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Homep cepun:

Hara npouseoicTsa:
logen no:
KonnuecTro B cepun:

Jara BblDauK racropra:

TTacnopt Me 282

AQ "®apmacunres"
Iacmopt Nt 282

JAbTen pacTBop AJist noakoxkuoroe seegenus 2500 anTu-Xa ME/0,2 ma

Ne JITT-005855 ot 16.10.2019

321220
22.12.2020
12.2022

4801 yn. Ne 10
22.01.2021

Apec TPOU3BOACTBEHHOM MIOMALKA:
r. UpkyTek, yi. P. Mrokcembypr, a. 184
HoMmep nHueH3HH Ha NPOH3BOACTEO:
00149-JIC ot 24 ausapa 2019 roza

Ananuz BelnonseH no JIM-005855-161019

l uz2

HaumenopaHue |

Ne FariAERasEH Tpebosanus HTZ i Pesyiirarel aHanusa
I. Onucanne Mpo3spaunsii, GecupeTHbA Wik ¢ KCATOBATHIM OTTEHKOM | TIpoipaunsiit GecuseTHbifl pacTeOp.
pacTsop.
Z MoaruitHocTs 1. fanmenapun  wampus. BOIXX. MonekyaspHo-
MACCOBOC PACTIPEICIIEHHE. 1. Moaxmmiocrs AoTecpmncHa
Cpeanss MoAeKyAspias Macea: ot 5600 a0 6400 Ha; Coe g cl 6063 [Ta:
QOpakika ¢ MonekynapHoif maccoff menee 3000 [a: me POATLEY HOACKYARPIIAL Macca; Ha;
Gosee 13,0 %: @pakura ¢ MOICKYIMpPHOA Mmaccoit McHee
s 3000 Ha: 12,87 %:;
Dpakuusg ¢ MonekyIspHOR Maccoi He Gonee 8000 Jla: ot b ¥ 5
15,0 10 25,0 %. Qpakuus ¢ Mc;neky:mpnoﬁ maccoH He Oonce
2.  Hampuii. KauecTBcHHaZ  peakuMs ¢  KaTHi AU flac 19,5 %
nupoantuvonarom, ['® P®, meron A. OGpasosaine 2. NommHROCTE ROATREPALICHE
TUIOTHOTO OCanaKa 63]!01‘0 UBETA.
3 Tpo3paunocTs I'th P, [Ipenapat JAOMKCH BLLICPKHBATE CPABHENHE C -
ITa1oHOM L. Bigepmman
4. IleeTHoCTS I'® P®, [Mpenapar 10:KeH BHACPKHBATE CPABHEHHE €
4 ITAICHOM YJ? ) gl Bruzepwisaer
5. |pH I'd Pd. Or 5,0 10 7.5 6,38
6. Mexannyeckue I'd PO, 1. Busvalsusii Meroi. Buiumeic wacTune! LB . o
BKMOYEHHS JOJKHBL OTCYTCTBOBATE. 2' Hnﬂimue e n.i,mcpxuuae..
2. CuerHo-poTOMcTpuyeckuii  Metos.  Heswauwmsre | A
sacTuiel. HacTHn pasmepom 2 10 MkM a0mkHO GwiTh He SO aepoi 2 S0 =480 weerim
Gonee 6000 B umphue; WPALE, "
HactHu pasmecpom > 25 MKM 1101KHO GuiTe He Goaee 600 4BOTHIL pRaMEpOM 325 MRy — 18 cTHL B
B DT, IUTPHLE.
1. Hasnexacmuiii 0Gnem I'® PD. He MeHeS HOMHHAILHOID. Cooteercrayer
il g I'® P, He Gones 125 B/ Mesee 125 E/n
e _ﬁ;;?:i::;ﬁ I'® PO. [Ipenapar 0:0KCH BLITH HCTOKCHYHBIM, Ilpenapar HeToOKCKuEl,
10. | Mcnerranue Ha
AEelpeccopHbIe I'® Peb. TMpenapat JomKen BELIEPNUBATE HCTILITAKHE. Bruiepkupaet
BCILECTBA
11. | Crepunsiocts ['® PO, [Ipenapar 10mkeir BbITh CTEPHABHEIM. [Tpenapar crepHABEBIA.
12. | Konuuecteeniioe EBp. @. AMMAOAMTHYSCKHI METOL. AKTMBHOCTB BHTH-Xa: i
onpeacnenue ch2250 e 2750 ME,2 M. Or 90 mo 110 % or 2273 MEA),2 a1 (0,9 %0 HOMHHATEHOTO
HOMMHAIBHOIO 3HAYEHUS. 1 m-«engsz)
AxTusHocts anru-lla; o1 770 a0 1190 ME/Q,2 st Hin MR 4
13. | Coornomerte antu-
Xa/anru-Ila Or 191032 23
AKTHBHOCTEH
14, | ¥nakonxa TTepeuunas ynaxoexa aexkapemeeiiozo ripenapama. [Tepsunnan  ynaxoexa  AEKAPCMGERKOZO
Ilo 0.2 mn npenapata 8 OAUOPa3OBLIM INPHMU W3 | npenapama.

Gecuaernoro crexna THna | ¢ NJaCcTHKOBBIM NOPLIHEM K
PC3MHOBBIM YNJIOTHUTe eM, ¢ (HKCHpOBAHHON HTIO#H,
3AUIMINEHHON ABOMHBIM KOAMAYKOM, COCTOALIMM I3
BHYTpeHHeH  peswnomod o pHCIWIHEH  TBepaoi

| naacrukoBoH uacTeR. Ha wawieit WwipHu HakneHBAIOT

CAMOKNESLYIOCH ITHKETKY.

Bmopusnas ynakoexa aexapemeenrozo npenapama.

[lo 5 wIpPHUCE NOMCILAOT B HCMAPKUPOBAHHYIO
KOHTYPHYH)  MJAaCTHKOBYIO  MOIN0KKY H3  [NEHKK
NOMMBHHHAXA0PHIHOH, 10 2 KOHTYDHBIX NJACTHKOBbIX
NOJUIOXKH € HHCTPYKUMEH MO NPUMEHCHHIO B KAPTOHHYIO
nayKy And noTpeduTe1berol Taphl.

Mo 0,2 ma npenapata B OAHOPAIOBOM WIIIPHLE
H3 GCCLBETHOTO CTEKNA THIA [ ¢ NNacTHROBbIM
NOPITHEM H PE3MHOBBIM  YMIOTHHTENEM, ¢
(QURCHPOBAHHOHR urnoi, JAMMIICHHOH
NBOHHLIM ROJUIAMROM, COCTORLIMM Hi3
BUYTPCHHEH DPEe3MHOBONH M BHEWHCH TBEpaOH
naacrukoBoit yacred. Ha kaxaoM wmpuue  —
CAMOKEALANCH ITHKCTKE.

Bmopuynan ynaxkoera AeKapCmeeRHo20
npenapama.
To 5 LITIPHLEB TIOMCIHEHS! B

HEMAPKMPOBAHHYX) KOHTYPHYIO MIACTHKOBYHO
NOANOKKY M3 MLIEHKH NOTHBHEHMIXIOPUAION.

Mo 2 KOHTYPHBIX TJACTHKOBLIX MOMLIOKKH € |




Tacropr Ne 282 2wm32

HHCTPYKUMER MO NpUMEHEHUIO B :aprouuun

fawke A8 NoTpeOHTENBCKOH Taphl. |

Mapkuposxa

Hepsunan ynaxosxa AexapemeenHozo npénap

Iepeuvnan | ynaxoexa

Ha oThkerke  WwnpHUA  YKB3BIBAIOT:  TOProBOS
HaWMEHORAHHC npenapata, MEXUIyHapoioe
HENATEHTOBAHHOC HAHMEHOBAHWE MPCMAPATA, AKTUBHOCTL
autu-Xa ME/oGuem npenapata B WA, NEXBPCTBCHHYIO
GopMmy, HOMEp CEPHIL, CPOK FOMIJOCTH.

Bmopuunas ynaxoaxa aexap nozo npenapama,

Ha mayke xaprowHoRt yka3sBaloT; HaUMEHOBAHWE
MPEANPUSTHR-HINOTOBHUTENA, €0 JOTOTHN, IOPHAMICCIaHH
anpeg; ampec, 1enedod, Qakc NPOM3BOACTBEEHHOM
INOWANKH,  TOProROE  HAWMEHOBAHWE  Mpenapars,
MEKIYHADOIHOE  HEMATCHTOBAHHOS  HRHMEHOBANME
npenapara, JekapcTBEHHYI0 GOPMY, EKTHBHOCTE anTH-Xa
ME/oGeem npcnapara B M, COCTaB Ha OJMH WNpHI,
ofbeM Npenapara B WINPHIC, KONHYECTBO LUNPHUEE B
YUAKOBKE, YCTOBMS XDAHCHHA, YCNOBHA  OTIYCKa:
«OTMYCKaloT Mo peuenTyn,  NPEeNYPEAMTEIbHbie
nannucy; «CreputsHon, «XPaRHTS & HEAOCTYNHOM ANA
aeTeR mectes, «Hencnos308aHIIDe COXEPKHMOE MNPHUA
YHHUTOXHKTb!», «BuHMaTENLHO npouHTaiiTe
OPUIArBCMYI0  MHCTPYKLMIO  TICPEX  MPHMEHEHWeM
TIPCITaparan, HOMEpP CEpHH, CPOK MOIHOCTH: «I"0ACH Ho%»,
IITPHX~KOA, HOMEP PCTUCTPAUHOBHOrG YAOCTOBEPEHHA,
ARTY PCrHCTPELNH,

npenapama.
Ha JTHKCTKE ILIpHUA YKA33aHO: TOProBOE
HaHMCHOBAHME Npenapata, MeXIYHAPORHOE
HETATEHTOBAHROC HAMMEHOBAHME MpEnapara,
axTUBHOCTh anTH-Xa ME/oSnem npenapara B
MJI, ACKAPOTBCHHAA (lopma, HOMCP CCPHH,
CPOK TOZHOCTH.
Bmaopuunan
npenapama.
Ha navke kaprounoll yrasaHo: HauMeHOBRHHC
NPEANPUATHA-MITOTOBKTENS, €r0  JOroTHI,
lopuauveckudt anpec; anpec, tenedos, taxc
NpOH3IBQAGTBCHHOR  Iwiowaakk, TOprosoe
HaHMEHOBAHKE IPEIAparTs, MEKIYHAPORHOE
HENareuTOBAHHOES HAMMEHORAHHC npenapara,
JiekapcTBcHHAs GOpMa, 8KTHBHOCTE AHTH-Xa
ME/ofibem TIpenapara B MA, COCTAB Ha OjiHH
wnpuy, ofsem npenapara R  funpwue,
KOAHYCCTBO WINPHLUCB B YMAKOBKC, YCAOBAX
XpaHEHHs, YCAOBHA oTiycka: «OTmyckaoT no
PEUSHITY?,  NPEAYNPEIHTEILHBIC — HAAMHCH:
«CrepunbHOY, «XPAHHTE B HEJOCTYNHOM ANX
nerci McoTeR, «Hewncnoas3osannoe
COICPKUMOE wmpHua YHHYTQKHTE! ¥,
«BHHMATCNEHO M(POYHMTAliTe NpHIAraEMyio
HHCTDYKIHIO mepex TIPHMEHEHHEM
npenaparan, HOMED CEDHM, CPOX CQAHOCTH:
«Fomen  mow, WTPMX-KOL, = HOMEp
PETHCTPALHOHHOTO y,aocrnupenua‘, Jara
pervucTpalyy, koa DataMatrix, ‘

Fraxosra Aexapcmeenroza

16.

Venosus xpaHeHus

B 3amMmeHHOM OT cBeta MCCTe fpw TEMNEpaType He
Buine 25 °C. ‘

CoorsercTryer

17.

Yenorus
TPAHCIOPTHPOBKH

B coorserersun ¢ FOCT 17768-90.

CoorBetcrByeT

3arniouennce: yioBneTBOpseT TpeGoBanus
[Mpenapat Buinymex B ¢ooTEE iz

Hauanesuk OKK

¢ JI[1-005855-161019,
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== AKHHUOHEPHOE OBUIECTBO
i "hapracnnres”

PABPEIIEHWE HA BBIIIYCK U BBOJI B I'PAMCTAHCKUI OBOPOT Ne 282

Hanvenopanue JeKapCTBEHAOr0 npenapara:

Hansren (MHH ~ Hantenapun HaTpys) pacTBop A% NOAKOWHOTC BReneHHs 2500 antu-Xa ME/0,2
M (npru) X 10 (nauxa kapronHas)

Cepun Tozen o Prinok KoanuecrBo
321220 12.2022 RU 4 801 yn.
Perucrpaunonnoe ynocrosepenne: JII-005855 ot 16.10.2019

Hopmarnenan gokymedtanns: JII-005855-161019
Macnopr: 282 or 22.01.2021

Cepus sexapcTsenHOro npenapara Gbina MPOH3BCIeHa W [pOBEpPeHa B COOTBETCTBHH C
AuucH3MeH Ha NPOH3BONCTBO JIEKAPCTBEHHLIX CPEACTE, TPEGOBAHMAMM PErMCTPallMOEHONG AGChE,
rpedoBanuamy Ilpasun Haanexaweit NPOH3BOACTBEHHOA TpPakTHKM (YTBepxaeHE! [lpukazoM

MWUHHCTEPCTBA NPOMBILLIEHHOCTH H Toproean P@ or 14 mions 2013 r. Ne 916), 2 Tamke MHLIMH
TpeGOBaHHAMH, YCTAHOBIEHHEIMH HOPMETHEHBIMH TNpaBoBLIMH akTamu Poccuitckoii Oenepanyu.

Tpoaykuns paspemena x BLInycKy 1 BBOAY B Ipamaanckuii oGopor: A HET D

VnoliHOMOYeHHOE NHEO:

22.01.2021 Posxuukosa O.H,
Hara DUO ';"ﬁ_
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'ummcmpcmo 3}1PABOGXPAHEHH.SI
Pocczmcmﬁ @E;.{EPamm LA

: emﬂpaunonnore yz[oc'roaepennn
g:mpcrseﬂﬁoro npenapam

ara rocynapcmeuuoﬁ perncrpaunu
KAPCTBEHHOI0 npenapa’ra

,1_6.16.2919

ﬂpmc AeHCTBHA pemcrpannolmoro :
c:mnepeuna nexagcrnennoro npenapara

CO CPOKOM ZBHCTBHA 5 J1eT

= }J;a'r BHCCEHNS nzmeaeanﬁ B peruc'rpaunmmoe :

- i(naTa 3amenbl peruc’rpaunaﬂuoro

YAOCTOBEpPEHHE JeKapCTBEHHOro Mpenaparta 5

BBIIAHO BMEPBBIE

-y croaepenﬁn NeKapeTBEHHOTo NpenapaTa)

= aiﬁmeuonaune =

A HH(IJopmuua 0 38PErHCTPHPOBAHHOM NeKapCTBEHHOM npenapare:

| Toprosoe nanmeHoBaHMe __ : Hanbten

i:_‘@l‘myﬂaponnoc HEMATEHTOBAHHOC, HIH i = _
frpyni HPOBOYHOE, HIH ,Hamllee!coe Jlantenapnu-warpus

pacrsop }.Ulﬂ HO}IKD)KHO[‘O BBGJIBHHS!

: ao anTH-Xa ME/0.2 mr, 5000 antu-Xa M.E/O 2 M
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