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Aata nponssogcrsa 02.07.2021

AHANM3BI/UCTLITANUA NPOBEACHDI B COOTBETCTBUMN ¢ HI,

lfopex po 07.2024

HA N N014462/01-200619, W3m.1,2,3,4

Aara HanmeHoBauue Tpebosauna HA, PeaynbTaTul aHanH30B/MCnbITAHWA
aHanu3a nokasarenei
00.08.2021 Onucanue Npo3apauHi4, o GecupeTHoro Ao 6aeaHo-wenToro Cooreetcreyet
Leera pacTeop. fpo3paubli, GaegHo-HEATOrD LBETa
pacTeop.
09.08.2021 NopAMHHOCTL Peakumn 05pasoeaHmnA 0CaaKka € NPOTIMUHA NoATeepMAAETCA
cynbgaTom: Kpemoso-Genwlil ocagok.
Y®-cnexTp: Makcumym NOTrNOWEHHA NP AnnHe MoaTeepmAadeTca
80AHL) 231 HM E 2 M.
KayecTBEeHHAA PeaKLMA HA HATPWIA: NAOTHLIA NoaTeepMAaacTca
ocafox 6enoro upeTa
20.08.2021 CeoboaHoie cynbdaThl He Gonee 0,12 % 0,03 %
09.08.2021 Mpo3payHoCTL Npenapat AONKEH BLIAEPHNEATE CPABHEHUE CO BelAGPKUBIET CPABHEHHE C 3TANOHOM
CTaMAAPTHOMN Cycnenauned i
10.08.2021 LipeTHOCTL NpenapaT AONHKEH BLIAEPHKHUBATE CPABHEHWE ¢ BriAGpHKMBAET CPABHEHHE C ITAACHOM
STANCHHLIM PACTBOPOM UBETHOCTH Y4 uan BY4
10.08.2021 pH 55-7,5 6,9
11.08.2021 MexaHu4eckne B cooTBeTCTBMM C TPEBOBaHUAMK, YUMTEIBAA OTCyTCTBYIOT
BHAKYEHWA! BUSUMBIE npeaent! ACNYCTUMOCTH TECTa.
HaCTHURI
09.08.2021 Mexarmnyeckne yactvu, paamepom 2 10 mrm - ve Gonee 6000 Ha 355
BRAKOHEHHA: HEBUAKMBIE wnpny
YaCTHUbH
4aCTUL, PasMepom 2 25 mrm - He Gonee 600 Ha 3
wnpuL
10.08.2021 OTHOCUTRABHAA 1,04-1,08 1,05
RAOTHOCTL
10.08.2021 WMssneraembiin obvem MUHHMANbHBIA 06bem He menee 0,80 ma 0,82
10.08.2021 BaxTepuanuHbie He Gonee 100 E3 Ha 1 mn npenapara Menee 100
SHAOTOKCWH bi
10.08.2021 CTepnabHOCTD MNpenapat goneH HbITh CTEPHABHDIM CTepuAbHbIA
17.08.2021 AHOMaNLHAA Mpenapar gonHeH GbiTe HETOXRCUHUHbIM He TokcuueH
TOKCUMHOCTB
17.08.2021 Hcnbitanve Ha fpenapar 40NMEH BbIAEPMVBATL HCNLITAHKE Boigemxreaer
ABNPECCOPHBLIE BEILECTRA
05.08.2021 KonnuecTBeHHoe 9000 - 11000 ME/mn 10796
onpeaeneHne:
AKTHBHOLTL AHTW-X3
09.08.2021 KoanuecTaenHoe 2000 - 3500 ME/mn 2918
OnNpepeneHne;
BKTMBHOCTE aHTK-la
05.08.2021 KonnuecteeHHoe 33-53 3,7
onpeaeneHne.
COOTHOWEHME
AKTHBHOCTEH
aHTH-XafaHTu-lla
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Kaexcan®, pacTeop ANA abexuMi 8000 anm-Aa
ME/0,8 mn

Cepun: (290721

11.08.2021

Ynaxoska

1 B1A, YNAKOBHH

flo 0,2 ma wan 0,4 ma, wam 0,6 mn, nan 0,8 ma
pacTBopa NPenapaTa B cTeKAAHHbIR wnphy (Tvr ()
coOTBeTCTBEHHO, Mo 2 MK 3 wnpuua B Banctep.
Mo 1 waw 5 Gancrepos (2 wnpuua 8 Sancrepe) nan
no 3 Baucrepa (3 wnpuya 6 6aKcTepe) BmecTe ¢

MHCTPYRUMEH NO NPUMEHEHHIO B KIPTOHHYIO NauKy.

2 Bug, yNaKOBKH

o 0,2 mn uan 0,4 ma, nan 0,6 mn, nan 0,8 ma
pacTBOPa NPENAPATA B CTEKAAHHBIA Wnpry (Tvn 1)
€ 33WMTHOW CACTEMON MIABI COOTBETCTBEHHO. Mo 2
wnpuua & 6ancrep. No 1 nau 5 GancTepos emecte
€ MHCTPYRUMER NO NPUMEHEHWIO B KAPTOHHYIC
NauRy.

Cooreercreyer

0,8 ma pacTeopa npenapaTa 8
cTernAnHbIM wnpyy (Trn 1). No 3 wnpuua
& 6avcrep. 3 Gancrepa {3 wnprua B
GancTepe) BMECTE C MHCTPYKUMER no
NPUMEHEHHIO B KAPTOHHYIO NaYKY.
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Knercaw®, pacteop ANA Hberuui 8000 antr-Xa
ME/0,8 mn

Cepua: C290721

11.08,2021 Mapr1poBHa Ha 3TMKeTHe WNPHia Ha PYCCKOM A3bIKE Coogreercreyer
YHa3bI1BAIOT: TOPrOBOE HAMMEHOBAHWE NPenapaTa ¢ Ha 3TMKeTKE WNPHLA HA PYCCKOM A3bIKE
npeayNpeaUTENEHOA MAPKMPOBKOA ®, YKA3aHbI: TOPrOBOE HAWMEHOBAHNE
MEMAYHIPOAHDE HEMATEHTOBAHHOE Npenapara ¢ NpeaynpeauTeNbHOH’
HaUMEHOB3HWE, aKTHBHOCTE Npenaparta (8 ME MapKUpOBROH ®, MemAayHapoaHoe
AKTMBHOCTH aHTH-X3) B obbeme NpenapaTa & HENaTEHTOBAHHOE HAWMEHOBAHNE,
WNpMUe, AeKAPCTBEHHYIO GOpMY, NOTOTAN BKTMBHOCTL Npenapara (8 ME
HOmNaHWK Canodm [natuHckumn SyxBamu), Homep AKTMBHOCTH anTk-Xa) B o6veme
cepym, roAeH 40, npenapara 8 WAPULE, NeHapCTBEHHAA
[JlonyckaeTca Hannume BHyTpeHHero(ux) kopaos) dopma, AoroTHN HomNaHWuKn CaHogu
npouzsoauTena uiwan 20 koga, nfnnu {naTMHCKUMK ByHBamn), HOMEP Cepun,
rpaduueckoro(mx) anementalos). rOAEH Ao.
Ha 3TMHeTKE WNPHLE € 3AWMTHOR CUCTEMOR MrAD! Ha KapTOHHO#M Nadke ANA WNPUUES HA
Ha PYCCHOM A3LIKE YHAILIBAIOT: TOProg0e PYCCHOM A3bIKE YKAISHBY TOProBoe
HAMMEHOB3HWE NPENAPATa ¢ NPEAYNPeanTENLHOR HauMeHOBaHWe NPenapaTa ¢
MAPKHUPOBKONA ®, MemAaYHapoAHOe NPeAYNREANTENLHON MAPKNPOBKER ¥,
HENATEHTOBAHHOE HAMMEHOBAHME, BKTMBHOCTL MENAYHEPOAHOE HENATEHTOBAHHOE
npenapara {8 ME aHTMeHocTh anTn-Xa) 8 obveme HAaWMEHOBaHWE, NeKAPCTBEHHAA HOoPMa,
NPenapaTa B WNPKUUE ¢ 33WUTHON CHCTEMONR UINLI, aNTMBHOCTL Npenapara (8 ME
NeHIPCTBEHHYIO GOPMY, NOTCTUN KOMNAHUW AHTMBHOCTU aHTH-XA) 8 obbeme
CaHodu (naTHHCKUMI ByrBamm), HOMEP CepuK, NPENapPaTa B WRPHUE, IKBMBANBHTHOE
roAeH po. KOAMUECTBO AKTUBHOTO BEWECTEA B Mr B
Lonyckaetch Haanume BHyTpeHHero{ux) kogalos) WAPKLE, KOAWYECTED WNPHUEB B
npon3seoavTenn kw/wan 2D kona, winan YNanoBKe, COCTaB, YCNOBKMA OYNYCKA,
rpadrueckoro{wx) anementalos). YCAOBYA XpaHeHMA, «XpaHKTL B
Ha KapPTOHHOM N3YKe ANA WNPHUEB/WNPULEE ¢ HEeaOCTYNHOM ANA AETel mecTen,
33WMTHON CHCTEMOMW MINbI HA PYCCHOM A3bike «CTepunsHo», «fepen NpuMeHaHHeM
YHA3LIBAIOT: TOPTOBOE HAMMEHOBAHWE NPenapaTa ¢ BHHMATEABHO NPOMUTANTE MHCTPYHLWION,
npeaynpearTentHON MApKMPOBKOR ®, « 1A NOAKONHOID W BHYTPUCOCYAUCTOrO
MEMAYHAPOAHOE HENATEHTOBAHHOS {B TOM uMCAE, NP remoguannae)
HaHMEHOBaHHE, NEKBPCTEEHHYIO GOpMY, BBeacHWA», «He BBOaVTL
NTMBHOCTL Npenaparta (B ME aKTMBHOCTH aHTK-XA} BHYTPMMbILIEYHO®, HANMEHOBAHHE K
8 ofbeme npenapara B wWnprug/wnpaue ¢ CTPaHA OPUAMYECKOTO MLE HA WMA
IBLUNTHON CUCTEMON WrAbl, IHBUBANEHTHOE HOTOPOTO BbIAZHO PETMCTPAUMOHHOE
HOAMYECTAO AKTUBHOIG BEWECTBa B MF B YAOCTOBEPEHUE, HIUMEHOBAHWE
WRPKUE/WNPHLE ¢ 33WMTHOR CHCTEMOM MIbI, NPOM3BOANTENRA, M0 NOFOTHN K BAPEC
KOAMMECTBO WNRMLER/WNPULEB € 3AWWTHOH {wHaeKE, cTpawna, ropoa), AoroTHN
CUCTEMOW WALl B YNAKOBKE, COCTaB, YCADBUA Komnannk CaHodwn (AaTHHCHUMK
OTNYCKA, YCNOBHA XPAHEHUA, «XPAHMTL B GykBamu), HOMEp CEPYH, AaTa
HEeaoCTYNHOM ONA AETEH mecTen, «CTepuaLHO:, NPOM3BOACTEA, TOAEH 40, WTPWX-Kog,
ulepen, NPMMEHEHWEM BRUMATENBHO NPOMKTANATE HOMED PRrMCTPALIMOHHOIO
WHCTRYKLMIOS, #N% NOAKOMHOTO 1 YAOCTOBEPEHWA, dapmaKon,.
BHYTPHCOCYANCTOND (B TOM YMCHE, NPU ACNOAHUTRALHO HaHeceHa MHGOPMAaLUA
remoauanise) seegennar, «He BBOAKTL BN1A MOHWUTOPHHI ABHMEH WA
BHYTPMMBILIEYHO», HAMMEHOBAHHE W CTPaHY NEKAPCTBEHHbIX NPENapaTes oF
HORMANYECKOTO NIMUA HA MMA KOTOPOTO BbIJAHO NPON3BOAKTENA A0 KOHEYHOTO
PErMCTPAUMOHHOR YAOCTOBEPEHWUE, HAMMEHOBAHKE norpeburens.
NPON3BOAWTENR, €r0 ACGTOTHN W 3apec (MHAEeKE, C u@NbK) KOHTPO/IA NEPBOTO BCKPLITHA Ha
CTpaHa, ropoay}, NoroTun Komnadnwn CaHodu KAPTOHHYID NAYKY HAKNEEHbI
{naTnHcknmn GyHBamMK), HoMEp CEpUn, AaTy CAMOKNEALMECA CTHKEDDI,
NPOV3BOACTBE, FOAEH A0, WTPWK-KOA, HOMED
PErMCTPALMONHOrD yaocTOBEPeHHA, dapmakoa,
Donyckaerca Hanuuue BHyTReHHero(wx} koga(os)
NPOMEBCAUTENA M rpadu-eckoro(mx)
3anemenTalos).
DonoAHUTENEHD MOMET HbITh HIHECEHA
WHPOPMALIMA QAR MOHKTOPUHTA ABHMEHWA
NEeKAPCTBEHHBIX NPENAPATOE OF NPOU3BOAWTENA A0
KOHEYHOTQ NoTRebuTens,
C Uenb) KOHTPOAA NEPBOro BCKPLITMA HA
KapPTOHHYIO NaYKy SONYCKAETCA HAKNEUBAHKE
CAMOKNERWMKCA CTHKEPOB.

11.08.2021 XpaHenue Npy Temnepatype He soiwe 25 °C, CooTBercrayer
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KnekcaH®, pacTeop ana nHuexunii 8000 awtn-Xa

ME/O,B mn

Cepun: C290721

11.08.2021

Cpox rogHoCTH

3 ropa.

Cooteercrayer

fogen go 01.07.2024

Jakniodenvre OKK: flexapcTeeHHbIf npenapar Knexcaw®, pacteop AnA uhbekuwi 8000 anmm-Xa ME/0,8 mn cepun C290721
cooteeTcreyet HA N N014462/01-200619, Mam.1,2,3,4
Bropo#i 3amecTurent
HauanLHWKA oTAeNa
KOHTPONA Haecrsa:

r

NOANMHHWK JACKTROHHOMC ACKYMEHTA,
NOANWCAHHOND JMEKTPOHHON NOANMCHIO, XPBHUTCA B

cucTeme JIMMC GapmcTanaapt
CBEAEHWA O CEPTUGMKATE 30

CeprrduHaT: 02a5¢541007dacdfbedecaf8bb2foda219

Komy BbIAAH: Kosanbuyk TaTbAHa AneKceesHa

kﬂeﬁaawreneu: ¢ 24.11.2020 no 24.11.2021
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[aTta BulgauM 3aKAIOMEHNA O HavecTse 20.08.2021




