urab, AKTMBHOCTL Npenapara (8 ME it
NEKAPCTBEHHYIO HapMY, NOrOTHN KOMNIHWK KTHBHOCTH aHTH-XA) B 0Gveme '
CaHodu (natunckumu Gykeamn), Homep cepuw, npenapara @ WApKue, IKBUBANERTHOE
roaeH no. KONMYECTBO AKTHBHOIO BEWECTBA B Mr B
AoNyCKaeTCA HanKuMe BHYTReHHero(ux) koaa{os) Wnpyye, KOAWYECTBO LINPKULES B
nponssoguTens k/unu 2D Koaa, u/uau YNaKOBKe, COCTaB, YCAOBMUR OTNYCKA,
rpapmueckoro{ux) anemenra(os). YCNOBMA XPAHEHWA, «XPaHUTL B ., -
Ha KapTaHHo# nayke anR wnpuues/wnpuyes ¢ REAOCTYNHOM ANA AeTER mecTes, i 1,
33WUUTHOR CHCTEMOM WIALI Ha PYCCKOM A3BIKE «CrepunbHon, «lepea npuMeHeHHeMm
YHA3LIBAIOT: TOPrOBOE HAMMEHDBAKKWE NPenapara ¢ SHUMATENBHO NPOMVTAATE UHCTRYKUMION,
NpeaynpeanTeAbHOR MapHUpORKo#H ®, « AR NOAKOMHOIC M BHYTPUCOCYANCTOrG
MEXAYHIPOAHOE HENATEHTOBAHHOE (8 Tom uncne, npu remopwatmse) .
HBUMEHOBAHWE, NEXAPCTBEHHYIO HOPMY, BBeAeHnAY, «He BBOAWUTL Vst T,
3KTHBHOCTL Npenapara (8 ME akTueHOCTH aHTH-XA) BHYTRPMMbIWEYHO?, HAHMEHOBaHHE W =
B o6veme npenapara 8 wWnpuue/WnpuLe ¢ CTPaHa IOPHAHYECKOrO NMLA Ha WEAR 44,
33WMHTHON CHCTEMON WINL), IKBUBANEHTHO® KOTOPOro BbIAAHO PErUCTPALHOHHDE
KONM4ECTBO aKTHBHOID BRLUECTRA B Mr B YAOCTOBEPEHHE, HaUMEHOBaHUe
wnpuue/WNpULE C 3aUMTHOH CUCTEMOHN UInbI, NPOMIBOANTENA, €10 NOFOTHN K afpec
KOAMYECTBO WNPHUEB/WNPHLES C 33WMTHOR (uHAeKe, cTpaKa, ropoa), norotn W
CHCTEMON UrNBI B YNAKOBHE, COCTaB, YCAOBHA KOMNaHWU Canodu (AaTMHCKUMKM o
OTNYCKA, YCAOBUA XPAHEHHA, «XPaHMHTb B GykBamu), Homep cepuu, aara e
HEROCTYNHOM AnA AeTell MecTen, uCTepuAbHOR, NPOM3BOACTEa, TOAEH 40, WTPHUX-KOA, It
«llepea NPUMEHEHHEM BHUMATEALHO NPONUTaTE HOMEP PErNCTPALMDHHOMD 1+
MHCTPYKUMIO®, «[IAA NOAKOMHONO W YAOCTOBEpeHHA, bapmakoa. © “tli
BHYTPUCOCYAWUCTOrO (8 TOM YHCAe, NpH ABONOAHATENLHO HBHBCEHA HHPOPMALNAA.
remoananuse) paeaeHuan, «He sBoAuTL ANA MOHWTOPHHIA ABMIKEHUA YRV " Ort
BHYTPHMBILLIEYHO®, HAWMEHOBAHHE M CTPaHy NlekapcTseHHbIX Npenaparos or e
HOPUAKHECKOrO NMLE HA MMA KOTOPOTO BLIRAHO NPOKIBOAKUTENA RO KOHeYHOM ' '
PEruCTpaUMOHHOE YAOCTOBRPEHUE, HaUMEHOBaHHWE notpeburena. e
NPOU3IBOAHTENA, Er0 NOTOTHN U agpec (HHAEKC, € UenbIo KOKTPONA NEPBOFO BCKPBITHA Ha
CTPaHa, ropoa), NoroTun KomMnaHu1 CaHodu KapTOHHYIO NaYKy HakneeHol M1
(naTumckumK Gykaamu), Homep cepum, AaTy CaMOKNERWMECA CTHKEDDIL.
NPOM3BOACTEa, TOARH A0, WTPUX-KOA, HOMEP b
PErHCTPaLMOHHOrO yaocTOBEpEHUA, dapmaKoa.
Bonycraetca Hanuumue BHyTpenHero(ux) koaa(os)
NPOU3IBOAUTENA U rpaduyeckoro(mx)
3nemenTa(os).
AononHuTenbHo moxer BbiTe HaHeceHa s
MHOOPMALWA A/1R MOHUTOPHHIE ABUMEHHA
NEKAPCTBEHHbIX NPENAPATOB OT NPOMIBOAHTEAR A Fr e,
KOHEYHOrO NOTpeSUTen. e
C Uensi0 KOHTPONA NEPBOTro BCKPLITHA Ha
KAPTOHHYIO Navky RONYCKAETCA HAKNEMBAHWE .
CAMOKNEAWNXCA CTHKEPOB. »
19.01.2022 | XpaHenue Npu remnepatype He Bbiwe 25 °C. Coorsercreyer e, ST
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Knexcan®, pacteop Anm ukpexuywit 4000 anrw-Xa

ME/0,4 ma

Cepun: C381221

-} e |
19.01.2022 | Cpox roaHocTv 3ropa. [ ———— —
fogen ao 01.12,2024

3akmoqenne OKK: MlexapcteenHsiii npenapar Knexcan®, pacreop AnA uHveKkuMil 4000 antu-Xa ME/0,4 mn cepun 381221
cooreercreyer HJ N NO14462/01-200619, wsm, Nel1,2,3,4,5
| Bropol 3amecturens
i HayanoHWKa oTaena

i

| KOWTPOAA KaJvecTea:

NOANMHHMK INEKTPOHHOD AOKYMEHTa,
ROANHCAHHOrO 3AEKTPOHHON NOANMCLIO, XPAHHTCA B
cucreme IMMC dapmerangapr

CBELTHER O CEPTIRDLIKATE 90
CeprudnKar: 03f5db5200e5a04ca94dbafidssc14234e
Komy BblaaH: Kosanbuyx Tateana AnexceesHa
L,\'i{lalicrw‘l'!e.ﬂet-l: €13.11.2021 no 19.11.2022
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