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AHaM3b1/MCNLITAHWA NPOBEREHH! B COOTBETCTBMM C HIL

lopen po 07.2024

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

Aara HaumenoBsanue Tpebosanna HI Peayaprarsl aHaAM3os/MenbiTanmnin
aHanusa noxasarene
09.08.2021 Onucanne Npo3paunbii, ot Gecuysetkoro Ao bregno-wenroro Cooreercreyer
UBETA PACcTBOp. Mpo3pauneiit, Gnegro wentoro usera
pacTeop.
06.08.2021 NopnuHKOCTL Peakuun 06pazoBaHvA 0C3AHA C NPOTAMUHA Nopraepwgaerca
cynuarom: Kpemoso-Gensii 0Canox.
YO-CNexTp: MaKCHMYM NOMMOWEHHA NDW AAuHe Nopreepwpaetca
8oLl 231 HMm £ 2 Hm,
HauecTBeHHAA PEAKLHA HA HATPWIA: NNOTHLIA Nogreepmpaetca
ocanox Genoro ysera
20.08.2021 CeoGoamwie cynudare He Gonee 0,12 % 0,03%
09.08.2021 Npo3pasHoCTe MNpenapar A0NWEH BblASPHKNBATD CPaBHEHWE CO BbiepMMBAET CRaBHEHHE C ITAACHOM
CTaHAAPTHON CyCnenHsuen |
09.08.2021 UseTtHocTh Npenapar AOAKEH BbIAEPHMBATH CPABHEHWE C Bbi4@PMHBAET CPIBHEHME C ITINOHOM
3TANOHHBIM PACTBOPOM LBETHOCTH Y4 uaw BYA
06.08.2021 pH 55-75 6,9
05.08.2021 Mexanuyeckne B COOTBETCTBMM C TPEGOBAKUAMM, YUHTHIBAA Orcyrerayor
BHAKMEHWA: BHAMMbBIE Npeaenti AONYCTMMOCTH TecTa.
4ACTHLbI
09.08.2021 Mexanwdeckne yacTHy pasmepom 2 10 mxm - e Sonee 6000 Ha 86
BHAKOYEHMA HEBUAUMBIE wNpHY,
YACTHLbI
HACTHL, pasmepom 2 25 mum - ke Bonee 600 Ha 7
wnpwy
10.08.2021 | OtHOCHTENLHAA 1,04-1,08 1,05
NAOTHOCTH
10.08.2021 Wasnexaemoir 06bem MuHrmansHbiR 06vem He meree 0,60 mn 0,62 mn
10.08,2021 BaKTeprancHpie He Gonee 100 E3 Ha 1 ma npenapata Mernee 100
IHLOTOKCHMHbI
06.08.2021 | CrepuasHocTy Npenapar Aonmen BbiTo CTEPUALHBIM CrepnabHbiA
17.08.2021 AHOMANLHAR Npenapar aoamex BeiTe HETOKCHMHbIM He TokcHyeH
TOKCHHHOCTH
17.08.2021 WcnbiTanue Ha Mpenapar A0AMEH BbIAEPHMBATL UCNbITAHKE Bolaepiusaet
AENPECcCOpHbIe BEWECTBA
09.08.2021 KonwyecreenHoe 9000 - 11000 ME/mn 10424
onpegenenne:
AKTHBHOCTD 3HTH-Xa
09.08.2021 Konwdecteennoe 2000 - 3500 ME/mn 2907
ONpPEeAENEHHE:
AKTHBHOCTbL aHTH-11a
09.08.2021 KonuyecreenHoe 33-53 36
onpegeneHme;
COOTHOWEHWE
AKTHBHOCTEH
aHTH-Xa/aHTu-lla
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Knencan®, paceop anm urnexumi 6000 anth-Xa
ME/0,6 mn
Cepun: C280721
05.08.2021 Ynarosxa 1 B1A yNanoBKK Cooreercrayer
Mo 0,2 mn wnv 0,4 mn, nan 0,6 ma, nan 0,8 mn 0,6 mn pacreopa npenapara 8

pacTeopa Npenapara B cTeKAAHHBIA wnpwy (Twn 1)
cooTBeTcTBerHO. No 2 naKn 3 wnpwua s Gamcrep.
No 1 nan 5 Bancrepoe (2 wnpuua 8 6aucrepe) uan
no 3 Gaucrepa (3 wnpuua e 6ancrepe) smecte ¢
WHCTPYKUMER NO NPUMEHEHNIO B KAPTOHMYIO NAYKY.
2 BMAQ YNAKOBXM

No 0,2 mn nam 0,4 mn, nan 0,6 ma, wnn 0,8 ma
pacTBOPa NPEnapata b CTEKNAHNLIA Wnpwy (Tkn 1)
€ 33UHTHON CHCTEMOM Wikl COOTBETCTBEHHO. Mo 2
wnpsua 8 6amctep. No 1 nan 5 6aucrepos Bmecte
€ MHCTPYKUWER NO NPUMEHEHMIC B KADTOHHYIO
N3uKy.

cTernAHHbIR wnpuy (trn 1), Mo 3 wnprua
8 Gawcrep. 3 6nhucrepa (3 wnpuua 8
GAUCTEPE) BMECTE C MHCTPYKUMER NO
NPMMEHEHWIO B HAPTOHHYIO NAYKY.
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Knextan®, pacraop ana nHberuyi 600D aHm-Xa
ME/0,6 mn

Cepwa: C280721

05.08.2021 MapHrvpoaka Ha 3TMKeTHE WNPHLA H3 PYCCKOM A3biKe Cooreercrayer
YKA3bIBAKOT: TOPrOBOE HAMMEHOBAHME npenapara ¢ Ha 3THKETKE WNPHUA HA PYCCKOM A3bIKE
NPeAYNPEAHTENEHOA MApKHPOBKOH ®, YKI3IHLI: TOPTOBOE HAUMEHOBAHHE
MEMAYHADOAHOE HENATEHTOBAHROR Npenapara ¢ NpeaynpeaTenbHoM
HaWMBHOBaHWE, AKTMBHOCTL NPenapara (8 ME MApPKHUPOBKOA ®, MemayHapoaHoe
AKTMBHOCTH 3HTW-Xa) B ofibeme npenapara @ HEM3TEHTOBAHHOE HAWMEHOBANKE,
WPUUE, ABKAPCTBEHHYIO GOpMY, NOroThn BKTMBHOCTE Npenapara (e ME
Komnanun CaHodm (naTrHcrnmu Byxeamn), Homep AKTUBHOCTH aHTK-Xa) B obweme
Cepwm, roaeH 4o. Npenapara B Wnp1Le, NeKapCTBeHHan
Aonyckaerca HaaWume BHyTpeHHeroux) kogaloe) $opma, norotnn Komnanum Canodu
npoxasonuTena uiwam 2D koaa, ninnn (AaTHHCKMMK ByHBaMBK), HOMED CRPWM,
rpadmyeckoro(ux) anemenralos). roAeH 4o,
Ha 31MKETKE LINPMLA € 3ALMTHORA CHCTEMON MINbI Ha KapToHHOR NAuKe ONA WNPHLEB HA
H@ PYCCHOM A3bIKE YKA3biBAKOT: TOProBoe PYECKOM A3LIKE YKA3aHbi: TOPrOBOe
HAWMEHOBAHWE NPENapaTa c NPeAYNPEANTENLHOR HBWMEHOBAHWE NPenapara ¢
MAPKMPOBKOH *, MemAyHapOAHDe nNpeaynpeauTeNbHOR MapKUPOBKOW *,
HENATEHTOBAKMOE HAUMEHOBAHWE, BKTUBHOCTL MENMOYHAPOAHOE HENATEHTOBAHHOR
npenapara (8 ME akyMaHOCTH aHTH-Xa) B obbeme HaUMEHOBAHME, NEKAPCTBEHHAR HOPMA,
npenapara 8 WNpKMUe ¢ 33WMTHOR CHCTEMOM KINbI, ANTMBHOCTL Npenapara (8 ME
NEKAPCTBEHHYIO GOPMY, NOTOTHN KOMNAHWK AKTMBHOCTU aHTH-XA) B obveme
Canodw (natrHcHumu BykBamu), HOMED CEPUM, NPenapara B WNp1LUe, 3KBUBANEHTHOE
FOAEH BO. KONMYECTBO BKTUBHOTO BEILECTBA B M B
JLONycK3eTCA Kanwume BHYTpeHHero{mux) kopalos) WAPHLE, KOAHYECTBO WNPHLES B
NPOMABOANTENR H/wan 2D Koaa, uinan YNAKOBKE, COCTAB, YCNOBMA OTNYCHA,
rpagwueckoro(ux) anemertalos). YCNOBMA XPAHEHMA, «XPAHHTL B
Ha KapTOHHOM NasKe ANA WNpHUes/wnpuues ¢ HEAOCTYNHOM ANA AeTeR MecTes,
3AWMTHOR CHCTEMOR UINbI HA PYCCKOM A3bIKE «CrepunsHon, «Mepeq npumexeHnem
YHAILIBAIOT: TOPrOBOE HAUMEHOBAHWE NpPenapara ¢ BHHMATENLHO NPOMHTANTE MHCTDYHRUMIOR,
NpeayRpeanTeNsHON MapKUPOBKOR ®, «[lnA NOAKOMHOID M BHYTPUCOCYANCTOO
MEWAYHAPOAHO® HENATEHTOBAHHOE (B TOM YMCAR, NPW remogmuanuae)
HIMMEHOBINWE, NEKAPCTREHNYIO DOpMY, BBEAEHMAR, «He BEOAWTL
AKTMBHOCTL Npenapara (8 ME aKTHBHOCTH aHTu-XA) BHYTPUMbBILIEYHO », HIUMEHOBAHWE H
8 obveme npenapara 8 wnprue/wnpuue ¢ CTPaMa 10PHAMHECKOTD MU HA MMA
IAWNTHOR CACTEMON MINbI, IKBHBANEHTHOE KOTOPOTO BbIAZHO PErMCTPALMOHHDE
HOAMYECTBO AHTHBHOTO BRUIECTBA B Mr 8 YAOCTOBEPEHME, HAMMEHOBAHWE
WApHUE/ WNPYLE € 3ALMTHON CHCTEMOR WINb), NPOW3BOANTENA, €10 NONOTHA W 3apec
KONM4ECTBO WNPHUES WNPULES ¢ 3AWMTHOR {MHgeKc, cTpana, ropog), noroTun
CHCTEMOR WIABLI 8 YNakoBKe, COCTaB, yCnoana ®omnanmumn Canodm [natmHCKkrmu
OTNYCKA, YCAOBMA XPAHEHWA, K XDIHHTL B Gykpamu), HoMep cepwn, AaTa
HEA0CTYIIMOM ANR neTel mecrey, «CTepunsbHon, NPOMIBOACTEA, FOAEH A0, WTPHX-KOZ,
«lMepen NpHMEHEHHEM BHUMATENLHO NPoyHTaNTe HOMEP PerHCTPaLMOHHON
MHCTRYKUMION, « 1A NOAKOMHOIO W YA0CTOBEPRHWA, dapMaKoa,.
BHYTPUCOCYAHCTOrO (B TOM YMCNR, NPH LonoaHnTensHO HaneceHa nidopmaumna
remogmManuie) eeeaenvan, «He 8BoanTh ANA MOHHTOPHHTA SBVIKEHHA
BHYTDMMbILLIBYHO N, HAHMEHOBAHWE M CTDAHY ABHAPCTBEHHDBIX NPENAPATOB OT
IOPMAMYECKOTD AKLE HA MMA KOTOPOTO BLIZAHO NPOM3IBOAHTEAR B0 KOHEMHOTO
PErMCTPALMOHHES YACTTOBEPEHNE, HAMMENOBAKKE notpeburens.
NPOM3BOAMTENA, BI0 AOTOTAN W appec (MHABKE, C LA KOHTPOAR NEPBOTC BCKPLITHA Ha
CTPana, ropoa), NoroTian Komnarun Canodu KAPTOMHYIO NaYKy HaKACEeHs!
(naruncrmmm Byrsamm), HOoMEp CepHUM, gaTy CAMONNERALMECR CTHHEPbI.
NPOU3IBOACTBA, TOAEH A0, WTPUX-KOR, HOMED
PErMCTPALMOHHOIO YAOCTOBEPEHHA, GapMaKoa,
JlonycKaeTca Hanwune BHyTpexHero(ux) kopalos)
NPOW3IBOAMTENA U rPadHuecKoro|vx)
anemexTa{os).
LonoanutensHo momer BeiTe HaHeceHa
MHHOPMAUMA ANA MORUTODMHIA ABHMEHHA
NEKADCTBEHHLIX NPENAPATOB OT NPOW3BOAWTEAA 00
KoHeyHoro notpeburens.
C uenbi0 KOHTPONR NEPBOTC BCKPLITHA Ha f
KAPTOHHYIO NA4KY AONYCHABTCA HAKNEMBAHME Lﬁ’_ﬂgﬁfﬁ“ [
CaMOKNEAWMXCA CTMKEPOS. -1 Sanot Russid

05.08.2021 | XpaweHue Npw emneparype e asiwe 25 °C. Cooreercreyer \ S
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HAexcan®, pacTaop AnR unbexruwmil 6000 awtn-Xa
ME/0.6 mn

Cepun: (280721

05.08.2021

CpOH rofNoCTH

3 roga.

Cooraercreyer

fogen no 01.07.2024

Jannonenne OKK: flexapcreenHbii npenapar Knexcas®, pacTscp Ana uHnenuni 6000 anrn-Xa ME/O,E mn cepun C280721
coorsercrayer HL N NO14462/01-200619, Wam.1,2,3,4
BropoR 3amecrutens
HauANLHMKA OTARNE
KOHTPOAA Ka4ecTsa:

MoAAMHHKK 3NEKTPOHHOTO AOKYMEHT],
NOANWCAHHOID 3NEKTPOHHOMA NOANKCLIO, XPAHWTCA B

Komy Bpiaan: Kosaneuyk TateaHa Anexceesna

LAeﬁr:rsuTenen; €24.11.2020 no 24.11.2021

7

Alara esiaayvn 3akaoueHna o kavecrae 20.08.2021




PEAEPAADHAS CAYNEA IO HAASOPY

B OPEPE ZAPABOUXPAHEHMA

«CBeAeHNA 0 BBOLE B rpaXaaHCKui obopoT B Poccuinckon de
CPeacTB No COCTOAHMIO Ha 12.10.2021 13:08»

depaunn nekapcTBeHHbIX

Hata suecenns B

w1 . (0.6
M), wnpuus (9),
NavkH
KapTOHHbIE/ ~

BUTAMMHHBIN 3aBoa" (OAQ
"®apmcrannapr-Y¢aBHTA")

"®apmctangapt-YpaBUTA"),
Poccus (¥ naxoBuwmk/hacosmuk (s
NEPBHYHYI0 YIAKOBKY)); OTKphiTOE
aKUHOHepHOoe 00mecTBo
"MapmcTangapt- Y pumckui
BHTAMUHHBI 3aB0)" (OAOQ
"CbapMC'raHnapT-YtbaBHTA"),
Poccust (Y nakosmmr/cacosmmk
(BTOpHUHASA/TPETHYHAS YNAKOBKA))

N014462/01-200619;
Ham. Ne3 k IT
NO14462/01-200619;
Ham. Ned T
N014462/01-200619

"®apmctanaapt-Y paBUTA"

Toprogoe Ipounseoaurens Ceemenns o cragmsx Hopmarusnas Opraimamss, Houep Homep, sara
AHC HAHMEHOBAHHEe (BLITYCKaOIHA KOHTPONIL) Crpas NPOH3BOJICTBA ) HOK .HEHTII A e cepn, PP —
Pocanpasnansopa P P Y a IPakkIAHCKHA 0GopoT napTHH na HJITI
OtkpeiToe akuHoHepHoe 0bEecTEo
"®apmcTanfapt-Y umckit
BHTaMHHHBIN 3aBox" (OAQ
"Mapmctanaapr-¥YpaBHTA"),
Poccus (Ipouseogutens (rotosoi Il
Knekcan®; JI®)); OtrphiToe akumoneproe NO14462/01-200619;
pacTsop mns Orxperroe aKumoHepHoe obmecTBo Ham. Nel x IT
uHbeKni 6000 o "‘DapMCTaH}.‘l,apT-YQI)HMCKHﬁ NO14462/01-200619;
01.10.2021 anTH-Xa ME/0.6 "®apmcranapr-Y dumcxuii Pt BHTaMHHHBII 3aBox" (OAO Ham, Ne2 k I1 0AO C280721 )




