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a f;r:m HauMeHnoBanne TpeGopanns HOPMaTHBHOH Pe3ybTaThI
HR4AN0/KOHEL HoKAIATE/NEH AOKYMEHTALHH AHANHIOB
23.10,2020/ | Onucarnne Kpyribie ABOAKOBBIMYKILIC TAGNETKH, NOKPbITHE Kpyrnbie ABOAKOBBITYKIRIC —TGNETKH,
03.11.2020 [LieHouHol oBonoukol, Genoro wak nouTH Sesoro | TOXPETHE nneroyRoft 050n04KOMH, NOYTH

LBeta, CO cherka OmectAwefi W HcpopHoft | Senore usera, <o enerid Gnecrawel ®
NOBEPXHOCTHIO, NIOYTH e3 3amaxa. ;‘:r’l’:::"“ NOBCPXHOCTSIO, MoMTH  Oc3

HopARHAOCTD KauecTreHHAA PeaKUHA:

Maruuil OkpaiupaHHe pacTeopa B POIOBHA  UBET WIH OKpauHBanie pacTBOPa B PO30B5IR LUBET H
0fpaI0oBaHHE OCAMKA POIVBOTO LIBETL. obpazosanie 0CanKa PO3OBOT0 UBSTA.

Kamit KavecTaeHHAS poakuua:

Oxpatunpanue GECUBCTHONO nnaMeHs B NYpnypHo- OxpaurHeanine GCCUBETHOTO MAaMend

AcCnaparuHonas Kpaciibiit LBer. NYPIypPHO-KPacHSI LIBET.

KHCNoTA TCX: OchosHoe' naTHo M3  XpoMarorpamme | OclOBHoe mnITHO Ha XpoMatorpaMMe
MCABITYEMOro PACTBOPA AOMKHO COOTBCTCTBOBATL MO | MENBITYCMOTO pacreopa COOTDETCTBYET 110
¢opMe, oKpacke  IHBUCHHIO Rf NATHY acnaparuiosoit | dopme, OKpACKE H IHAYEHHIO Rr naruy
KHCNOTH! Ha XPOMATOrPAMME CTAHJIBPTHOTO PacTaopa acnaparnHoBoit KHCTOTH Ha

: XpOMaTOrpaMMe CTAHNApTHOTO PACTBOPA

PacnaaaeMocTb He Gonee 60 MunyT 11 MEHYT

Pacrsopeune He mesee 80 % (Q) neficTayiowmting BELIECTD Kanus acnaparuyat: 103%

JIOMCHO MepeliTH B PacTBOP uepes 45 MUH. Maruus acnaparusar: 102%

OJHOpPOAHOCTL TMokasatens npuemnemoctd (AV) L1 (n = 10) mnw TMokasaTelb NPHEMIEMOCTH

NO3KPOBANASL nokasatens npuemaemoctn (AV) SLI (n=30), 4 B {AV ) ane aemaanoar = 253
atom chywae: muumym 2 (1 - L2 x 0,0DM; [Toxa3aTens NPHEMISMOCTH
maxcimym < (1+12x 0,0DM, rae Li = 15,0, L2 =25,0 {AV )Macwon scosparimer = 2,3

KonaagecrBenHoe '

onpeneeRne Ot 150,1 Mr 1o 165,9 Mr B Tabnetke 159,2Mr

Kanis acraparnnar (95,0 - 105,0% OT 3a8BRCHHOIO KONH4ECTRE) (100,8%)

Marnus acnaparssar | Or 133,0 Mr go 147,0 mr 8 Talnerke 142,0 Mr
(95,0 - 105,0% oT 324BNEBHOT0 KOJIHYECTBA) (101,4%)

Muxpobroaora- Oﬁlu.uza yHENo 83pOOHBIX MUKPOOPTAHMIMOB: HE Gonee | Mciee IOKOE» It
10'KOE B Ir

WEMERA IRETER Ofuee UNCAD APOXKKEBHIX W NIECHEELIX rpuboe: He | Meitee 10KOEu Ir .

Gonee 102 KOE 5 Ir J
Orcyrveraue Escherichiacolia 1 7 Orcyrersyer B AT .

YoaxkoBga Tlo 25 tabnerox b Gaycrepe W3 nexxn IBXTIBAX Tio 25 Tabnerok B GAMCTEpPE H3. NACHKH
1 (ONSTR RNIOMUHHERON neuaTHok naxuposarnol. 2 NIBX/TIBJIX # donsrn AmoMHiitesoR
win 4 GAHCTEPA B KAPTOHHOM NAYKE C HHCTPYKUMCH ne4aTHOW naxuposanno. 2 Gmwerepa B
710 MPHMEHEHHIO. KAPTOHHOH MAYKE C HMHCTPYKuMecH mo

NPUMEHEHBIO.

MapkrpoBka CCKOM RIBIK A la Grucmepe i CKO, e
- Toproroe HABHMEHOBAHHE NCKAPCTBEHHOIO npenapara | - Toprosoe HaHMEHOBAHHE
¢ NpeaynpeANTeNEIoH MapKHPOBKOH e NIEKApCTBCHHOID npenaparta c
- I'pynnupoBoMHOE HAHMEHOBAKHE, npenynpenHTENLHOA MapKHPORKOH ®;




Haumerosatine npoayxkuan o HTJ

Homep cepun

HoMep cepHE «aHrpo»
Kon1u4ecTso, ¢1. H3M.

JlaTa A3roTOBJICHHA

Togex no

JaTa BeIMyCKa HPOXYKUHH
HopMaTHBHAS ROKYMEHTALHSA

ITAHAHTHH® Ta61eTiH, NOKPHITEIE N/IeH0IHOH o6oaoaKoit,

158 mr + 140 mr Ne 50

560720 _
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03.11.2020

T1NO13093/02-160718, Miam.Nel ot 05.12.2018, Mam.Ne2 ot 17.10.2019

Hara Hanmenosanne TpebosaHug HOPMATHBHOH Pe3yabTATh!
aHAIH3a as
I a—— NoKAa3aTeNied ROK}’MGHTB.IIHH AHaA430B
- HozuporKy; - [pynNKpOBOYHOT HAHMEHOBIKKE,
= Jlekapcrenuyto GopMy; - Joauposka;
- MBMEMY KOMNAHHK-NPOHIBOAHTENS; - JlexapcTeenian opma;
- HoMep cepun; - IM6neMa KOMIAHKH-NPOX3IBOIHTEA,
- JlaTy NpoHIBOACTRA; - Homep cepii;
- CpoK roAMOCTH (1ATY HCTEHEHHR CPOKA TOLHOCTH). - HlaTa npoH3BOACTBE,
la nauxe k i At RIBIKE .| = Cpok romHocTH (zaTa HCTEYEHUT CpOKA
- ToproBoe HAMMCHOBENHE NIEKBPCTBCHHOTO npenapara TOAHOCTH). "
¢ IpeRyNPEAHTEALHOR MapKHpOBKOH ® (1yGnupyioT Ha Mm&u&mﬁm&m
AHrAMHCKOM K3IBIKE),; MxaIaHo.
- TpymmupoB04NOE, HauMcHoBanie (1ybaupylor Ha . L R pEPEIRIE
anranfcroM n:x.zxe)" g b i mipenapara " é’
" npe, HTCNBHOR  MBPKHPOBKO
- Jlosupasxy {nyBnupyror Ha BHFIHIECKOM A3LIKE); (jfyg‘::gnmo Ha aurnuﬁc]:camp:muc);
- JlexapcTseHHYIO Popmy; - [pynnupoBOYHOC  HAHMMCHOBAHMC
- KonuyecTso TaGNETOK B YIAKOBKE, (y6nMpoBaNO HA SHTMHCKOM A3LIKE);
- Hajsanue H COACPHKAHME peficTayrouwx pewects 8 | - Jlownposky  (ny6nuposamc  Ha
kaxcnolt ragneTxe; AHFAHACKOM A3BIKC),
- TlpenynpennTensHbic  HARMHCK: «XpauuTe B | - JlexapCTBeHHAR $opma,
HeZOCTymHOM  ans  geredt mecrel»:  «Tlepen | « Konnwectso 1afncToK B YnakoBKe,
NPUMEHCHHEM NPOCHM MPOYHTGTH  MPHAOKCKHYIO | - Haspaune 1 cofepianie NeHCTBYIOWAX
UHCTPYKLHIO.N; Beulectd B Kaskaolt rabnetke;
- CnocoG NpUMEHCHHUS, - [penynpeiHTENbHEE HAATHCH!
- Ycnosns XpancHus, «XpaHHTh B HENOCTYMHOM LIA nerveit
- YCROBHR OTAYCKa; mecteln; «flepel NPHMCHEHHEM NPOCTHM
- HoMep perHcTpaunoHHOTO YROCTOREPEHH («P.H.:»); | NpOUHTaTL NPUROKCHHYH HHCTPYKLHIO. )Y,
- 3ALATHYIO rONICTPEMMY; - Cniocob npuMeHEHHS,;
- Homep cepuy; 1 - Venosus XpasicHus;
 Juity MiCRSEARCIRg :choan‘,:oc;’,[r:lg e PCerHCTPALHOHHGMD
- SJpanr:iggf:m («['oaen AOBY; yaocTosepeand («P.H.i»),
= LUTpHX-KOA, . - 3an(uTHER ronorpaMMa;
- JloroTHn ¥ 2MENCMY KOMITAHHH-NPOHIBORHTENA. - Homep ceph;
JIOTIONHMTENLHO MOTYT HAHOCHTBCR RAHHLIC AL uenek | _ lara npumsc;nma;
MoHuTOpHHra B cucteme MIUITL - Cpok roasocty («Tonen ac);
VKa3KBAIOT HAHMEHOBAHHE KOMMAHUH-NPOKIBOMNTEMS, | . [TFrpux-KOA; :
ef anpec, TeneOH, WIWMCHOBAWHC KOMMAWWW- | . Jlorotn K oMENeMa  KOMNAHHH-
BNafensus  PErHCTPALMOHHONO  YIOCTOBEPEHMA, ¢% | npoHIBOAKTENS. ;
kpakuif anpec (ropon, cTpayy). Hanecens!  Jamusie  JUA  uench
) MOHKTOPHHIA B CHCTEME MU
Vxa3eno  HAMMCHOBAHHE  KOMIGHKR-
nponssoawTenx, ef  aapes, TencdoH,;
HaUMCHOBAHHE KOMNaHKH-BRAncbla
PECHCTPALMOHHONG  YAOCTOBEPCHRA, et
xpatxull anpec (ropox, cTpaa).
Cpok rogaeCcTH 3 ropa (TpH ynakoske B GAKCTEpDL). ) <FT0na (VIAKOBKa B GnucTeps!)
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