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AnanuTHueckHii nacmopr Ne 276

Ilpenapar:

Cepas: 550320
®opma Bemycka:
Komaaecrtso: 6028 ym.

Hara m3roronerna: Mapr 2020 r.

PEAMBEPHH® pacrsop ans undysnit 1,5 %

JlaHHBIe AHAIH3A

P N001048/01

KOHTeHHepH 250 M x 5 (Tapa KapToHHAA) (OTIYCK IO PeLEnTy)

= HCBHTHMBbIC MEXAHHYCCKHE BKIOYCHHA

(T'® PO*, BmyyansHei MeTo)
B 1 mx1 cpennee uHeo gacTull pasMepoM 10 Mim B
Gonee He NODKHO MpEBHINATE 25, a CpeaHee YHCIO

Hoxazatens TpeGosanns HJI P N001048/01-290319, | Namnble anannsa
H3IM. Ne 1
1 2 3
1. Oracanne INpospaunas GeclLpeTHas XKHAKOCTS Ipoapaunas GecupeTnas
(Busyansuuili MeTon) KHIKOCTH
2. TlonHHHOCTS:
- AHTapHAdA KHCIOTA Bpemena yaepHBAHHA THKOB SHTAPHON KHCNOTH H CooTBeTCTBYIOT
- MEFMOMHH MCIIOMHHA HA XPOMATOIpaAMMAaX HCINTYCMOT0
pacTopa, MONYYCHHRIX NPH KOJMHYECTBEHHOM
OTIPEAC/ICHHH, JOJDKHBI COOTBETCTBOBATE BPEMEHAM
YICPXHBaHHA MMHKOB COOTBETCTBYIOUIMX BEIMIECTB
Ha XpoMaTorpaMMax pacreopa cpaBHenHs (BIXX)
- HaTpui HanWwuwe  aHanuTHYECKOTO  CHTHANa  NpM TMpucyTcTByeT
KOIHYECTBEHHOM ONpeencHHH Hatpus (A9C)
— Hammue  aHanMTHUECKOrO  CHTHANA  MpH TpucyTcTByet
KONIHYECTBEHHOM onpeneicHuH kanus (ASC)
= XJIOPH/IH XapakTepHas peaKiua TonoxwaTensBas
(Kauecrnennas peaxuus EQ** 2.3.1, peaxums a)
- Marsxi XapaxTephan peaxuna TonoxuTeNbHas
(Kauecreennas peaxims, I'® PO*)
3. IMpo3pauHoCTs Jomkern 66Th mpospaurbiM (T'D PO*) IIpospaunniit
4. LIpeTHOCTH Homken 66iTh GecupernniM (TP PO*) BecuperHsiti
5.pH 016,010 7,0 6,4
(T'® PO*, NOTEHIHOMETPHIECKH)
6. Mexanmueckue BKIOYCHHNR:
- BHAHMEIe MEXaHHYECKHE BKIIOYEHHA JlomkeH cooTBETCTBOBATH TPeGOBAHKAM CooTseTcTBYET

10 MxM 1 Gonee- 1 B 1

(a1 KoHTelHEPOB NOMHMEPHBIX)

BOMHK 280 HM He A0/DKHA MpessmaTs 0,2

(CnextpogoTomerpus)

M
9acTHIl pasMepoM 25 MxkM H Gonee He nomkHO P 181
MpeBHINATH 3 Gonee
(TP PO*, meton 1) M1
7. U3Bnexaemuiit 00nEM He Menee HomuHanmbHOTO (T PO*) 270
8. OcMONANEHOCTE ot 284 no 347 MOcw/xr 313
(T'® PO*, xpHOoCcKOHISCKHI)
9. AHOMATEHAY TOKCHIHOCTD JlomkeH OHTh HETOKCHIHEIM HeTokcHIHbLH
(1A xoHTeHEPOB NONHMEPHLIX) TP PD¥)
10. BakrepHaNnbHLE SHAOTOKCHHL TlpenensHoe conepxanne e Gonee 0,5 E3/mn Megee 0,5
(T PO*, meton A)
11. CrepribHOCTD Jomken 6urs crepumHeM (T'D PO*) Crepunsuit
CCpHA BHITYmEHA 110
TapamMeTpaM
12. IMornomenne B YP-06nacTa OnTHieckas IIOTHOCTS MPEnapaTa npH IHHe 0,009
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1 2 3
13. KonugecTeeHHOE ONpeie/ieHHe:
= CYKIIHHATHI Or 41,4 no 50,6 mmoms/n (BIXX) 459
- METTIOMHH Ot 40,2 10 49,2 Mmmons/n (BIXX) 444
- METTIOMHHA HATPHA CYKLMHAT Or 13,5 no 16,5 r/n (PaceéTHRI MeTO) 14,9
- HaTpHi Ot 132 o 162 MMoms/n (A3C) 150
- KAmnit Ot 3,62 1o 4,42 mmoms/n (A3C) 3,99
- Maruuii Or 1,13 no 1,39 mmoms/n (TurprMeTpHs) 1,28
- XJIOpHIH Or 98 mo 120 Mmons/n (THTpUMeTPHA) 109
14. VnaxoBka o 200 wn 400 Mn B GYTBUIKH CTEKISIHHEIE ITo 250 mn B xoHTCHHEpaX
BMECTHMOCTBIO 250 HiIH 500 M, COOTBETCTBEHHO, | H3 IUIRHKH MHOTOCHOHHOR
nio HCO, 110 200 s 400 M B GyTeumca nononeHHoBOH.
CTEKNAHHBIE BMECTHMOCTBIO 250 wim 450 mn, mm MRS
cooTBeTCTBEHHO, N0 HJI, yKynopeHHsie mpobkaMH MBpKHPOBKA.
H3 Pe3HHBI, 00XKATHE KO/MATKAMH ATIOMHHHCBEMH | 5 koyTeiHepoB no 250 Ma
HJIH KOMGHHHPOBAHHBIMH H3 AJIOMHHHA H BMECTE C HHCTPYKUHMAMH MO
IIACTMACCHI. MEIHLHHCKOMY
Ha GyTsUIKY HaKJICHBAIOT ITHKETKY MPHMCHEHHIO MOMCILICHH B
come R
Kaxnyio 6yTeuiky BMecte ¢ HHCTpykimelt no rODPHPOBAHHOND.
MEIHLMHCKOMY NPHMEHEHHIO TIOMEILAIOT B MAYKY O ————
u3 kaprosa no F'OCT wm uMnoprroro. [ns TI0 MEIHLIMHCKOMY
KOHTPOJIf NIEPBOTO BCKPLITHA KanaHbl NavkH MPHMEHEHHIO PaBHO
MOTYT GBITE 3aKJICCHH C IBYX CTOPOH ITHKETKaMH KOJIHYECTBY NEPBHIHEIX
HTH TEPMOKJICEM. YNakoBOK B IPYMNoBoH
ITo 250 wn 500 MA B KOHTEHHEPE H3 IIEHKH Tape.
MHorocnoHHoH nomoneduHoBoH.
Ha xoHTeifHep METOZIOM TEPMONEYaTH HAHOCAT
MapKHPOBKY.
5 unn 10 xoHTeiiepoB no 250 wiu 500 M BMecTe
C MHCTPYKUHMCH N0 MEAMIHHCKOMY NPHMEHEHHIO
MOMEMIAIOT B IPYNNOBYIO Tapy (OTHycK no
peLIenTy) U3 KApTOHA rOdPHPOBAHHOTO.
32 konreitnepa no 250 Mn unH 20 KOHTEHHEPOB NO
500 M1 BMeCTe C HHCTPYKLMSMH 110
MEIMLMHCKOMY MPHMEHEHHIO [IOMEMAIOT B
TPYNNOBYIO Tapy (AIA CTALHOHAPOB) H3 KAPTOHA
roprposanHoro. KomsuecTeo HHCTpyKuMmit no
MEHIHHCKOMY TIPHMEHECHHIO PABHO KOIHYECTBY
TIEPBHYHBIX YTIAKOBOK B FPYNNOBOH Tape.
MapkHpoBka B cootsercTBHH ¢ TpeGopanHaMu H]I P TpeGoparma cobmoacHu.
N001048/01-290319, uam. Ne 1 Hasneceno cpeacrso
HICHTHOHKALHHA A%
CHCTeMbl MOHHTOPHHIA
JIBHDKCHHSA ICKAPCTPEHHBIX
npenaparos.

* — neficreyiomee m3ganne I'ocynapcreenHo# dapmakoner Poccuiickolt Genepanym
$*_ neficrByromee m3nanue Epponetickolt ®apmakonen
3akmouenne: coorsercTByeT TpeGoBarnam HJI P N001048/01-290319, mam. Ne 1

Jlata Bbinagn nacnopra: 14.04.2020

3apenyrommuit KAnJI

Hauansunk OKK

JlapexTop No KadecTBy

Cpox rogHocts 10: 03 2023

CankT-MNetepbypr
HayyHo-TexHONoMyYeckas
chapmMauesTHieckan dvpma

«NONUNCAH»
Ons AokymerTos
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—— A.B. Cxok

@Y A. H. ®énoposa

C. H. Cxopux




000 "HayuHOo-TexHONOIMYECKas (papMalUeBTHYECKAS ¢mpra "IIOJIMCAH™

PASPEINEHME HA PEAJIM3ALMD
or 17.04.2020

[lpennapaT, ¢opma BHNycka

PEAMBEPHH pacrsop mns mudysuit 1,5%, 250 mn » KOHTeNHepax
nonvmepHux W5, Poccuitckas ®eneparms

Cepusa 550320
KommuecTBo mo koOHTpons 6 028 ynx
KonmuecTBO mocsie KOHTpOJS 6 005 ymk
N AHaMTUMYeCKOI'O Nacnopra 276

AHaIMS NPOMSBOACTEEHHOMR NOKYMeHTAmMM
Hocbe Ha cepuw NpoBepeHo da
Hocke Ha cepun omoBpeHo Oa

KPHTM‘!&CKMQ OTKJIOHEHMA OTCYTCTBYIT a

Cepna npousBeneHa M NPOKOHTPOJMPOBAHA B COOTBETCTBUM O JIMLeH3uen
Ha NPOU3SBOACTBO JIEKAPCTBEHHHX CPeNCTB, TpefoBaHMAMM
PETUCTPAUMOHHOTC AOCkbe, TpebOBaHMAMM OpPraHM3aluM NPOMIBONCTEA MU
KOHTPONA KadecCTBa JIEKAPCTBEHHHX cpelcTB (npasun GMP), a rakxe
MHEIMY TpeCOBaHMAMM OEMCTBYLIETO BaKOHOLATENlbCTRA.

Mpomyxuusa paspemeHa K peanMsaumm Oa

YNnonmHOMOYEeHHOe JIMLIO

Benyumit MHXeHep IO
KadeCcTBY CrenaHoBa M.C.

(nomxuocTs ) Imeamce) (pacumdporxa nomnucy)

lonoxeHue © JMUEe, CTBETCTBEHHOM =a BHIIYCK cepum ( YNIOJIHOMOYEHHOM
Jimue no kadecTBY), HaTa yre. 05.12.2019







