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Jlata u3roToBneHHS: anpens 2020 .

KOHTeHHEph 250 M1 X 5 (T

PEAMBEPHH® pacreop gns undysnii 1,5 %

Januble anaanza

P N001048/01

apa KapToHHas) (0Tmyck no penenty)

- HEBHIHMBbIE MEXaHHYECKHEe BKIKOYEHHUA

(D PO*, pusyansusii Meron)
B 1 mMn cpesnee wucno yacray pazmepom 10 Mxm u
Gonee He A0/KHO NpessImaTL 25, a CpeaHee YHC0
HacTHl pasMepoMm 25 MkM M Gonee He HOMKHO
npeseimars 3
(I'® P®*, meron 1)

Hoxa3zatenn TpeGoranus HJ[ P N0O1 048/01-290319, Janubie anannsa
M. Ne 1
1 2 3
1. Onucanue Ilpoapaunas GecpeTHas KUAKOCTE Ipospaynas Gecusernas
(Busyamsusiit meTon) KUIKOCTE
2. lomnvrHOCTS: '
- SHTAPHAA KHCTOTA Bpemena yaepxuBaHns nukos SHTApHOM KHCIOTEI M CoorsercTrytor
- METJIIOMMH METMIOMHHA HA XPOMSTOrpamMMaX MHCHEITYeMoro
PacTBopa, MONYYEHHBIX IPH  KONHYECTBEHHOM
ONpEAC/ICHHH, JOMMKHBI COOTBCTCTBOBATEH BpeMeHaM
YACPXKHBAHHA TNHKOB OO(YPBWCTB}’IOIIIPD( BCIIECTB
Ha XpOMAaTorpaMMax pacTBopa cpashemis (B3XCX)
- HaTpwii Hammme  amanwruueckoro  curmana npH MpucyTersyer
KOIIMYCCTBEHHOM ONpeneeRuy Hatpua (ADC)
- KasTmif Hamgave  amametwacckoro . curmana  npw Tprcytersyer
KONHYECTBEHHOM OMpeneneHuu kanus (ADC)
- XJIOPHIbI Xapaktepuas peakijus IMonoxwurensHas
(Kauectsennas peaxupus E9** 2,31, peakis a)
- Marumit XapaktepHas peakims Monoxurensnas
(KauecTrennas peakuus, ['d Pod*)
3. Ipo3paunocts Homken GRITE Npo3pauHsIM (I'd PO¥) [Tpospaynklit
4. LipetHoCcTH Homxen GbrTh GecuBeTHRIM (T'Dd PO¥) Becusernsiit
5.pH Or 6,0 10 7,0 6.4
(I'D PO*, NOTEHUHOMETPHIECKH)
6. MexaHuueckne BKTIOYEHHS:
- BHAHMBIE MEXaHHYECKHE BITIOYEHUSA Homken cootreTcTBOBATH TPEGOBANHAM CootsercTyer

10 MM u Gonee - 1 B 1 Ma
25 MxM 1 Gonee - 0 B 1 Ma

(ans xouteitHepon TIONMMEPHLIX)

BOMHEI 280 HM He NOMKHA NpeBLIATS 0,2

(CnextpogoTomerpus)

7. U3Bnexaemuiit 06bém He Meree nomunansHoro (Md PD*) 270
8. OcMomansHoOCTE ot 284 no 347 MOcm/kr 314
(T'D PO*, KPHOCKOTIHYECKHi)

9. AHOMANbHAS TOKCHIHOCTD JomKeH GbITs HETOKCHYHBIM Heroxcuunpii

(mns koHTEHHEpOB TIONTUMEPHBIX) (I'® PO¥)

10. BakTepHansuble 9HI0TOKCHRE! Tpenensroe conepxanue ne Gonee 0,5 E3/ma Menee 0,5

(F'D PO*, meron A)
11. CrepunsHocTs Homxeu 6brrb crepumbubm (T PO*) Crepuasusiii
CEPHS BLINYILEHA NO

napaMeTpam

12, Mornomenne B Yb-o6macts Onrruveckas nioTHoCTs Npenapara NpH NiHe 0,001
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1 2 3
13. KonuiecTBEHHOE ONpeACICHNE.
- CYKIIHHATB Or 41,4 10 50,6 mmons/a (BOXKX) 447
= METTIOMHH Or 40,2 no 49,2 mmone/n (BIXKX) 43,1
- MErNOMHHA HATPUA CyKLHMHAT Or 13,5 10 16,5 r/n (PacuérHeiit MeTON) 14,5
- HaTpuit Ot 132 1o 162 mmMons/n (ASC) 149
- Kanmui Ot 3,62 10 4,42 Mmons/n (ASC) 397
- Maruui Or 1,13 1o 1,39 mmons/n (TuTpUMeTpHS) 1,28
- XTIOpHIBI Ot 98 go 120 Mmons/n (TUTpHUMETpHA) 108
14. VnaxoBka o 200 wun 400 ma B GyTHUIKH CTEKIAHHbIS TTo 250 Mn B KOHTEHHEPAX
BMECTHMOCTEIO 250 wmm 500 M, cooTsercTBenHo, | W3 MIEHKH MHOTOCTIORHON
o KCO, nio 200 umu 400 mn 8 GyTsutku nonH0ACHHHOBOR.
CTeKIAHHEbIE BMECTHMOCTEIO 250 nam 450 M, Ha kosreiiicp MCTOROM
g 'repmcncﬂa’m HaHeCCHa
cooTBercTBeHHO, no HJI, yKynopeHHbie npobkaMH MapKHpOBKA.
3 PE3HHBI, 00XATHIE KOJIAtKaMH ATIOMHHHEBLIMA | 5 konTeltepos 1o 250 M
HIH KOMOUHHPOBAHHEIMH M3 ANIOMHHAR H BMECTE ¢ HHCTPYKUMAMH 10
I18CTMACCHI. MEINIHHCKOMY
Ha Gy'runxy HaKJIEHBAKT ITHKETKY ﬂpmeﬁeﬂmﬂ IOMEILEHBI B
CAMOKJIEAIITYIOCA. TpYNNOBYIO Tapy (OTHYCK
Kaxzyo GyTUTKY BMECTe € HHCTPYKLHEH no e g’;m;i::f:’m
MEIMLHHCKOMY NPHMEHCHHIO [IOMEMAIOT B NIaYKy KoNHuecTBO HHCTPYKIAH
w3 kaprosa no TOCT unu mMnoprHoro. Jins 110 MEIHLMHCKOMY
KOHTPOJIR NIEPBOT0 BCKPHLITHA KIANaHs! NaYKA NpPHMEHEHHIO PABHO
MOryT GbITh 3aKNEEHBI C ABYX CTOPOH STHKETKAMH KONWYECTBY NEPBHIHEIX
HIIH TEPMOKJICEM. YNaKOBOK B IpyInoso#
To 250 wm 500 M B KoHTeHHEPBI M3 MIEHKH Tape.
MHOroc/oiHo# TonuoNeQHHOBOH.
Ha konTeliHep METONIOM TEPMOTICYATH HAHOCAT
MapKHpOBKY.
5w 10 konTelHepos no 250 wim 500 Ma BMecTe
Cc HHcrpynmeﬁ 10 MeJHLIWHCKOMY NPUMEHEHHIO
MOMEIIAIOT B IPYNOBYIO Tapy (OTIYyCK 10
pellenty) u3 KapToHa rodpHpoBaHHoro.
32 kouteiinepa no 250 ma wmk 20 KOHTEHHEPOB 110
500 M1 BMECTE C HHCTPYKLMAMHE 110
MeIUIHHCKOMY IIPHMEHEHHIO TIOMEILAIT B
rPYIIOBYIO Tapy (1U1A CTALMOHAPOR) H3 KapTOHA
rodpupoBanHoro, KoIHuecTBO HHCTPY KUMi 10
MEIHIHHCKOMY MPHMEHEHHIO PABHO KONHHECTBY
TEpPBMYHEIX YTIAKOBOK B IPYIIOBOH Tape.
MapkHpoBKa B cooreercTBun ¢ TpeGosannamu HI{ P TpeGopanus cobmoneHsl.
N001048/01-290319, nam. Ne 1 HaueceHo cpeacTso
uaeHTHHUKALMH 11

CHCTEMB! MOHHTOPHHIA
JIBHDKEHMS JICKAPCTBECHHBIX
Npenaparos.

* _ neicTeylomee usnanne [ocynapcreerHol ®apMakoneH Poccuiickoii Penepann

**_ nelicTeylomee w3nanne Esponeficko#i ®apMakonen

3aKmoueHHE; COOTBETCTRYeT TpeGoBanuam HIL P N001048/01-290319, u3m. Ne 1

Jlata Binauu nacnopra: 14.05.2020

3apenyromuit KARJI
Hauansaux OKK

JIMpeKTOop 1O KauecTBy

e

Canxr-MNetepypr z
HayuHO-TEXHONOMHeCKEsT
hapMaueBTHYECRER Qrpma

«MONUCAHDY

[nA AOKYMEHTOB
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PASPEINEHME HA PEAJIM3AINI
or 15.05.2020

IpenapaT, @¢opMa BHIOYCKa

PEAMEEPUH pacreBop ana mudysmir 1,5%, 250 My B KoHTelHepax
nonvmepntx M5, Poccuitcrast deneparps

Cepus 730420
KoymmyecTBo 00 KOHTPONA 6 005 ynx
KojmMuecTBO NOCHe KOHTPOJIA 5 983 yor
N AHaIMTHYECKOI'O [acliopTa 393

AHaNMMB3 NPOMSBONCTBEHHOM NOKYMEHTAIMK
Jocbe Ha cepHO NPOBEPEHO Oa
Jocse Ha cepui onobBpeHO Oa

KpuTryeckue OTKIOHEHUH OTCyTCTBYHT la

Cepus Ipou3BeleHa M NPOKOHTPONMPOBaHA B COOTBETCTBMU C JIMLEeH3Mel
Ha MNpPOU3BOACTBO JIEKAPCTBEHHHX CpPENCTB, TpeboBaHMAMM
PerMcTpauUMOHHOTO Oochke, TpeboBaHMAMM OpraHM3auMM NPOM3BONCTEa U
KOHTPOJIA KadecTBa JIeKapCcTBEeHHHX cpencTs (npasmn GMP), a Takxke
VHEIMM TpefoBaHMAMM OelCTBYLNEero 2aKOoHOJATeNbLCTRA.

MMpomykuua paspelieHa XK peanmM3almu Ha

YnoJHOMOYEeHHOe JIMLO

Benyupit MHXeHep 10
KadecTBy

CrernaHora M.C.

(noyxHoCTh ) {monmMchb) (pacuudpoBka noanucu)

omoxeHMe © JMIE, OTBEeTCTBEHHOM 3a BHNYCK cepur ( YIOJIHOMOYEHHOM
JuLe o xradecTBy), marTa yre. 05.12.2019






