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® NOJIUCQH

OBLUECTBO C OrPAHUYEHHOM OTBETCTBEHHOCTBIO

«HAYYHO-TEXHO/IOTMMECKAS ®APMALIEBTUHECKAA ®MPMA «NTOAMCAH»
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AHasaTHYecKHIi nacnopt Ne 246

Ipeuapar:

Cepus: 510320
®opma BrImycka:
Kommuectso: 6036 yn.

Aara u3rotosnenns: Mapr 2020 r.

KoHTeiHeps 250 M x 5 (T

PEAMBEPHH® pacrsop nns undysnn 1,5 %

JdaHHble ananuza

P N001048/01

apa KapTOHHas) (OTIYCK IO PeLenTy)

- HCBHIIHMbIE MeXaHHYeCKHe BKIFOYCHHA

(I'D PO*, usyaneHeii MeTon)
B 1 mMa cpeanee uucno yactug pasmepoM 10 MkM 1
Gozlee He AOKHO NpeBRImATE 25, a cpenHee Yucno

IToxasarenn TpeGosanns HJI P N001048/01-290319, JlanHbe ananuza
H3M. Ne 1
1 2 3
1. Onucanue Ilpospaunas 6ecupernas xuakocTs Mpospaynan Gecusernas
(Bmayaneusti MeToa) KHIKOCTh
2. INoguHHOCT:
- SHTApHAs KHCIOTA BpeMena ynepuBaHus IHKOB SHTAPHON KUCIOTE 1 CootsercTtByior
- METTIFOMHMH MCTIIOMHHA Ha XPOMATOrpamMMax HCOBITYEMOro
PacTBOpa, [ONMYYEHHBIX MPH  KOMHYECTBEHHOM
ONPEACNEHHH, JOIDKHB COOTBETCTBOBATE BPEMEHAM
YACPXMBEHHA IHKOB COOTBETCTBYIOMIMX BEIECTR
Ha XpOMaTorpaMMax pacTsopa cpasHenus (BOXX)
- HaTpHif Hanwame  amanwrugeckoro  curwama npH IprcyTctayer
KOJIM4ECTBCHHOM OINpeierieHud Hatpus (ADC)
p— Hammume  amanurwweckoro  curmana npu TpucyTeTayer
KOIMYECTBEHHOM OnpezienieHnH Kaus (ADC)
- XJIOpHIbI XapaxTepnas peakuus [Tonoxurensuas
(Kasectrennas peaxims EQ** 2.3 1, peakius a)
- Marxmi Xapaxrepuas peakuma IMonoxurensnas
(Kauectrennan peakuus, ['d PO¥)
3. Ipo3pauHocTts Homwxen GbiTh npospagubmM (IT'D PO¥) Ipo3paunsiit
4. Lipetnocts Homxen Gbith GecupeThbiM (T'D PD*) BecuperHsiii
5.pH O16,0 10 7,0 6,4
(I'® PO*, norenuromerpuyecku)
6. Mexann4eckue BKIIOYEHHUS:
- BHAHMBIC MEXaHHYCCKHE BKIIOYEHHS HomkeH cooTReTCTBOBATE TPeGOBAHKAM CootsercTeyer

10 Mxm H Gonee- 1 B 1

(a1 xoHTelinepoB MOTHMEDPHBIX)

BOMHE! 280 HM He A0mKHa npeBsmaTh 0,2
(Cnexrpodorentcrpia)

HacTHI pasmepoM 25 MkM u Gonee He AODKHO M
npebumaTs 3 25 MM 1 Gonee- 0 B |
(T'D PO*, meron 1) ol
7. U3BnexaeMbiif o6bém He menee nomuRansHoro (F'® PO*) 270
8. OcMonsbHOCTE ot 284 no 347 MOcm/kr 313
(I'd PO*, xprockonuueckmuit)
9. AHOMAaNIbHAA TOKCHYHOCTE JomxeH GbITs HETOKCHYHBIM Herokcuungiii
(mns koHTeHHEPOB NONHMEPHEIX) T® Po*)
10. BakrepuanbHble SHAOTOKCHHBI Mpenenxnoe conepsxanue ne Gonee 0,5 ED/mn Menee 0,5
(I'd PO*, meTox A)
11. CrepunsrocTs Tomken 6brth crepuiibibivM (MO PO*) CrepunbHalit
CepHA BHINYILEHA N0
napaMeTpaM
12. ITornomenue B YP-o6nactu Ormrruyeckas NAOTHOCTS Npenapara [IPH 17TMHE 0,001

HHC-K0-2000-0160 «Kourpons NPOH3IBEACHHOH NpOAyKUHHY, Bepenst 9. [lata BBefenus: 05.11.2018




M3 pe3nHbL, 06KaTHIE KOANAYKAMHE ATIOMHHHEBBIMH
HITH KOMOWHMPOBAHHBIMH H3 ATIOMHHUA H
I1aCTMACChl.

Ha GyTBIIKY HAKNIEHBAIOT ITHKETKY
CaMOKJIEAIYIOCH.

Kaskmyro GyTHUIKY BMECTE C HHCTPYKLMEH no
MEIHIHHCKOMY TIPHMEHEHHIO TIOMELIAOT B TIAUKY
u3 kaprona no F'OCT uan umnoprHoro. Jas
KOHTPOJIS TIEPBOTO BCKPHITHA KIANaHb! NaYKH
MOTyT GBITh 3aK/CEHBI C JIBYX CTOPOH ITHKETKAMH
HIIH TCPMOK/IEEM.

ITo 250 wim 500 Ma B kKOHTEHHEPE! U3 UIEHKH
MHOrocnokHo#i nonHoneGruHoBOH.

Ha xoxreiiHep METOAOM TEPMONEYATH HAHOCAT
MapKHPOBKY.

5 wau 10 konTelinepos no 250 nan 500 mn BMecTe
€ HHCTPYKUHEH 110 MEAHLIMHCKOMY NTPHMCHEHHIO
MOMEINA0T B IPYNNOBYIO Tapy (OTOYCK no
peLEnTy) U3 KapTOHA TO(GPUPOBAHHOTO.

32 konteiinepa no 250 ma 1in 20 KOHTEHHEPOB NO
500 M1 BMECTE C MHCTPYKIHAMH IO
MEIHLHMHCKOMY NPHMEHEHHIO TIOMELII0T B
TpYNNOBYIO Tapy (1% CTAIIAOHAPOB) U3 KapTOHA
ropprposantore. Konuiectro HHCTPYKIMH 1o
MEIHIMHCKOMY TPHMEHEHHIO PABHO KOJTHUECTBY
NIEPBUYHBIX YTIAKOBOK B FPYMIOBOH Tape.

1 2
13. KonHyecTREHHOE ONpe/ie/IeHUe:
- CYKIHHATHI Or 41,4 go 50,6 mmone/n (B3XX) 46,2
- METJTIIOMHH Or 40,2 1o 49,2 mmons/1 (B2XKX) 43,4
- MErMIOMHHA HaTpHA CYKLMHAT Ot 13,5 1o 16,5 r/n (PacuéTHBIN METOR) 14,6
- HaTpHil Ot 132 po 162 mmons/n (A3C) 145
- Kanwii Ot 3,62 1o 4,42 mmons/n (ADC) 3,97
- Maruui Ot 1,13 no 1,39 mmons/n (TuTpHMETPHS) 1,27
= XJIOpHIBI Ot 98 5o 120 Mmons/n (TutpuMeTpus) 107
14. Ynakoska TTo 200 uau 400 ma B Gy THINIKH CTEKAAHHbIC [Io 250 Mn B KOHTEHHEpax
BMECTHMOCTBEO 250 wan 500 M7, cooTBeTcTBeHHO, | W3 MIEHKH MHOIOCHOHHOH
no UCO, no 200 umu 400 M1 B GyTHUTKH nonuoseHHOBOH.
CTCKJIAHHBIE BMECTHMOCTERO 250 umn 450 ma, Hu xRy eeios
TEPMOMNCHATH HaHeccHa
cooTBeTcTBEHHO, 1o H]I, yxynopenusie npobkamu MapKHDOBKZ,

5 xonrefinepos no 250 mMa
BMECTE C MACTPY KUHAMH N0
MEIMIUHCKOMY
NPHMEHEHHIO TOMEUIEHb! B
Ipynnosyio Tapy (OTIycK
10 PELETTY) H3 KapToHa
roprpoBaHHOTO.
Konu4ecTBO HHCTPYKIMHA
110 MEJIHLIHHCKOMY
NPUMEHEHHIO PAaBHO
KOJTHYECTBY NEPBHYHBIX
YI2KOBOK B TpyNnioBoH

Tape.

MapkupoBka

B cooTeercTBHH ¢ TpeGoanuamu HIL P
N001048/01-290319, p3m. Ne |

TpeGopanus cOGMOAEHEL
HaneceHo cpencTso
AneHTHPUKAIHE 1713

CHCTEMbI MOHHTOPHHI

JIBHKEHMS IEKAPCTBCHHBIX

npenaparos.

* _ neficteyromee m3nanue [ocyaapcTeenHoil PapMakoneu Poccuiickoit ®enepauun

**_ nejicTeyroliee u3tanue Esponelickoil @apmakonen

3aKTioueHHe: cOOTBeTCTBYeT TpeGosanuam HJI P N001048/01-290319, nam. Ne 1

Jlata peigaus nacnopra: 31.03.2020

Zasenyromuii KAnJI
Hauansunk OKK

JIMpeKTop Mo KauecTBY

UHC-KO-2000-0160 «KoHTposib NpoMIBEIcHHOM MPOIYKLMAY», BepeHs 9. [lara pBeaeHNs: 05.11.2018

Cpok rogxoctu jo: 03 2023

A. B. Ckok
A. H. ®Enoposa

C. H. Cxopuk




000 "Hay4HO-TeXHONOI'MYECKAR bapranerTHueckasn bupMa "[ONMMUCAHY

PASPENEHME HA PEAJIM3ANND

or 01.04.2020

llpenapaT, ¢QopMa BHNycka

PEAMBEPUH pacTeBOp onst yHbysmir 1,5%, 250 Ma = KOHTeMHHepax
nonvMepHeix W5, Poccoumiickas Penepanms

Cepua 510320
KomnmuuecTBo no KOHTPOJIS 6 036 ynk
KomuuecTBo nocne kourpons 6 013 ynx
B Ananurudeckoro nacnopra 246

AHanu® OPOMBBOXCTBEHHONM NOKYMEHTALMM
Hocke Ha cepuwo npoBepeHo da
flocee Ha cepun onoBpeHo Ia

KpuTuueckue oTkjOHeHMs OTCYyTCTBYNOT Ia

Cepusa npomsBeneHa U NPOKOHTPOJMPOBAHA B COOTBETCTBMM C JMUeH3MeR
Ha TpPOM3BOACTBO JIEKAPCTBEHHHX CPENCTB, TpeBoBaHMAMM
PEeTMCTPallMOHHOTC HoCbe, TpeBOBAHMAMM OPTaHM3aLIMM NpOM3BOLCTBA M
KOHTPOJIA KadecTBa JIEKAaPCTBEHHHX CpPeICTB (npaBun GMP), a Takxe
VIHBIMM TPeOOBaHMAMM HNeMCTEYOWErO 3aKOHONATENbCTBA.

[I[poaykuMA paspemeHa k peammMsaumm Ia

YHOJIHOMOYEHHOSe JIMLIO

IvpexTop mno ;f/
KayecTBYy JLZ;' Cropurk C.H.

(momxHOCTS ) (noanuce) (pacmmdposka nomnmcu)

llomoxenue o JnuUe, OTBETCTBEHHOM 3a BHIIYCK cepuM ( YIOMHOMOYEeHHOM
JMUE o KadecTBy), mata yrs. 05.12.2019







