WHTeNeKT Ha 3alumTe
3A0pOBbA :

¢ NOJZIMCQH

OBLWECTBO C OrPAHUMEHHOW OTBETCTBEHHOCTbIO

«HAYYHO-TEXHONOMMYECKAA ®APMALEBTUYECKAA OHPMA «NOAUCAH»

192102, Canxr-Netepbypr, ya. Canosa, 72, kopn.2, NMT.A,
Ten.: 812 710 8225, daxc: 812 764 6284, e-mail: info®polysan.ru

AnanaTHYecKkhii nacnopT Ne 130

TIpenapart: PEAMBEPHH® pactrop aas uady3ui 1,5 %
Cepnas: 230220 P N001048/01
(opmMa BHITYCKa: KoHTeHHepsl 250 Ma X 5 (Tapa KapTOHHas) (OTIyCK 1O penenty)
KomauecTBo: 5973 ym.
Jlata maroroBnenns: ¢espams 2020 T.
Jlanable aHANH3A
Toxazareab Tpebosanna OCII P N001048/01- Jlanabie aHATH3A
290319
1 2 3
1. Omicanne [pospayHas GeCUBETHAR XHIKOCTH Tpospatnas GecupeTHas
(BusyatsHER METOX) IHAKOCTH
2. TToTHHHOCTE:
- AHTapHAd KHCJIOTa Bpemena yiepKHBAHHA THKOB SAHTApHOH KHCNOTH H CoOTBETCTBYIOT
- METTIOMHH MErIOMHHA Ha XPOMATOTpaMMax HCIBITYEMOTO
pacTeopa, NONYYCHHBX NPH KOMHCCTBCHHOM
OMpeAeNeHHH, JO/DKHE COOTBETCTBOBATH BPEMCHAM
YACPKHBAHHA MHKOB COOTBETCTBYIOLIHX BCIICCTB
Ha XpOMATOTPaMMaX PacTBopa CpaBHCHHA (BIXX)
- HATpHit Hanuuue  AHANMTHYCCKONO  CHTHana  MpH TprcyTcTBYET
KONMYECTBEHHOM Onpeaenenny narphs (ADC)
- xanmii Hamause  AHANHTHUCCKOTO  CHIHanma  IpH TIpHcyTCcTBYeT
KOJHYCCTBEHHOM ONpEACNCHHA KaMHi (A2C)
- XJIOpH/IH XapakTepHas peaxiua TonoxuTeNbHAA
(KagecTpenHad peaxima EQ** 2.3.1, peakuus a)
- Marnui XapaktepHad peaKivit TonoxHTeNbHAs
(KauecTBCHHAA PCAKIA, I'e PO*)
3. [Ipo3pa4HOCTh Tlomxken 6urrs npo3pagseM (TP P®*) TIpospavHbii
4. 1IpeTHOCTD TomkeH OLITL GecLBETHRIM T PO*) BecupeTHBii
5.pH Or6,0m0 7,0 6.4
(T'O PO*, NOTeHLHOMETPHYECKH)
6. MexaHH9ecKHE BKIIIOFCHHA:
- BHAMMEIE MEXaHHIeCKHEe BKITIOYCHHA Jlo/DKeH COOTBETCTBOBATh TPCOOBAHHAM CoOOTBETCTBYET

- HEBHIHMBIC MEXaHHICCKHE BKMIOYCHHAA

(l‘OPtb",nmymMuemn)
B 1 M1 cpeaiHee TMCIIO FACTHIL pa3MEpOM 10 MxM B
Gonee He NODKHO MPEBLINATH 25, 8 CPEHES YHCI0

10 mxM 1 Gonee- 1B 1

(ana KOHTeHHEPOB NOJIMMEPHBIX)

poHel 280 HM He ODKHA NpeBbimars 0,2

(CnexrpodoToMeTpHs)

YacTHIL M 25 MxMm H Gonee He ROIDKHO M
e 25 Mxm H Gonee- 1 B 1
npeBHIMATE 3
('® PO*, meton 1) M
7. UsenexaeMuit 06bEM He menee HomupanssHoro (T® PO*) 275
8. OCMONAUTBHOCTB ot 284 no 347 MOcM/kr 315
TP PO*, KPHOCKOTIHYECKHIA)
9. AHOMANBbHAA TOKCHIHOCTD JlomkeH OHITh HETOKCHIHBIM HeroxcHanbif
(ans xoHTEHEPOB NONEMEPHBIX) TD PD*)
10. BakTepHaNbHBIC IHAOTOKCHHB TIpeacbHOS COACPKAHHE HE Gonee 0,5 E9/Mn Menee 0,5
(T® PO*, Meon A)
11. CTepHIbHOCTD Tlomken 6biTs cTepinbibM (MD PO*) CreprnbHbIH
CepHA BHITYICHA NO
napaMcTpaM
12. Mornomenue B YP-obnacTn OnTHYccKAd TUIOTHOCTD Npenapara NpH UHHE 0,006
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13. KomuueceeHnoe onpenenenue;
= CYKIHHATH 0O141,4 no 50,6 mmoms/n (BI3XX) 448
- MEITIOMHH Or 40,2 no 49,2 mMons/n (BIXX) 43,0
- METIIIOMHHA HATPHA CYKI[MHAT Or 13,5 10 16,5 r/n (PacuéTumiit MeTon) 14,4
- HaTpHit Ot 132 o 162 mmons/n (A3C) 146
- Kamai Or 3,62 10 4,42 Mmons/n (ADC) 3,98
- Maruuif Or 1,13 no 1,39 Mmmomn/n (THTpIMeTpHSA) 1,29
- XJIOpHAH Ot 98 1o 120 Mmons/n (TaTpHMeTPRSA) 109
14. Vnakoeka To 200 i 400 Ma B GYTRUIKH CTEKIAHHEE Io 250 Mn B KOHTeitHepax
BMECTHMOCTIO 250 HiH 500 MA, cOOTBETCTBERHO, | M3 TUIEHKH MHOTMOC/IOMHOH
no HCO, no 200 wau 400 M B GyTeume Han:mﬁe?:mm
CTEKIAHHBIC BMECTHMOCTRIO 250 W 450 M, TepMoneaaTn iy
COOTBCTCTBEHHO, N0 H]I, ykynopennuie npoGKkaMH MapKHPOBKA.
H3 PE3HHBL, 06XKATEE KONMATKAMH ATIOMHHHEBbLIMH 5 KOHTeHHEPOB N0 250 M1
HJIH KOMOHHHPOBAHHLIMH H3 AMOMHHHA K BMECTE C HHCTPYKLIHAMH 110
IICTMACCH, MEJIHITHHCKOMY
Ha GyTsunxy e THKETKY NIPHMEHEHHIO NOMEINEHE B
mmm TPYNnoByio Tapy (oTmyck
Kaxayio Gyrsuixy Bmecre ¢ HHCTpYKIpe# no fo gﬁm):;::?m
MCIHITHHCKOMY NIPHMEHCHHIO NIOMEITAIOT B Mavky Ko m;.?:: Hﬂﬂpylf‘lmﬂ
H3 kapToka o F'OCT win umnoprroro. Ins 10 MEJULIHHCKOMY
KOHTPO/IA NIEPBOro BCKPHTHA KIANAHB MAaYKH NPHMEHEHHIO PaBHO
MOTyT GHITH 3aK/IeeHH ¢ ABYX CTOPOH 3THKETKaMH KOJIHYCCTRY MNCPBHYHBIX
HIH TepMOKceM. YNaKkoBOK B IpYNmoBOH
Io 250 wam 500 ma B KOHTeHHEPH! H3 NIEHKH Tope.
MHOTOCIORHOH noHonedHHOBOH.
Ha kouTeitnep metonom TEPMONCYATH HAHOCST
MapKHpOBKY.
5 win 10 kouTeHnepos no 250 wm 500 mn BMecTe
C HHCTpYKUHEH 1o MeNHLIMHCKOMY TIPHMCHCHHIO
TNIOMEINAIOT B IPYNNIOBYIO Tapy (OTTyck no
PELIENTY) H3 kapToHa rodpuporanHoro.
32 xonrettnepa no 250 M wm 20 KOHTeHHepoB no
500 M1 BMeCTE ¢ HHCTPYKumEMH 10
MCIHIHHCKOMY MPHMEHEHHIO NOMEIAIOT B
TPYNIIOBYI0 Tapy (415 CTALHOHAPOB) H3 KapToHa
rodpuposanuoro. Kommuectso HHCTPYKUHH 1o
MENHIHHCKOMY IPHMEHEHHIO PABHO KOJHYECTBY
NEPBHIHLIX YNAKOBOK B IPYIMOBO#H Tape.
Mapxuposka B cootBercTBHH ¢ TpeGoBannamu OCTI P TpeGosannus cobmonenn
N001048/01-290319

* — neficTeylomee w3 nanHe Tocynapcreennoi Dapmaxonen Poccuiickoit ®enepauuu
**_ nelictByiomee u3marme Esponefickoit ®apmaxonen
3aKmoueHse: COOTBETCTBYeT TpeGosannam OCIT P N001048/01-290319

Jlata Benaqn nacnopra: 17.02.2020

3abenyrommit KAnJ1
Havaneanx OKK

Hupexrop no KagecTBy

Cpok rozmocTH z0: 02 2023

CarkT-NeTepbypr . %
Haywno-*rexnonomecﬁ A. B. Ckox

ecxan vipma
TONNCAH»

ONR BOKYMEHTOB

HHC-K0-2000-0160 «KOHTpOIE NpoH3BencHHOH MpoNyKUHI», BepcHs 9. [lata sBenenus: 05.11.2018

A. H. ®&nopopa

C. H. Cxopuk
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PA3BPEINEHME HA PEAJIM3AIMIO
or 26.02.2020

lipenapaT, (opMa BHIOYCKa

PEAMEEPUH pacTBOp pis mudysuir 1,5%, 250 mn B KoHTenHepax
nonumepnsix B5, Poccuitckas $enepaums

Cepusa 230220
KonmuuecTBO OO0 KOHTPOJA 5 973 ynk
KouuecTBO IOCJe KOHTPONA 5 950 ynok
K AHamMTUYECKOI'O Iacrnopra 130

AHanMBE OPOMSBOINCTBEHHOW NOKYMEHTALMM
Iocke Ha CepMi [IPOBEPEHO Ha
Ilocke Ha cepui OnoOGpeHo a

KpuTuyeckue OTKJIOHeHMUS OTCYTCTBYOT Oa

Cepusa npou3BeNeHa M MPOKOHTPOIMPOBaHA B COOTBETCTBMM C JIMLUeH3ueMn
Ha [POM3BOMNCTBO JIEKAPCTBEHHHX CPEelNCcTB, TpeboBaHMUAMU
pPerUCTPaUMOHHOTO HOoCke, TpebOBaHMAMM OpTanM3alui NTPOU3BOACTEA U
KOHTPOJIA KadeCTBa JIeKapCTBEeHHHX CpencTs (npaeun GMP), a Taxxe
MHEMM TpebBoBaHMaAMM IeMCTBYLUEr'0o 3aKOoHOONaTesJbCTRA.

MpooyKUMs paspelleHa K peanmM3aumm Ja

YIIOJHOMOYEeHHOe JIMIUO

Benyumi MHXeHep 0
xadyecTBY ; Crenaxnosa M.C.

{DOJKHOCTH ) (ﬂaﬁﬂHC€3 (pacumnppoBKa MOLIMUCH)

HofoxeHMe © Julle, OTBETCTBEHHOM 3a& BENYCK cepuu ( YIOJHOMOYSHHOM
AMUe o KavecTBy), dara yTe. 05.12.2019
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