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QAQ "dapmcranaapr-YdaBUTA"
450077, Yda, yn Xynaiibepanna, 28
[Nupexrop no kauecTsy: Ten/dakc (347) 272-35-34, e-mail<ikbashkova@pharmstd.r>
Havanennk OKK: Ten/daxc (347) 272-46-14, e-mail<nnmullayanova@pharmstd.ru>
Nacnopt Ne 040000256036
HawmenosaHuWe npenapara no HA Knencan®, pacTeop AAA HHbexumid 4000 anTi-Xa ME/D,4 mn
Homep cepuy C270621 KonwvectBo NPoAYKLMK B CephM (T.ynak) 38,640

Para npowseoacrea 28.06.2021

AHaNM3b1/MCNbITAHWA NPOBEAEHBI B COOTBETCTBMN ¢ HA,

Toaen ao 06.2024

HA N NO14462/01-200619, nam. Nel,2,3,4

Aara HaumeHoBaHue TpebosaHna HA Pesynbratbl aHannzos/nCnbITaHKiA
aHanM3a noKasavene#
03.08.2021 OnucaHne Npoapaunbiii, ot HecuseTHoro Ao BregHo-wenToro Coorpetcrayer
useTa pacTeop. MNpoapa4Hblfi, GAegHO-KMENTOTD uBeTa
pacTeop.
03.08.2021 MoAAMHHOCTL Peakuna obpa3osaHnr 0CaaKa € NPOTaMHHA Noareepwaaerca
cynbdaTom: Kpemoac-Gentiid OCanox.
Y@-CNexTp: MaKCUMYM NOTNOWENWR NPKH AnkHe MNoarsepmaaeTca
80nHbl 231 HM £ 2 HM.
KauecTeeHHaA Peakina Ha HaTPrA: NNOTHBIA NoareepAaLTCA
ocanok Genoro yaeta
20.08.2021 CeoboaHbie cynbdarhl He Sonee 0,12 % 0,03%
03.08.2021 MNpo3payHocTb Mpenapat 40NHEH BblALPKUBATL CPABHEHWE CO BbISEpIKMBABT CPABHEHUME C ITANOHOM
CraHAapPTHOM CycneHawei |
04.08.2021 LipeTHoCTD Npenapar A0NMEH BblASPHWBATE CPABHEHME C BbiaepKHBaeT CRaBHEHHUE € ITANDHOM
3TANOHHLIM PACTBOPOM LBETHOCTH Y4 Wan BY4
04.08.2021 pH 55-7,5 6,7
03.08.2021 Mexanuyackue B COOTBETCTBMM C TPEBOBAHNUAMM, YIKTLIBAA OreyTeTayioT
BHAIQHEHWA: BUANMBIE npegent AoNYCTUMOCTH TeCTa.
MBCTHLbI
04.08.2021 MexaHnyeckne qacTHL, pasmenom 2 10 mrm - He Gonee 6000 Ha 175
BKMOYEHWAT HEBUONMBIE WwnpULy
HACTHLBI
YaCTUL| PA3MEpoMm 2 25 mkm - He Gonee 600 Ha 1
WNpnL
04,08.2021 OTHOCHTENLHAA 1,04 -1,08 1,05
NACTHOCTL
04.08.2021 H3snexaempiii ocobvem MUHUMANBHLIA 06vem: 2 0,40 mn 0,40
MancumantHbi o5bem: S 0,44 ma 0,42
10.08.2021 BakTepuanbHbie He Gonee 100 E2 Ha 1 mn npenaparta Menee 100
IHAOTOKCHHbI
06.08.2021 CTepuAbBHOCTL Mpenapar Aon#eH BbiTe CTEPHABHBIM CrepunbHBIf
17.08.2021 AnomancHan Npenapat AoN#EeH BbiTe HETOKCUYHBIM He Torcuqed
TOKCUMHOCTD
17.08.2021 HenbiTaHue Ha Npenapat A0AMEH BblAEPHNBATE UCNLITAHHE BuigepmumaaeT
AenpeccopHbie BeIlecTsa
09.08.2021 KonwuecreeHHoe 3600 - 4400 ME/0,4 mn 3922
onpegeneHve:
AKTMBHOCTb AHTH-Xa
09.08.2021 KonudecreeHHoe 800 - 1400 ME/0,4 mn 1065
onpeaenenne;
AKTMBHOCTL aHTH-la
05.08.2021 KonuuecteeHHoe 3,3-53 3,7
onpegeneHne:
COOTHOWEHHE
AKTUBHOCTEH
aHTH-XafaHTK-lla
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PacnopT Ne 040000256036
KnexcaH®, pacteop 49 uHbexuwi 4000 aHTn-Xa
ME/D,4 mn

Cepuna: 270621

03.08.2021

Ynawoska

1 evp, yNaKoBKH

No 0,2 ma uan 0,4 mn, wan 0,6 mn, non 0,8 ma
pacTeopa Npenapata B CTEKAAHHDIA WnpKy (Tun 1}
¢ooTBETCTBEHHO. Mo 2 MaKn 3 whphua B Sancrep.
o 1 wnu 5 Bancrepes (2 wnpuua 8 6anctepe] nan
no 3 6anctepa (3 wnpuua e 6anctepe) emecre ¢

MHCTPYKUMEN NO NPUMEHEHKIO B KAPTOHHYIO NAYKY,

2 Brg yNaKkoBKW

Mo 0,2 ma nan 0,4 ma, van 0,6 mn, uan 0,8 mn
pacTeopa Npenapara 8 CTeKAAHHbIA wnpyy, (tvn 1)
€ 32WMTHON CMCTEMOM MIALI COOTBETCTBEHHO, Mo 2
wnpuua 8 6amctep. No 1 nan 5 Gaucrepos emecte
€ MHCTPYKUMER NO NPUMEHEHWIO B KEPTORHYIC
N3YKY.

CooTeeTcreyeT

0,4 mn pacTeopa npenapara
creknaHHBIA wnpKy, (Trn 1), Mo 3 wnprua
B Gauctep. 3 Gaucrepa (3 wnpuua e
6AncTEpe) BMECTE ¢ MHCTPYKIMen no
APUMEHERMIO B KAPTOHHYIO NAYKY.
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Crp.3Imnd
NacaopT Ne 040000256036
Knencan®, pacreop Ana Hbexumia 4000 anth-Xa
ME/0,4 mn

Cepun: (270621

03.08.2021 MaprupoBKa Ha 3TMKeTKE WNPKLA Ha PYCCKOM A3bIKE CopTeeTcTBYET
YKa3b1B3I0T; TOPFOBOE HAMMEHOBAHME NPENapaTa ¢ Ha 3TMKETKe WNPHLA HA PYCCKOM AIbIKE
npeaynpeanTenbHOA MapRMpoBKoi @, YK@33HbI: TOProsoe HaUMEHOBAHWe
MENAYHAPOAHOE HENATEHTOBAHHOE npenapara ¢ NpeaynpeanTebHOR
HAaUMEHOBAHWE, SKTMBHOCTL Apenapata (8 ME MapKUPOBKON *, MemAyHapoaHoe
BKTMBHOCTH aHTK-Xa) 8 obbeme npenapata 8 HENATEHTOBAHHOE HANMEHOBAHNE,
WNPMLE, NEKApCTBERHYIO GopMY, AOTroTMN AKTMBHOCTb Npenapara {8 ME
womnaHun Canodk (AaTMHCKMMKM GyKBamhn), HoMep SKTMBHOCTM aHTH-Xa) B obveme
CepyM, rogeH Ao. npenapara B WNpWUe, NeKapCTBEHHAR
JonycKaeTes Haauume BHYTpeHHero{nx) kopalos) $opma, NaroTMn KomnaHuu CaHodn
npouascantena nfnnk 20 Koaa, u/nm {natuHcknmm BYHBIMK), HOMER CEpHR,
rpagmueckoro(nx) anementa(ce). rOAEH Ao.
Ha STMKETKE WNPMLA € 3AWWTHOM CUCTEMON KNk Ha KapTOHHOA NaYKe AR WNPWLEB Ha
Ha PYCCKOM A3bIKE YKA3LIBAKOT: TORrOBOe PYCCKOM A3bIKE YHA3AHbI: TOProBoe
HAWMEHOBAHWE NPENapaTa ¢ NPeayNpPeAnTENLHON HaWMEeHOBaHWe npenapara ¢
MAPKMPOBKOH *, mexayHapoaHoe NpeaynNpeavTensHON MapKMpOBKOD ®,
HENATEHTORAHHOE HAUMBHOBAHHME, AKTHBHOCTL MENAYHAPOAHOE HENATEHTOBAHHOE
npenapara (8 ME akTHBHOCTH aHTK-Xa) & obveme HANMEHOBAHUE, /IEKAPCTEEHHAA Hopma,
npenaparta B WipyuUe ¢ 3aWWTHON CHCTEMOR HINbI, @KTUBHOCTL NpenapaTa {8 ME
NEKAPCTBEHHYIO HOPMY, ACTOTHN KOMNAHUH BKTMBHOCTM aHTH-XA) B obbeme
CaHodn {naTHHCHMMK ByKBamn), HOMEP cepun, npenapara B WNPKUE, IKBHUBANEHTHOE
roAeH Ac. KOAMHECTBO SKTMBHOMD BELLECTBA B Mr B
Lonyckaetcn Hanuune BHyTperHero{nx) kopalos} WAPHLE, KOAWYECTBO WNPHLER B
npov3soauTenn nfuau 20 Koapa, winam YMAKOBKE, COCTAB, YCNOBHA OTNYCKE,
rpadmueckoro{nx) anemenTalos). YCAOBWA XPaHEHWRA, «XpaHuTL B
Ha HapTOHHON NadKe AAA WNPHLUEB/WNPKUES C HEeQOCTYNTHOM ANA AETEH mEcTen,
3BWMTHON CUCTEMOM WIABI HA PYCCKOM A3bIKE «CTapuacHon, «epea NpHMEHEHHEM
YKE36183I0T: TOProBOE HAUMEHOBAHWE NPENaPaTa ¢ BHUMATENLHO NPOYUTAATE HHCTPYRUMIO®,
npeaynpeavTEnsHON MapKMPoBKON ®, «ANA ROOKOMHOND K BHYTPUCOCYAUCTORD
MEeHOYHAPOAHOE HENATEHTOBAHHOE {B TOM YMCAE, NPH remoauannse)
HAUMEHOBAHWE, NEKAPCTBEHHYIO dopmy, 8BEAEHWAR, «He BBOAWTL
aKTUBHOCTL NpenapaTta {8 ME 3BKTMBHOCTH aKTH-XA) BHYTPHMBILLIEYHO®, HAUMEHOBAHME K
s obveme npenapata B wopvue/wnpyue ¢ CTPaHa IOPMANHECHOTO MUA H3 HMA
JAWWTHON CUCTEMON MINLI, IKBMBANBHTHOE HOTOPOrO BBLAAHO PETMCTPALMOHHOE
KONWYECTBO AKTUBHOMD BELLLECTEA B M B YAOCTOBEPEHWE, HAMMEHOBAHNWE
wnprue/WNPKHUE C 3aLWTHOR CUCTEMON WIAbI, NPOM3BOAWTENA, ETQ ACTOTMN W 3Apec
KOAMYECTBO WNPUULB/WNPULEB C 3BWHTHOH {MHaeKe, CTPaHa, ropoa), AoroTun
CHCTEMOW WiAbI B YNEKOBKE, COCTaB, YCADBMA KOMNaHWKM Canodu (AaTHHCKUMK
OTNYCKA, YCNOBKMA XPAHEHMA, « XPaHnTb B GykeamM}, HOMEp cepuu, AaTa
HEAOCTYNHOM AN AeTel macTes, «CTepunbHO», NPOM3BOACTEA, FOAEH AD, WTPHX-KOA,
aNepen RPMMEHEHHEM BHUMATENLHO NpOMUTaATE HOMED PeruCTPaunoHHON
WHETPYKUMION, «f1AA NOAKOMHOTO H YAOCTOBEpPEHAA, GapMaKoa,
BHYTPUEOCYANCTOrO (B TOM YmMche, Npn J[ONOARUTENBHO HAaHeCeHa MHGOPMALMA
remoananuae) BeeaeHuas, «He seoanTL ANA MOHUTOPWHTA DBUIMEHUA
BHYTPMMDILICYHO», HAYMEHOBAHME W CTPAHY MeKAPCTBEHHbIX NPENapaTos OF
IOPUAMYECKOTD AMUS H3 MMA KOTOPOFO BLIAAHO NPOU3EOOUTENR A0 KOHEYHOTO
PerncTpaLMOoHHOR y40CTOBRPEHNE, HAMMEHOBAHWE notpebvrens.
RPOV3BOAWTENS, €0 ADrOTWN WU aApec (wHAaeKc, C Uenblo KOHTPONA NEPBOTC BCKPLITMA Ha
CTpaHa, ropoa), horoThn Komnannk CaHodu KAPTOHHYIO NAYKY HAKNEEHb
{narmHckmn ByKBamK), HOMED CepHK, AATY CaMOKASALMECA CTHKEDBY,
MPON3BOACTEA, FOASH A0, WTPWA-KOA, HoMep
pervcTPaLMOHHONO YAOCTOBEPEH MR, HapMaHOa,
NonyckaeTca Hanwume BHyTREHHero(nx) koaa{os)
NPOM3IBOANTENA 1 rpatdrHeckoro(mx)
anemenTalos).
AonoAHMTENEHE MOMET BbITb HAHECEHA
WHGOPMALMA DA MOHUTOPKHIA ABHMEHHA
NEKapCTBEHHLIX NPENapaTos OT NPOU3BOAWTENA A0
KOHeuHoro notpeburena.
C Uenbi0 KOHTPONA NEPBOTO BCKPLITUA Ha
KAPTOHHYIO NAYKY QONYCKAETCA HAaKNenBaKue
CAMOKNEALUMXCA CTHREPOB,

03.08.2021 XpaHeHue Mpu Temnepatype He Bolwe 25 °C, Cooreercreyer
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Crp. 4 m1 4
MacnopT Ne 040000256036
Knencan®, pacTeop AnA uHeaxunA 4000 aHTH-Xa
ME/Q,4 mn

Cepus: (270621

03.08.2021

CPOK roAHOCTH

3 ropa. CooTeetcrayer

foaen ao 01.06.2024

Jakmouenve OKK: flexapcTeeHHeIi npenapaT Knencan®, pacTeop AnA MHbekumii 4000 aHTh-Xa ME/0,4 mn cepun C270621
cooteetcreyer Hf N N014462/01-200619, wam. Ne1,2,3.4

BTopoi 3amecTuTens

HaYanbHWKA OTAENa

KOMTPOAA KauecTea:

NOAAMHHWK INEKTPOHHOMO AOKYMEHTA,
NOANKUCAHHOIO 3NEKTPOHHON NOANKCHID, XPAHWTCA B
cucTeme IMMC dapmctanaapr
CBEAEHIWG O CEPTURUKATE 3N
CepridmkarT: 02a5¢541007dacafbedecaf8bb2f6d4219
Komy BbifaKH: Kosanwvuyk TaTbAHa AABKCEEBHD

kaeuc-rameneuz ©24.11.2020 no 24.11.2021 y

AaTa Bbigauy 3arnioueHna o Kavectse 20.08.2021




