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AHANWILMCNBITAHWUA NPOBEAEHb! B COOTBETCTBWH ¢ HA,

lonen po 05.2024

@ COIN-BIMT-OKK-685 A.2

Crp. 1 m34
Hayanova@pt A
NMacnopt N2 040000243653
KnexkcaH®, pacTeop AN MHBeKUWHA 4000 antm-Xa ME/0,4 mn
KOAW4ecTBO NPoayKLMY B cepHH (T.ynar) 38,689

HA 1 N014462/01-200619, n3m. Nei,2,3.4

Dara HawmeHosanne Tpebosanna HO Pe3ynbTaTbl aHaAN308/MCNbITAHWH
aHanuza noka3sareneif
07.06.2021 Onucanne Mpo3pauHsii, oT GecuseTHoro ao bneguo-mentore CooteercTeyer
L;BETA PacTeop. MNpo3apayHbif, HaeaHO-KeAToro LueeTa
pacTeog.
10.06.2021 MoAAMHHOCTD Peakuma 0Opa30saH 1A OCaAKa C NPOTaMUHG MoaTeepiaaeTca
CynbhaTom: Kpemoso-0enbii 0CaAoK.
Y-CNeKTp: MaKCHMYM NOTACIEHHA NPH ANWHE MoaTsepmaaeTeA
BOAHBI 231 Hm + 2 Hm.
KavecTBeHHan PEAKUMA HA HATPHIA: NAOTHBIA Moaveepxaaetca
ocagox benoro usera
16.06.2021 CeoboaHbie cynbhaThbl He Bonee 0,12 % 0,04 %
07.06.2021 fpo3payYHoCTL MNpenapar A40NHEeH BbIASDHKBATEL CPABHEHKE CO BoIARPMMBAET CPBBHEHME C ITANOHOM
CTaHOAPTHOW CycneHsuei |
05.06.2021 LseTHOCTL Mpenapat AO/HEH BblOEPKUBATE CPABHEHHNE C BblAePHHNBAET CPIBHEHWE € STANIOHOM
3TaNOHHLIM PACTEOPOM UBETHOCTH Y4 nau BY4
07.06.2021 pH 55-75 6,2
08.06.2021 Mexannueckne B cooTeeTcTBMU ¢ TPE6oBaHNAMM, YINTLIBAA OTCyTCTBYIOT
BKMOYEHHAT BUAWMbIE npeaenti AONYCTMMOCTH TECTa.
yacTuup!
09.06.2021 Mexanuueckue yacTvy pasmepom 2 10 mim - He Gonee 6000 Ha 143
BHAIOHEHMAT HEBUAUMbIE wnpy
4acTuubl
HACTHY pa3mepom 2 25 MKm - He Gonee 600 Ha o]
wnpuy,
09.06.2021 OTHOCHMTENSHAA 1,04 -1,08 1,058
NADTHOLTb
07.06.2021 W3enexaemobii o6vem MumumansHbib 0Gvem: 2 0,40 ma 0,42
MamkcumanbHbiil o6bem: S 0,44 mn 0,42
08.06.2021 baKTepHanbHbIe He Gonee 100 £3 Ha 1 ma npenapata meHee 100
IHAOTOKCHHB
07.06.2021 CrepuAabHOCTL Npenapat gonseH BolTb CTEPUABHLIM CrepuibHui
30.06.2021 AHOmanpHanA Npenapar aonmeH BbiTb HETOKCWSHbIM He TokcuveH
TOHCHHHOCTD
25.06.2021 HcnbimTanme Ha MNpenapat AOAMEH BblAEPHHMBaTE MCNLITAHWE Bbiaepu1BaeT
AeNPEccopHbie BELIECTEa
07.06.2021 KonnuecrsenHoe 3600 - 4400 ME/0,4 mn 4196
onpegeneHue:;
AKTMBHOCTE aHTH-X3
07.06.2021 KonnuecteeHHoe 800 - 1400 MESQ,4 mn 1164
anpeaenexve:
AKTMBHOLTL 8HTH-11a
07.06.2021 KoanuecTeeHHoe 33-53 3,6
onpegenexve:
COOTHOLWEHHE
AKTMBHOCTEH
aHTW-X3/aHTr-3




& COTM-BMN-OKK-685 A2

Crp. 234
NacnopT Ne 040000243653
Knencan®, pacreop Anf mHbewuni 4000 antu-Aa
ME/0,4 mn

Cepua: €190521

08.06.2021

YnaxkosKa

1 Bug yNaKOoBKH

Mo 0,2 mn vaun 0,4 ma, nnn 0,6 ma, nan 0,8 mn
PaCTBOPA NPENapaTa 8 CTEKARHHbIA Whpuy (Tun 1)
cooTeeTcTReH O, Mo 2 uav 3 wnpuua s GaucTep.
No 1 nan 5 6ancrepos (2 wnpuua B Bancrepe} nav
no 3 Bancrepa (3 wnpuua e 6ancTepe) BmecTe ¢

MHCTPYRUMEHA NO NPUMEHEHWIO B KAPTOHHYIO NAuKY.

2 81 YNAKOBKK

No 0,2 mn uan 0,4 mn, van 0,6 mn, nan 0,8 mn
PACTEOPa NPEnapaTa B CTEKAAHHBIA wnpwy, (Twn 1}
€ 32LMTHOW CUCTEMOM UMbl COOTBETCTBEHHO. Mo 2
wnpyua 8 Gauctep. No 1 nan 5 6ancTepos emecte
€ MHCTPYRUMER N0 NPUMEHEHMIO B KAPTOHHYIO
NAYKY.

CooTeercreyer

0,4 mn pacTeopa npenapara B
CTeKNAHHBINA Wnpyy, (tvn 1). Mo 3 wnpuua
B Bancrep, 3 Baucrepa (3 wnpuua B
BAuCTEpE) BMECTE ¢ MHCTPYKUMER NO
NOUMEHEHWIO B KAPTOHHYIO NavKy.
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Crp. 3 3 4
Nacnopr Ne 040000243653
Knexcan®, pacreop Ann vHbexuwi 4000 aHTn-Xa
ME/0,4 mn

Cepua: C190521

08.06.2021

MaprupoBKa

Ha 3THMKETKE WNPWLA HA PYCCHOM A3bIKE
YKA3LIBAKT: TOPFOSOE HAMMEHOBAHWE Npenapara ¢
NPEeAYNPEANTENDHON MAPKMPOBKOKA @,
MEXAYHAPOAHOE HENATEHTORAHHOE
HaMMEHOBAHWE, aKTHBHOCTL Npenapata (B ME
2KTWBHOCTH aHTH-Xa) 8 o6beme npenapara B
WRPHUE, NEKAPCTBEHHYIO GOpMY, NOFOTHN
HomnaHuu CaHodH {AaTUHCKUMK GyrBamn), Homep
cepum, TOREH AO.

[onyckaetca Hannume BHyTpenHero{wx) koaa(oe)
npoussogutens winam 2D koaa, ufnan
rpagmueckoro(vx) anementa(os).

Ha 3TWKETKE WNPKHUA € 3AUMTHON CHCTEMOR HrAbI
Ha PYCCKOM A3BIKE YKA3bIBAKOT: TOProboe
HaMMEHOBAHKE NPENapaTa ¢ NpeaynpeauTensHOR
MapKUPOBKOH ®, MemayHapoaHoe
HENaTEHTOBAHHOE HAMMEHOBAHWE, aKTWBHOCTL
npenapara {8 ME aKkTHBHOCTH aHTW-Xa) B 00veme
NPEnapata B WNPKHUE C 2aLATHOR CHCTEMOR UIAb),
NEKAPCTBEHHYIO GOPMY, NOTOTAN KOMNIHWK
Canodm (natuHcKrmm Byksamm), Homep cepun,
rogeH Ao.

JlonycxaeTca Hannune BHyTpeHHero(nx) kopalos)
nponzeoanTENA niuan 20 voga, vinan
rpaduueckoro(mx) anementalos}).

Ha KapTOHHOW NaYKe ANA WNPHUEB/WNPWLIES C
33WNTHOM CHCTEMOR MIAbl HA PYCCKOM A3bIKE
YKa3bIBAKOT: TOPrOBOE HAMMEHOBAHWME NPENaPaTa ¢
npeaynpeauTentHONn MapKuposKoi ®,
MEXRAYHAPOLHOE HENATEHTOBAHHOE
HAUMEHOBAHHME, NEKAPCTBEHHYIO GOpMY,
AKTMBHOCTL Npenapata (B ME akTUBHOCTH aHTH-XA)
8 o6veme npenapara B wnpuue/wnpuue ¢
3AWNUTHON CUCTEMGI MIAbI, IKBUBANEHTHOR
KONWMYECTBO BKTMBHOTO BEU{ECTBa B M B
WNPUUE/WNPHLE ¢ 3aWNTHOM CUCTEMON MIABI,
KOMMYECTBO WNPULES/WNPHUEB C 3AWMTHOM
CMCTEMO MMl B YNAKOBKE, COCTaB, YCAOBMA
OTNYCKA, YCADBUA XPAHEHHA, « XPaHWTD B
HEQOCTYNHOM OAA AeTeH mecTen, «CTepUbHO Y,
uflepes, NPUMEHEHVEM BHUWMATEALHO NpPOYUTaATe
AHCTRYKUMION, 4N NOAKOKHOID U
BHYTPHCOCYANCTONG (B TOM YMChe, Npu
remoguanuae) esegeHuan, «He ssoauts
BHYTPMMBILIEYHO?, HAMMEHGBAHWE W CTRAHY
IOPHAMMECKOTO AWML HA MMA KOTOPOTO BbIAAHO
PErucTPaLMOHHOE YAOCTOBEPEHHE, HAWMEHOBAHME
APOM3BOANTENA, Er0 NOTOTUN W aapec (MHAEeKE,
€Tpara, ropoa), N0roTUN KomMnaHuiu Cavodm
{naTMHCKHMK DyKBamu), HOMED Cepun, AaTy
NPOU3BOACTEA, NOAEH A0, WTPUX-KoA, HOomEp
PErncTPAUMOHHOO YAOCTOBEPEHKA, hapmakon.
fonycraeTcA Haauuue BHyTpeHHera{wx) xoaalos)
NPOM3BOANTENA U rpadudeckoro{ux)
anemenTalos).

DonoaxuTensHe MmomeT Boite HAHeCeHa
WHOOPMALMA 417 MOHUTOPHHTA ABHKEHHA
NEeKapCTBEHHBIX NPENapaToB OT NPOM3BOAWUTENR OO
HOHewHoro noTpeutens.

C Uensio KOHTPOAA NEPBOTD BCKPBITHA HA
KApPTOMHYIO NAYKY AONYCHAETCA HAKNEUBAHNE
CAMOKNEAILMNCA CTHHEPOB.

Cooreercreyer

Ha 3THMKETKE WAPMUA HA DYCCKOM A3bIKe
YHa3aHbl; TOProBOe HAMMEHOBAHNE
npenapara ¢ NpeaynpeanTeENbHON
MapKUPOBROW *, MmexayHapoaHoe
HENATeHTOBAHHOE HAWMEHOBAHHE,
aKTUBHOCTL npenapara (8 ME
AKTMBHOCTH aHTU-Xa} B obweme
npenapara B WNPWLe, NEKAPCTBEHHAA
dopma, NOroTHIN KoMNaHWn Canodn
{naTvHCKUMM ByRRaMU), HOMED CEPKK,
rOAEH AO.

Ha KapTOHHOH NaYKe AR WNPMLEB Ha
PYCCKOM ALIKE YKA3BHBY: TOProBOR
HAUMEHDBAHWE NPenapaTa ¢
npeaynNpeaMTensHON MAPKHPOBKON ®,
MENAYHADOAHCE HENATEHTOBAHHOE
HAUMEHOBAHWE, NEKARCTBERHAA POPMa,
aAKTMBHOCTL Npenapata (B ME
AKTMBHOCTH AHTK-XA) B O0beme
NPenapara B LUNPKUE, IHBUBANEHTHOE
KONMUECTBO AKTMBHOTO BELLECTBA B Mr B
WNPHLE, KOMMHECTBC WNPULER B
YNAaKOBKe, COCTas, YCAOBMA OTAYCKE,
YCAOBUA XPIHEHWA, « XDAHWTL B
HEAOCTYNHOM ONR ACTER MecTen,
«CrepuabHe», uflepea npumeHeHnem
BHUMETEABHO NPOHHTAATE MHCTPYRUWION,
« AR NOAKOHHOrO W BHYTPUCOCYANCTOrO
{B TOM uncAe, NpK remoananuse)
peegeHHAr, cHe BBOANTL
BHYTPUMBILEYHOR, HAUMEHOBAHKE K
CTPaHA IOPUAVYECKOTT IMUA HA MMA
KOTOPOTO 8bIAAHO PRFUCTPALUOHHOE
YAOCTOBEPEHHE, HAIMEHOBAHKE
NPOW3BOAWTENA, EIC NOTOTHN W aAPEC
{MHABKC, CTPAHA, TOPOA), NOroTHN
KOMNaHKUK CaHoBH {NaTMHCKMK
OyKkBamu), HOMED CEpUK, paTa
NpOW3BOACTEA, FOAEH AT, WTPHX-KOA,
HOMEP PErMCTPALMOHHOTO
YROCTOBEPEHHE, GapmaKog,
AoNoAHUTEABHE HAHECEHA NHGORMALIMA
ANA MOHWTORPWHIE ABMMEHWA
MEKAPCTBEHHLIX NPENAPATOs oT
NPOW3BOANTEAR A0 KOHEUHOTO
notpeburens,

€ 4eNbIO KOKTPONA NEPBOTG BCKPBITHA HA
KAPTOHHYIO NAYKY HaKNEEHbI
CaMOKNEALMECA CTURERDI.

08.06.2021

XpaHeHve

MNpw remnepatype He sbiwe 25 °C.

CooTBeTCTBYET




@ COI-BIN-OKK-685 A.2

Crp. 4 n34

Macnopt Ne 040000243653
Knencar®, pacTeop Anf nHuerumi 4000 antn-Xa

ME/0,4 mn

Cepus: 190521

08.06.2021

Cpok roaHocTH

3 ropa.

Coorsercrayer

foaeH go 01.05.2024

JawmoueHre OKK: flexapcreenmslil npenapar Knexkcan®, pacteop AN nHberumii 4000 aHTH-Xa ME/Q,4 mn cepun C150521
cooveercreyer HA N N014462/01-200619, nam. Ne1,2,3,4
Bropoid 3amecTurents
HavanbHUKa oTaena
KOHTPONA KauecTea:

TNOANMHHWK INEHTPOHHOMO AOKYMEHTE,
NOANMCAHHOTO MAEKTPOHHOW NOANMCEIO, XPAHNTCR B
crcteme fIMMC dapmctangapT

Ceprrdmkar: 02a5¢541007dacdfbedecafBbb2foda219
Komy BbiAaH: Kosanbuyk TaTeAHa Anekteeana
Uﬂeﬁcram‘enen: ¢24.11.2020 no 24,11.2021

CRESEHWA O CEPTUDUKATE 21N

J

[iaTa Bbiaayn 3aKknoueHnAa o kavectee  30.06.2021




