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“BECUBETHAR HIM CHETIC-%ETTOrO LBeTE, Monycxaeren

TOABNCHHAE HEIHAMHTCABHOTO OCRAKA, HEHEIAIOUIETD npy
BCTPAXMBAHUM.

Haumeroranne TpeGosauus HJI PesynsraTel HemMTaHMH
Tnoxazateneft
Onucarne MpospasHas s crerka OManeCUMpyIOWAR HHAKOCTD, Crerka onatecuy pylomas,

GecuseTnan xenmxacTs,

Tonanukocrs
Bunocneusnduunocts

HamyrornoGynny senosexa

A, JIOIDKHE! BEBATRCE AyrH MIPELHTINTANHY TOLKO ©
CLIBOPOTKOH, NPEUHNUTHPYIOWICH CHBOPOTOUHbIE Gemicy KpOBH
4ENOREKA.

B. Ipenapar gonxen COACPKAT: aHTHTENA anTHpedye Rho
(D).

A, BEABRAIOTCH AYTK npenummain
TOREKO ¢ CHIBOPOTKOH,
APEUHIATHDYIOMEH CRIBOpOTOMHLIe
Genxu KpoBH 4enonexa,

AOTOHETEALKBIX YT, COOTBETCTRYIONIMX IgA, TgM u anym
ADYIUM HMMYHOIOTHYECKH HEAXTHIHLIM (Bpaxiuusn

Monexynapusie napaverpsr

anrHpesye Rho(D) 5. Coziepur axturena antipesye
Tnyuun Rho (D).
B. Tlonosutenskas kauectaenuas PEAKLMA C HUKMUZPHITON B.IMonoxwrensnan xavectneiag
peaxung
Ipospazrocrs Oneiicctiesuua npenapara ne gomana NpEBHILATS Cootsetctayer
OonanecueHNmo sTanona I
Iisertoers Ontaueckas nnoTHOCTS npenapara npk 403 1w B kiosere ¢ 0,087
TOMIIKHOH cnos 10 MM npoTue Boms! He KomxHA NpeBHImATE
0,15
| pH 6,674 6,67
HoMuransssii 0Bben He Menee omunansuoro Coorpercrayer .
Mexannueckne BRmOYEHUA Homxen psinepixunars TpeGosanig PJ1 42-501-98 Briepxusaer
Benox Or9m011% 10,02 %
Koansecrsenioe onpenencimne 010,21 100,32 M 0,24 M
TIMLHHA
BnexTpodopeTiiecias DpakuUL HIMMYHOFNOBY N HA 0 MKHA COCTABARTS He Menee 99,80 %'
OMHOPOHOCTS 98% o1 o6iwero Genxa |
DpaxuuonHsli cocTas Hrencusas ayra npeunnutanyn IgG ¥ ne Gonee 4 Cootaercrayer

MotioMeper u pamepnl He Metice 85%
Tonuvepst — ne Gonee 10%
Pparments — e Gonee 5%
Arperarst - 0

Monomeps! it gumepst — 97,48 %
Toiumeps — 2,52 %
Dparmenrsi — 0 %

Arperats -0

Tepaocrabunsuocts Tpenapar e nomxey obpazonsinats rens nput§5-57°C TIpenapar xunxuil, 1e oGpasyer renx.
B TEHEHHE 4 4, "
CrepunsHocTs Jomien GLITE CTepHNBHLIM Crepunpusiit 926-930 01 17.03.217,
Trporennocts Homxen GuLITs anuporenssim Anup 8 ot 12.04.21r,
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Crieunduccxas axTHRHOCTS

Tutp anrtn-Rho (D) nonses 65 e niske 1-1000
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Honxen oTCYTCTBOBATS
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AHTHTCNZ K BHpycam
HMMYLO-nedHuuTa uetoDLKA
(BHY 1,2)

JOKHBL OTCYTCTROBETY
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ANTHTENA K BUpyCy
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[HonscHst 0TCYTCTBOBATL

Oreyrerayior ot 03.03.21r.




Hamvenonanys noKasereneit Tpebopanyg HA

VYnaxonxa o 1,0 Mg (300 mxr) npenapara npy THTDE AHTHTER e Meen Ilo 1,0z (300MKF]
1:2000 1myg pp 2,0 mn (300mxr) UIPH THTDE anryrey | 1000 druTen 1: 2000, Mo Lasnyge o
avirynax I111.2, M3, He.g, o 1 umx 10 amyn ¢ HHCTDYkItnelt o TIpHMeLeno,
HHCTPYKnpeit 110 NipinvicHeno, EMIYIBHEIM Hoxoy B nauky BMITYABHLIM Hoson g RBYKC 13 kapTona
H3 KapTOHa o) 0804n0ro, kopoGounoro

Mapxupnmea Ha amiyne ¢ nipenaparom Y&asniaror: CoKpaLen o Ha amnyne ¢ npenaparoy Yxazano:
HnHMCHUEaHHe npe,z:npuamx ~H3ru'man‘renn, anpec, coycpal.ucuﬂoc‘nanmeuonanuc
Mcmyﬂapo.'moe Hemarey ITOBaHHOe HasBanue, Homep Cepun, npeunpusrug ~ﬂar_'omnmem, alipec,
Aaty Brnycya CPOK ronHacTy A03y, Q)opuy BBIMYCKE, 06T ey .\scxmyuapwmoe Henarentonange
)14 I(OJIH‘-!CC‘TBO 403, 'lv!'z'p Ha:mayue, itOMep cepnu, JaTra DMI]}’CTC& 3
Ha nayke ¢ Penapator ykaspimarop HARMeHORaM e Cpox roanocry, £03a, dopra BBITycka,

; npeznpmm-nsmmamem H &ro ToBapua 3HaK, azpec, ofinen y KOityecTag Aoz, X
Tenedon/parke, Mekaynapoasoe HCIATEHTORAM 00 HaaBarke | Ha nauge o MpEnaparoy: yxrazapo
HTOpropoe flaznane, Hovep CepitH, paty BBITYCK, t1a3nas e HAEMEHOBaRKe npeanpusTya.
rabuamaaropa, HOMep PervCTpaLHoHHor YRocTOBEpEHg, H3rOTOBHTENS It g TOB2PILY] 3ar,
CPCX TOjil0CTY, tmocos ApHMeHCHpy, A03Y i Konuueerng 403 B | anpec, rcnetz;oafcpaxc, MEXAY Hapotoe
! Ynzaxonke, dopmy BBITYCKE, yeonpg OTHyeKa, yenopyug HenatesToBan g0 HEIDRHHE 1 Topropoe
' XPaHCH, «CTep}mLHo», «He HCO/3308aTY N HETeY Gy HasBalpe, HOMeD cepiy, nary BhIMycKa,
CpoKa FoaHOCTHY, X, PAHHTS B HegocTynon Ang nereii Ha3BaHKe crnﬁmmzampa, HOMED
! MECTeR, «AkTiTena ¢ BHY.1, BY 9.2, BRPYCY renarura [+ PErYCTpautonKorg Yaocrozepennsy, Cpok
N0BepXHOCTHL RHTHTEH Bupyca renarypg B OTCYTCTBYIOTY, TOAHOCTH, criocof TPMMEeHUg, noga 1
mrpux-noiz. KOmuueerng A03 B K 5D Pyt
I'padinyeckoe odopmiteHue MEDKUponKy 2NNy, mayey, BHINYCKa, yeiopy T cka, YG0hHg
TPaHCnopTHOH Tapsi oo PIT 42-1 100, 1440-99-113, Ha sy XpaHenuy, « B HOY, «k%; 2
‘ HaHOCAT qon ORRHTERBHYIO Hagnye, «Euonpenapanm. HETIONB30BaT Y créy@g \@c‘@
TORHOCTH, « 1B TR, B30 cFyrion
I A3 nereit Medre %Jc
| BHY.z, BHPYCY\ 8
/ HOBEPXHOCTHE Ry v
renatira B oreyy -

Xpauenne B cyxom TEMHOM Mecre 1IpH Temnepatype o1 3 Aol0eC Cocmzc'rc'ruyc'x

*Hanecey kon G81 DataMatrix B COOTBeTCTRUY ¢ HOCT&HOBJI@HHCM Hpamrremcma
PO Ne 1556 o7 14 Aexabps 2018
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e3yc Rho(D), PacTsop g BHYTPUMENeyHomG BBG/IeHHy
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Hara sigauy 16.04.2021 r,



PAZPEINEHUE
Ha BBOJ B rpaknanckuit obopot B Poccuiickoif Pegepaliuy cepun UM napTu
npoussenerHoro B Poceniickoit Qenepann unu Brosumoro 8 Poceniickyro ®epepanuio

HMMYHOOHOIOIMYECKOT0 IEKapCTBEHHOIO lIperapara
ot 06.07.2021 Ne 004397/21

Brigano OfnacTHoMy OIOIKETHOMY VYUpEXIEHHIO 3apaBooxpaHenus "lBanoBckas
obnacTHas cTaHUMA nepenupaHus kpoH', Poccmsa, 153003, Mpanosckan o6nacts,
r. Mzanoso, yi1. Iapmxckoit Kommysser, 1. SA, MHH: 3731021499,
(HaHMeHOBaHHE KOPHIMYECKOr0 MU, IopHaKyeckuit agpec, MHH)
PenepanbHan cay:xOa Mo Haa3opy B cdepe 3IpaBOOXPAHEHHS HA OCHOBAHMH
sakmiovenns MOCKOBCKOH — MCTIBITAaTeNbHOH  nalopaTopdH  KOHTPOIA — KadecTsa
TEKApCTBEHHEIX cpeacTB PenepanbHOr0 TOCYIapCTBEHHOIO OMODKETHOrO YUpEKIeHMS
"MHpOpMALIHOHHO-METOAMYECKHH LEHTP M0 3KCIEpTH3e, yUeTy W aHaIu3y o0palueHus
cpeicTs MenuuUMHCKoro mnpumenenus” QenepansHod cnyxOe N0 Hamsopy B chepe
3/IPaBOOXPAHEHHS.
(HauMeHOBaHHe (eaepanbHOrO rocyAapeTBEHHOTO DIOMKETHOTO yupeskaeHHs)
or 29.06.2021 Ne 1112]IK-11/21 pazpeniaer BBoA B rpaxaaHckuii oGopoT
(nara) (Homep)
B Poccuiickoi Megepanuu HMMYH0OH0/10IMHYECKOI0 JIeKAPCTBEHHOTO Ipenapara
HMmmynornofynun yenoseka anTHpesyc Rho (D)
(TOPFOBOC HBHMEHGBaHMQ)
MmmMyHor06y11H yenosexa aHTHpesyc Rho[D]
(MG)KA}’HRPDD.HOS HENaTeHTOBAHHO¢ HAMMEHOBAHHE IPYMIIMPOBOYHOE HAH XHMH'{CCKDG)
PacTBOP AN BHYTPHMBIIIEUHOro BeeaeHus 300 Mr/zo3a 1 M (1 nosa) -
aMnyasl (1 WT.) - DaYKH KAPTOHHEIE
((opma BoinycKa ¢ ykasaHdeM nexapeTacioi opael, 103HpoBKH, HACOBKM M KOMHHECTBO B YIAKOBKE)
cepun 010121 , oObem cepun uau naptuu 2720
(Homep cepin) (KONMMYECTBO YNAKOBOK)
rogen no  01.01.2024 |
(CPOK rOQHOCTH)
Mpouseoacrea ObmacTHOro OIOIKETHOTO YUpexJeHHS 3apapooxpanerus "Msanosckas
obnacTHas cTaHuus nepenuBanus kposu', Poceus, 153003, r. MBanogo, yiu. Ilapmkcxoit
Kommynsl, 1. 5 A.
(HaWMEeHOBAHHE | 8APeC MPOUIBOJKTENS C YKA3aHHEM CTaWii TPOH3BONCTBA)

Perucrpannonnoe yaocropepenne Ne P N003599/01 ot 28.10.2009.
HepxaTtens perucTpaunoHHoro ynocropepenna Ob6mactHoe 6 :

-

153003, r. VBanoso, yi1. [lapimkcxoit KoMMYHEL, A 5 A.
(HauMeHOBAHUE, ATPEC) -

J.B. [Tapxomenko

3aMECTHUICNb PYKOBOIUTCIL

uomx EHT nommcm
?1% TEKTPOHHOMN TOAMHCEHIO
Ceprudxar E1036E1BOTEOFBS0EAL 11 EE2BGIFFEB

Braneneu ITapxomenso Jairrpiit Beenonogosiny
Jefictairrencs ¢ 19.08.2020 no 19.08,2021



