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fMacnopr N2 040000299507
HaumeHosanwue npenapata no HA Knekcan®, pacraop ana nibexumin 4000 antu-Xa ME/0,4 mn
Homep cepumn C040122 Konuuecrso nponyKumK 8 cepum (T.ynax) 38,647

Aara nponssopcrtsa 18.01.2022
é AHanusbi/MenbiTanua nposeaeHsl B cooTaeTcTamK ¢ HA
¥

fopen go 01,2025
HA N N014462/01-200619, wam. Ne1,2,3,4,5

%

Aara Hanmenosanme TpeGosanna HY Peayneratsl aHanu3zos/ucnbitanmic
aHanuaa noka3areneh
04.02.2022 Onucanmne Npo3payHeid, ot GecysetHoro Ao BaegHo-mentaro Coorsercreyer
uBeTa pacrsop Mpo3pausbii, BaegHo-wentore yaera
pacrsop
04.02.2022 MNoanHHKOCTL Peaxkuur 06pa3oeanma ocagka c NpoTamwxa Noareepxaaerca
cynbhatom: kpemoso-Genviis 0CafoK.
Y®-cnexTp: MaKCHMYM NOMGCLUEHHA NDH ANHHE Noareepmaaercs
BOAHL 231 HM £ 2 M.
KavectseHnan peakuus Ha HaTPUiA: NAOTHLIA Noareepwaaerca
ocagox Genoro usera
01.02.2022 CeoBoaHeie cynudar He Gonee 0,12 % 0,03 %
04.02.2022 NpospasHocTs Mpenapar ADAKEH BHIAEPKHBATL CPABHEHKE CO BuigepmmnsaeT cpasHeHve c 3TancHom
CTaHAAPTHOR cycnexaved |
04.02.2022 UseTHocTs Mpenapar A0MKeH BbIAEPKNBATL CPABHEHHE € Buigepxueaer cpasHeHue ¢ 3T3NIOHOM ;
3TBNOHHBIM PACTBOPOM LBETHOCTH Y4 uau BY4 TR
. 03.02.2022 pH 55-72,5 7,1 .
01.02.2022 Mexanuueckue B cooTaercreuu ¢ TpeSOosaHHAMM, YNUTEIEaA Orcyrerayror
BRAKYEHHA: BUAMMBIE npesensi AONYCTHMOCTH TECTa.
L HacTHup!
03.02.2022 Mexauuiecuue HaCTHUY pasmepom 2 10 mxm - He Bonee 6000 Ha 51
BKNIOYEHHA: HEBUAHMbIE wnpuy
HacTHup
HACTHL paimepom 2 25 mkm - He bonee 600 na 2
wnpuy
| 07.02.2022 QOrHocHTeNuHaR 1,04-1,08 1,05
NAOTHOCTL
07.02.2022 | Visenexaembiii obuem MuHumansHsii 06vem: 2 0,40 ma 0,42
b 3 Makcumanahbii obvem: < 0,44 ma 0,42
10.02.2022 Bakrepuansrpie He Bonee 100 E3 wa 1 mn npenapara meHee 100
L IHAOTOKCHHbBI :
03.02.2022 | CrepuasHocTh Npenapar gonmen BsiTs CTEPHABHBIM CrepunbHbIi
10.02.2022 AHOMINbHAA Npenapar gonsmen BbiTe HETOKCUYHBIM He Tokcuyen
TOKCHYHOCTB
L 10.02,2022 Henpimanue 1a Npenapat A0NKeH BLIAEPHHBATL HCNBITAHHE Boipepmusaer
AenpeccopHsIe Belecrsa
10.02.2022 Konuwectsennoe 3600 - 4400 ME/0,4 mn 4184
To- anpegeneHue:
BKTHBHOCTL 3HTH-X3
10.02.2022 Kpanyecteennoe 800 - 1400 ME/0,4 mn 1191
o‘ﬁpe,neneuue: =
A AKTWBHOCTb aHTK-lla -
10.02.2022 | Konwsecreewnoe 33.53 35
L onpeaeAeHue:
COOTHOWEHWE
s AHTUBHDCTEH
- autw-Xa/anTu-lla
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Nacnopt N2 040000289507
Knexcau®, pacteop gan mesexymit 4000 antr-Xa
ME/0,4 mn H
Cepua: CO40122
01.02.2022 ¥naxosxa 1 BHA YNaKkoskw Coorsercrayer
’ Mo 0,2 mn Man 0,4 mn, nau 0,6 ma, wam 0,8 mn 0,4 mn pacTeopa npenapara e

PacTBOPa NpenapaTta 8 cTEKAAHKLIA winpwy (Tun 1) CTERAAHHBIGA wnpKy (Tun ). No 3 wnpuya

cooTeercreeHHo. Mo 2 wak 3 wnpruya e Gauctep. 8 Gnucrep. 3 6nucrepa {3 wnpuya 8

Mo 1vau 5 Gaucrepos (2 wnpvua 8 6aucrepe) uam Gancrepe) amecTe ¢ MHCTPYKUUeR no

no 3 Gamcrepa (3 wnpuua 8 6ancrepe) emecte ¢ NPUMEHEHUIO B KAPTOHHYIO NaYKy.

HMHCTPYKUHeR NO NPHMEHEHHIO B KADTOHHYIO NAYKY.

2 BV YNBKOBKK

Mo 0,2 mn uam 0,4 ma, unu 0,6 mn, unm 0,8 ma

PacTeopa npenapara 8 CTERAANHLIA wnpuy (Tvn 1) 20

- € 33UMTHONA cuCTeMOM ULl COoTBETCTREHHO. Mo 2
wnpuua e Gaucrep. No 1 uau 5 Gauctepos smecte
€ MHCTPYKUMeR no np 8 Kap Yo

Nauky.
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MNacnopr Ne 040000299507
Haewcan®, pacTeop ANA nHbekuMA 4000 aHTH-Xa
ME/O,4 mn

o

Iy TR

Cepwn: CO40122

'01.02.2022 Mapruposxa Ha 3TKkerxe WNpUUa Ha pycckom A3bike Cooraercrayer
YHa3bI8A10T: TOPrOBOE HAMMEHOBAHWE Npenapata ¢ Ha aTMKeTHE WNPUUa Ha PYCCKOM R3bIKE
NPeAynpeauTenbHOR MapKUPOaKoH ®, YKa3aHbl: YOPIOBO HaUMEHOBaHUE
MEMAYHA POAHOE HENATEKTOBAKHOR npenapara c npegynpeavTensHoi
HAUMEHOBAHME, AKTHBHOCTL Npenapara (8 ME MapKUPOBKOR *, MexayHapogHoe
AKTUBHOCTU aHTW-Xa) 8 06veme npenapara o HENAYEHTOBAKHOR HANMEHOBAHME,
WNpKUe, NnerapcTBeHRYo GopMmy, AoroTn AHTUBHOCTL npenapara (8 ME
Komnaknm Canodu (natmnckumu Bykaamu), Homep BHTUBHOCTH aHTK-Xa} B obveme~ -
CEPHH, roAeH A0, npenapara p wnpuye, neKkapcraeHHan.
HonyckaeTca Hanuuue sHyTpennero(ux) kogalos) $OpMa, NOTOTUN KOMNAHMK Cdﬂudju B

i - npoussogurens u/uan 20 nopa, M/Man (naTuHCKUmM Byusamu}, Homep cepuu,
rpaduueckoro{ux) anementalos). rofeH ao.
Ha 3THKeTKe WNprua ¢ 33WMTHON CUcTeMOl Ukl Ha napronHoil nauxe ans wnpuyes Ha
Ha PYCCHOM A3bIKE YKAILIBAOT: TOProsoe PYCCKOM RIBIKE YHa3aHbI: TOProBoe

L HaWMEHOBaHMe NPENaAPaTa C NpeaynpeauTensHON HaUMEHOBAHME NPENAPATa C .

MapHUPOBKON *, mewayHapoaHoe NpeAyNPeAnTeNbHOR MaPRUDOBKOH ©,
HENATeHTOBAHHOE HAUMEHOBAHME, AKTHBHOCTL MEMOYHAPOAHOE HENATEHTOBAHHOR
npenapara (8 ME aKTHBHOCTM aHTU-Xa) 8 obveme HIUMEHOBAKKHE, NEHAPCTBEHHAR HOpPM3,
nNpeNnapara B WNPKLE € 3aULUTHONR CUCTeMOM Mrabl, 3KTWBHOCTL Npenapara (8 ME
NexapcTeeHHyio GopMmy, NOrOTHN KOMNAHWN BKTUBHOCTH aHTU-XA) B obveme

To. CaHodu (naTrHcKkMMu GyKBamK), HOMED CepuH, Npenapara s WNPUUE, IKBUBANEHTHOE
roaeH Qo. KONMYECTBO AKTHBHOIO BELWECTBa B Mr B
Aonyckaerca Hanuiue eHyTpeHKero(ux) koaa(oa) WNpUUE, KOAKYECTBO LINPHUEE B
NpoM3IBOAMTENA M/nAK 2D Kopa, u/uan ynakoeKke, COCTae, YCNOBHA oThyEKa,
rpaduveckorof{ux) anemextalos). YCNOBHA XPAHEHHA, kXPaHHTL B - 1
Ha kapTomKof nauke AR Wnpuues/wnpuues c HEAOCTYNHOM ANR ABTER mecTen, |
33WMTHOR CHCTEMOMR KINbI H3 PYCCKOM A3bIKE «CrepunsHon, aflepeg npumenenmnem
YHAILIB210T: TOPFOBOE HAWMEHOBAHME NpenapaTa ¢ BHUMATENbHO NPOMMUTANTE MHCTRYKLMION,
NpeaynpeAnTenbHOR MapHUPORKOH *, «[ILNA NOAKOMHOIO M BHYTPUCOCYAKCTOTO
MEMAYHAPOAHOE HENATEHTOBAHHOR (B ToM uMcAe, npu remoguanmae)

- HAWMEHOBAHKE, NEKAPCTBEHHYIO HOpMY, BBEACHHA Y, «He BBOAUTL
AKTUBHOCTL NPenapata (8 ME aKTUBHOCTH aHTH-XA) BHYTPHUMBILWEYHO?, HAUMEHOBaHKE 1
8 oSveme npenapara B wWnpuue/wnpuye ¢ CTPaHa IPHAHYECKOTO NHUA HA MMA
JAUMTHOR CHCTEMON MIAbI, IKBMBANEHTHOR KOTOPOrD BLIJAHO PErHCTPAUMOHHDE
KONKHMECTBO AKTHBHOTO BELLECTBA B Mr 8 YADCTOBEPEHUE, HAUMEHOBAHWE
Wwnpuue/ WNPHUE C 3AWHTHOR CUCTEMOR Wrabl, NPOWIBOAUTENA, BIO NOTOTMN HT3NDEC
KONMYECTBO WPHUES/WNPHLES C IBLUTHON (wHaexc, cTpana, ropoa), noroth: 1 ©
CHCTEMOI MIAbl B YNaKoeKe, COCTaB, YCAODMA KOMNaHKK Canodu {NaTHHCKUAK
OTNYCKE, YCNOBWA XPAHEHWA, «XPaHWTL B GyxBamu), Homep cepum, aara v .
HeQOCTYNHOM AAA AeTed mecTen, aCTepunsHoy, NPOU3IBOACTSA, TOABH AD, WTPHX-KDA,

. «Mepen NPUMEHEHUEM BHHMBTENLHO NPONUTaTE HOMEp PErMCTPaUMOHHOMO '/
WHCTPYRUMWION, «fLAR NOAKOMHOMD U yAoCTOBEpEeHMA, hapmakon, = it
BHYTPHCOCYAMCTOrO (B TOM YMCNE, NPA LoNONHUTEABHO HAaHECeHa UHPOPMaLMA
remoauandié) sseaeHuan, uHe 8B0AWTL ANA MOHHTOPHHIA ABMMEHMA '
BHYTPI HO®, § {Me W CTpaHy NEKapPCTBEHHLIX NPenapartos or |
IOPHAWYECKOND AMUA Ha HMA KOTOPOTD BbIAaHO NPOUIBOAMTENA A0 KOHEYHOTO
PErHCTPAUMONHOS YAOCTOBEPEHUE, HAUMEHOBAHHE notpeGurens.
NPOMIBOAUTENR, €70 NOTOTUN M 3APEC (MHAEeKE, C uenbio KOHTPONA NEPBOFO BLKPBITUA 1A
CTpaHa, ropoA), NOroTMn Komnanuu CaHodu KAPTOHHYIO NAMKY HAKNERHbI
{naTunchmmu Byxsamu), HOMEp Cepum, gary CAMOKNRALUMECA CTUKEPLI. /8

. NPOU3IBOACTDS, MOAEK A0, WTPHX-KOA, HOMEp s
PErncTPauMoHHOro yaocToBepeHwa, papmaxoa,. a
fonyckaeTca Haavwuue BHyTpeHHero{wx) koaa(oe) ril
NPOUIBOAUTENA 1 rPadm4ecKoro(wx) re:
anemerralos). 23 1LY
Aonoanmrenbio momer GbiTb HaHECRHA
WHOOPMBUMA ANA MOHUTOPHHIA ABHHEHWA
NEHAPCTBEHHBIX NPENapaTos OT NPOM3IBOAWTENA A0 o
KOMEYHOrO NOTpeBuTens. I8
C uenbio KOHTPOAR NEPBOTo BCKPLITHA Ha :

To- KAPTOHHYIO NaYKy QONYCKALTCA HAKNEMBAHME
CAMOKNERIMXCA CTUKEPOB.

| _01.02.2022 Xpanexue Mpu Temnepatype He Bbiwe 25 °C.




@ COM-BIT-OKK-685 A2

Crp. 4u3 4

Nacnopt N2 040000293507 :
Knexcan®, pacreop pnn urnexymit 4000 antu-Xa

ME/0,4 mn

Cepun: C040122

01.02.2022 CpoK rogHOCTH

3 roga.

Cooreercrayer

fonen go 01.01.2025

3annioverue OKK: Jlexapcreentn i npenapat Kaexcan®, pacteop ans nHvexumil 4000 antu-Xa ME/0,4 ma cepuu CO40122
coorgercteyer WA M ND14462/01-200619, uam. Nei,2,3.4,5

{ Bropo# samecrurens
| WauanbHMKa oTAena
KOHTPOAR KavecTsa:

|
i
i

MNOAAMHHKK 3NEKTPOHHOND QOKYMEHTA,
NOANMUCAHHOTD INEKTPOHHONA NOANUCHIO, XPAHWTCA B

Komy Bbinan: Kopanwuyx Tatenna AnekceepHa

\_Aeficrantenes: c 19.11.2021 no 19.11.2022

v

Aata sbinayum 3axnioueHHn o Havectee 11.02.2022




PEAEPAABHAS CAYXEA 1NO HAAZ0PY
B OWEPE 3APABOOXPAHEHMA

«CBeneHnA o0 BBOAE B rpaxgaHckuni odopoT B Poccninckon ®egepaunm nekapCTBeHHbLIX
cpencTs Mo coctoAHuIo Ha 16.03.2022 20:10»

KapToHHbIe/ ~

aKIHOHEepHoe 00mecTBoO
"(bapmcTannapt-Y puMcKHA
BHTaMHHHBIA 3aBoa” (OAO
"(papmcrangapt-YdaBHTA"),
Poccus (Vnakopmmk/dacosmuk
(BTOpHUHASA/TPETHYHAS YITAKOBKA))

NO14462/01-200619; I1
N014462/01-200619

i oo Toprogoe [IpoussoguTens CaejieHHs 0 CTAIHAX HopmaTuenas Opeasmmmms, Kb Kapeems e
AHC anMeHOBaHHe (BBIMYCKAIOMIHI KOHTPOJIb) Crpama H3BOJACTBA JOKYMEHTATHS BEITyCTRNERLS B CEpRE, S i
Pocanpasaanzopa TR o - PO - “ e a rpaxnanckuii obopor napTHH ua HJIT
OTKpbITOE aKUHOHEPHOE 00WecTBO
"®apmcTaHaapT-Y pUMCKUi
BHTaMHHHBIN 3aBox" (OAO
19nﬁ7_n.._.ﬂ:hnw7<%pmmmmﬁ.“w ) " Hont. Nl & T1
occus (INpoussoguress (roToBo NO14462/01-200619:
Knekcan®; JID)); OTKpEITOE AKIHOHEPHOE Hon. Ne2 & TT
pacTeop ans . 06mecTs0 s M 1 .
WKt 4000 OTKpHITOE AKLUHOHEPHOE "QapmcTanmapr-Y dunecx N014462/01-200619;
auti-Xa ME/O.4 i BHTaMHMHHBIA 3aB01" (OAO o o il 0OAO
22.,02.2022 . "®apmcTangapT-Y dUMCKH Poccus bl A " NO014462/01-200619; 3 " co40122 | -
ma 1w, (0.4 . ‘®apmctannapt-YgaBHTA"). ®apmcTanmapt-Y haBHTA
ML), IpHLbE (9), SRR S {OXO Poccus (¥ nakoBmuk/(pacosumk (B Hae Jod k11
» WIPHIEL ) o pvicanapt-Y baBHTA™) e NO14462/01-200619;
naukH NepBHYHYI0 ynakoBky)): OTkpeToe Han, No5 & I




