WMHTennexkT Ha sawure
300p0oBbA

® NOJINCQH

OBLIECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALEBTUYECKAA ®UPMA «NOJIMCAH>

192102, Cankr-letepbypr, yn. Canosa, 72, Kopn.2, NuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

Anaantuyeckuii nacnopt Ne 706

IIpenapar: PEAMBEPHH® pacteop aas uudysnii 1,5 %
Cepus: 1330622 P N001048/01
dopmMa BhINTyCKa: koHTerHep 500 mu x 5 (Tapa xapToHHas)
KonuuectBo: 2998 ym.
Jlara uzroroBnenus: 09.06.2022
/laHHbBIE aHAJIH3A
IToka3zarean Tpebosannsa HJ{ P N001048/01-290319, JaHHble aHa/IN3a

u3M. Ne 1, uam. Ne 2

- HCBUIUMBIC MCXaHUYE€CKHE BKIIFOUYECHUA

(I'® PD*, Bu3yansHblii MeTOM)

B 1 mn cpennee uncio yactuu pasmepom 10 MkM 1 Gonee
HE JI0JDKHO NPEBBIMATH 25, a CpeiHee YHUCIIO YaCTHILL
pasmepom 25 MkM U GoJiee He JOJDKHO MpeBBIIaTh 3

(I'® PD*, meton 1)

1 2 3
1. Onucanue IIpo3paunas GecuBeTHast KHIKOCTE Ipo3paunas GecuperHas
(BuzyanbHsiit MeTon) KUAKOCTh
2. [TognuHHOCTD:
- SHTapHas KUCIoTa BpCMeHa YACP)KUBAHUA THKOB SHTApHOW KHCIOTHI M COOTBCTCTB}’}OT
- METTIIOMHH METIIOMHHA Ha XPOMATOrpaMMaXx MCIbLITYEMOTO pacTBopa,
MONYYEHHBIX NPH  KOJMYECTBEHHOM  OMNpE.EEHHH,
JIOJDKHBI COOTBETCTBOBATh BPEMEHAM YAEP)KHUBAHHS TTHKOB
COOTBETCTBYIOIIMX  BEMIECTB HAa  XPOMarorpaMmax
pacTBopa cpaBHeHHs (BOXKX)
- HaTpuit Hannune aHanMTHYECKOro CHrHaIa NMPH KOJIMYECTBEHHOM TpuCyTCTBYET
onpeneneHuu Hatpus (ADC)
- Kaymi Hannune ananuTHyeckoro CHrHaia npu KOJMYECTBEHHOM IIpucyrcreyer
A— onpezaeneHny kamms (ADC)
XapakTepHas peakums IMonoxxurensHas
(Kauectsennas peakumst EQ** 2.3.1, peakuus a)
- MarHui XapakTepHas peakLys IMonoxurenshas
(KauectBennas peakuus, [® PO*)
3. IIpo3pauHOCTh Jlomken ObITH po3payHbM ('O PO*) ITpo3pauHblii
4. 1IBeTHOCTH HomxkeH 6bITh GecrBeTHbM (['D PO*) BecuserHsbiii
5.pH 0t 6,0 10 7,0 (TP PO*, noreHuroMeTpuIEecKky) 6,4
6. MexaHU4ecKHe BKIFOYEHHS:
- BUIMMbIE MEXaHWYECKHE BKITIOUEHHS HomxkeH coOTBETCTBOBATH TPEOOBAHUAM CoorBeTcTBYET

10 Mmxm 1 Gontee - 1 B 1 Mnn
25 MkM u Gostee - 1 B 1 Ma

10. BakTepuanbHbIe 3HAOTOKCHHBI

(I'® PO* meron A)

7. U3BrIekaeMsblit 00bEM He menee HomuHaneHOro (I'® PO¥) 540
8. OcMOJIIBHOCTD ot 284 110 347 MOcM/Kr (T® PdO*, kprockonuyeckuii) 313
9. AHOMaNbHast TOKCHYHOCTh JlomkeH ObITh HETOKCHYHBIM Herokcnunpiit
(115 KOHTEHHEPOB MOJIUMEPHBIX) (T'D PO*)
IpenensHoe conepkanue He Gosee 0,5 ED/mn Menee 0,5

11. CrepunsHOCTB

HomxkeH 6bITh cTepuibHbM (I'D PD*)

CrepuIibHBblii
Cepust BhINyIEHA 110 [TapaMeTpam

12. Iornomenue B Vd-06nacTu OnTHueckas IIIOTHOCTH NpENnapara NpH JJTMHE BOJTHBI 0,003
(JIJIH KONTEHH €pOB NOTUM epHLIX) 280 HM He J0JDKHA npeBbimats 0,2

(CnektpodoTomeTpusi)
13. KonM4ecTBEHHOE OTIpeie/IEHHE:
- CyKIMHATBl Or 41,4 no 50,6 mmons/n (BIXKX) 46,0
- METJIIOMHH Or 40,2 1o 49,2 mmons/n (BOXKX) 47,1
- METTIIOMHMHA HAaTPHA CYKLMHAT Or 13,5 no 16,5 r/n (Pacuétusiii MeTox) 15,8
- HaTpuii Or 132 o 162 mmons/n (ADC) 151
- KaJIHi Or 3,62 no 4,42 mmons/n (ADC) 3,94
- MarHui Or 1,13 no 1,39 mmons/n (TurpumeTpus) 1,27
- XTIOPW TR O1 98 4u 120 mmusb/in (TUipUMeELpUst) 108

14. YnakoBka

TTo 200 uu 400 M1 B GyTBUIKH CTEK/ISHHEIE BMECTHMOCTBIO 250
wm 500 M1, cooTBeTCTBEHHO, 110 200 1M 400 M B GyTHUTKH
CTEKJITHHBIE BMECTUMOCTBIO 250 miu 450 M1, COOTBETCTBEHHO,
YKYIOPEHHBIE TPOOKaMH U3 PE3HHBI, 06XKAaThie KOMMAYKaMH
ATIOMHHHEBBIMH HJTH KOMOHHHPOBaHHBIMH U3 ATIOMHHHS H
TJIaCTMACCHI.

Ha GyThbuTKy HaK/IEHBAIOT STHKETKY camokuesutyrocs. Kairyio
GYTBUIKY BMECTe ¢ HHCTPYKIHEH [0 MEHLMHCKOMY IPHMEHEHHIO
MOMEIIAIOT B Na4Ky M3 KapTOHA, Ha KOTOPO# A0MycKaeTcs
HaHECEHHME FTHKETKH KOHTPOJIA IEPBOTO BCKPHITHA.

ITo 250 mnn 500 M1 B KOHTEHHEPHI M3 IUIEHKH MHOTOCIOHHOM
NOTHOIE(HHOBOK.

Ha xoHTeliHep METOIOM TEPMONEYaTH HAHOCAT MaPKHPOBKY.

5 umn 10 xonTeitHepos no 250 wim 500 M BMecTe ¢
HHCTPYKIHEH N0 METHIIMHCKOMY IIPHUMEHEHHIO NIOMEIAIOT B
LMK U3 TOPUPOBAHHOTO KapTOHA (OTILYCK MO pelenTy).

TTo 500 mMn B KOHTeHHEpaX U3
TUIEHKH MHOTOCJIOWHOM
nomuoneduroBoi. Ha koureiinep
METOIOM TEPMOMIEUaTH HaHECeHa
MapKHPOBKa.

5 xoHTeiiHepoB no 500 ma BMecTe ¢
HHCTPYKIHAMH 110 MEHLHHCKOMY
NIPUMEHEHHIO IOMEILEHBI B SIMK U3
ropHpOBaHHOTro KapToHa (OTITyCK
O pelenTy).

KonmuuecTBo HHCTPYKUMii 10
METHLHHCKOMY NPHMEHEHHIO
PaBHO KOJIHYECTBY NMEPBHYHBIX
YNIAaKOBOK B IPYNINOBOH Tape.
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32 koHteiinepa no 250 Mt win 20 KoHTeliHepoB no 500 M1 BMecTe ¢
HHCTPYKLMSAMH 110 My TIp nom T B [PYNNOBYIO
Tapy sILUMK U3 KapTOHa rodpHpoBaHHOrO (U1s cTauHoHapos). Koniuectso
MHCTPYKLM 10 MEAMLMHCKOMY NPHMEHEHHIO PABHO KOJIHYECTBY
NepBHYHBIX YNAaKOBOK B IPYMNIOBOii Tape.

15. MapkupoBka

1) IlepBuyHas ynakoBka

Ha stuxetke 6yTbuikH 10T PHBIH 3HAK, azpec,
Ten./hakc NPOU3BOAMTENS, TOPrOBOE HAWMEHOBAHHE NpEnapara ¢
NpeRynpeaMTeNbHON MapKHPOBKOH ®, JiekapcTBeHHyIo hopmy, 06bEM B
MUJLTHIMTPAX, KOHLEHTPALMIO B POLIEHTAX, HOMEP CEPHH, CPOK FOJHOCTH,
cocras, «Teopernueckas 0cMOIAPHOCTH 353 MOcm/m», «CTEPUJIbHO»,
«BHYTPUBEHHO», «HecmaunBaeMOCTh BHYTPEHHE#H MOBEPXHOCTH
GyTbUIKM HE ABASETCH llp()'lMBUllUKa‘jHNMCM K llpMMCHCHMM npeliapdian,

YCNOBHUSA XpaHEHHA, «IlonycxaeTcx 3amMOpaxkHBaHHE npenapara», Homep

PErHCTPaLIHOHHOTO YAOCTOBEPEHHS, MMKTOrPaMMbl . = '-
Ha antoMHHHEBOM WM KOMOMHHPOBAHHOM KOJINAuke AOMyCKAeTCst
HaHeCeHHe HHAMBUAYATbHONO TEXHOJIOTHYECKOTO HOMEepa H/HITH JIByMEPHOTO
mTp (2D). TEJILHO Ha a i KOJINa4yoK MOryT GbITh
1 PHBIi 3HAK H TIPOM3BOAMTENIS.
Ha koHTeliHepe yKa3blBaloT: PHBII 3HaK, DBAHHE, aJipec,
Ten./(pakc Mpou3BOAHMTEA, TOPrOBOE HAMMEHOBaHHE TIpenaparta ¢
npeaynpeanTeNbHOM MapKHPOBKOH ®, nekapcTBeHHyI0 Gopmy,
KOHLEHTPALMIO B IPOLIEHTAX, HOMEP CEPHH, CPOK FOTHOCTH,
TEXHOJIOTHYECKYIO METKY, 00bEM B MHJUTIIMTPAX, cocTas, «TeopeTnueckas
ocmonspHocTs 353MOcm/m», « CTEPUIIBHO», «BHYTPUBEHHO»,
yCnOBHs XpaHeHHs., «JlOMyCKaeTCs 3aMOPaKHBaHHE NPENapaTa», HOMep
PETHCTPALHOHHOTO YAOCTOBEPEHHS, IPayHPOBOUHYIO MIKATY ¢ UHPPOBLIMH
MeTKaMH.

2) Ha nauxke yka3sbiBaroT PHBIH 3HaK, )BaHHe, anpec, Teil./dakc
NPOM3BOIMTEJIA, TOPrOBOE C NPEAYNPEANTENLHOH MaPKHP i ® u
rPyNNHPOBOYHOE penapara, JIekapCTBEHHYI0 GopMmy, 00BbéM

B MWUIHIHTPaX, KOHLIEHTPALMIO B NPOLIEHTaX, cocras, «Teoperuyeckas
ocmonspHocTs 353 MOcm/n», «CTEPHJIBHO», «BHYTPUBEHHO»,
YCIOBHS Xp «Jlomy 3aMopax penaparay, HoMep
perucTp 0 yIOCTOBEP HOMEp CepHH, CPOK NOHOCTH,
«XpaHHTb B HEAOCTYITHOM JUIA AeTeii MecTe!», «[IPHMEHATH MO Ha3HAYEHHMIO
Bpaya», yCloBus OTIycKa, wTpuxosoii kon EAN-13, «HecmauusaemocTs
BHYTPEHHEH OBEPXHOCTH OYTBUIKH HE ABJIAETCS NMPOTHBONOKA3aHHEM K
NPUMEHEHHIO TIpenaparay, rpapuyeckoe n3oopaxenue

OyThUTKH ' NHUKTOTPaMMBbl, pacliipPOBKa MHKTOrpaMM

«. nekapcrenHas popma PACTBOP LA HH®Y3HU»,

«: cnoco6 npumenenns BHYTPUBEHHO KAIIEJIbHO»,

«I'- ¢(apmaxorepanesTuueckas rpynna PACTBOPBI, BJIMAIOIIME HA
BOJIHO-2JIEKTPOJIMTHBIM BAJIAHC».

Jonyckaercs CpencTB uueHTHd I CHCTEMBI
MOHHTOPHHIA IBWKEHHA JIEKAPCTBEHHBIX MPENapaToB.

Ha 3THKeTKe ALKKa U3 roppHPOBAHHOIO KapTOHa (OTIyCK 10 peLenTy)

YKa3blBAKOT TOBAPHBbIii 3HAK, anpec, Tei./dakc
NPOM3BOAMTEIS, TOPTOBOE C NPEAYNpPENNTETbHON MapKHPOBKOii ® u
TpYNNHPOBOYHOE penapara, JiekapCT yto hopmy, 06BEM

B MIUIWIHTPAX, KOHLEHTPALMIO B MPOLIEHTaX, cocTas, «TeopeTHueckas
ocMonsipHocTs 353 MOcm/m», «CTEPHJILHO», « BHYTPUBEHHO»,
YCIIOBHS XPaHEHHs, YCJIOBHs OTMyCKa, «J{omyckaeTcs 3aMOpaKuBaHHe
penapara», HOMEp PErHCTp 0 YIOCTOBEP HOMEp CEPHH, CPOK
TOIHOCTH, «XPaHHTb B HENOCTYNHOM Ju1a nieTeit mecte!», «IIpumMeHsTh no
Ha3HaYEeHHIO BPaua», KOJIMYECTBO KOHTelHepoB, TpuxoBoi kox EAN-13,

MaHHUMYJISLUHOHHbIC 3HAKH !, u, T, “f

Jlonyckaercst CpencTB uueHTHd JUISL CHCTEMbL
MOHHTOpHHTa JieKapCT! IX TIPENapaTos.

Jlnst crauronapos. Ha 3THKeTKe rpynnoBoii ynakoBKH KOHTeHHepOB (Uit
CTaLlMOHAPOB) yKA3bIBAKOT TOBAPHbIH 3HAK, anpec, Ten./dakc
NPOM3BOJMTEIIA, TOPrOBOE C MPEAYNPEANTENLHOH MAPKHPOBKOH ® 1
TpYNNHPOBOYHOE )BaHUsl IPENAPATA, JIEKAPCTBEHHYIO HOPMY, 06BEM
B MWUIHJIMTPaX, KOHLEHTPALHIO B NPOLIEHTaX, cocTaB, «TeopeTnueckas
ocmonspHocTs 353 MOcm/m», «CTEPHJIBHOY, «BHYTPUBEHHO»,
ycnoBus XpaHeHws, «J{oIyckaeTcs 3aMOpaXKHBaHHe Npenapara», HoMep
PETHCTPALIHOHHOTO YIOCTOBEPEHHUS, HOMED CEPHH, CPOK TOIHOCTH,
«XPpaHHTb B HEIOCTYNHOM Ui ieTel mecTe!», «[IPHMEHATH N0 Ha3HA4YEHHIO
Bpayay, «Jl1s CTALMOHAPOBY, KOJIMYECTBO KOHTEHHEPOB, ITPHXOBOH KOX

EAN-13, MaHHNYISILHOHHbIE 3HAKH !, !l, ] N ”f Jlonyckaercs
CpencTB HAeHTH( JUISl CHCTEMbI MOHHTOPHHIA IBHKEHHS!
JIEKAPCTBEHHBIX MPENnaparos.

1) IlepBuyHas ynakoBka

Ha koHTeliHepe yka3aHbl:
TOBapHbIii 3HaK, HANMEHOBAHHE,
azipec, Te./hakc NpOU3BOAUTENS,
TOProBo€ HAaMMEHOBaHHE
npenapara ¢ npeaynpeanTeabHON
MADKUNORKNH R neKAPCTREHHAS
(hopma, KOHLEHTpaLUs B
TNPOLIEHTaX, HOMEP CEPHH, CPOK
TOIHOCTH, TEXHOJIOTHYECKast
METKa, 00bEM B MUJLUTHIIUTPAX,
coctas, «Teopernueckas
ocMonsipHOCTh 353 MOcM/m»,
«CTEPWUJIbHO»,
«BHYTPUBEHHOW, ycnoBus
XpaHeHus, «Jlomyckaercs
3aMOp&XHBaHHE Npenapara,
HOMEP PEruCTPalHOHHOr0
YIOCTOBEPEHHS, ITPayHpPOBOYHAs
1IKaa ¢ UM(PPOBBLIMU METKAMH.
2) BropuuHas ynakoBka

Ha sTukerke smuka u3
rohpupoOBaHHOr0 KapTOHA
(OTmycCK Mo peLenTy) yka3aHbl:
TOBapHbIii 3HaK, HANMEHOBAHHE,
azipec, Ten./hakc NpOU3BOAUTENS,
TOProBo€ ¢ NPEeayNpeauTENbHOR
MapKHpoBKO#i ® U
TPyNMMPOBOYHOE HAUMEHOBaHHS
npenapara, JeKapCTBEHHas
(dopma, 00bEM B MUJLTHIIUTpAX,
KOHLIEHTpaLKs B MPOLEHTaX,
cocras, «Teopernueckas
ocMonsipHOCTh 353 MOcM/m»,
«CTEPUJIBHO»,
«BHYTPUBEHHOW, ycnosus
XpaHEeHHU, YCIIOBHS OTITYCKa,
«Jlomyckaercs 3aMOpPaKHBaHUE
npenapara», HoMep
PErucTpalioHHOro
YIOCTOBEPEHHS, HOMEP CEPUH,
CPOK FOJHOCTH, «XPaHHTh B
HEIOCTYITHOM JUlsl IeTel MecTe!»,
«[IpUMEHSATH N0 Ha3HAYEHHIO
Bpaya», KOJIMYECTBO
KOHTEHHEPOB, LITPUXOBON KOI
EAN-13, MaHUTyJIALIMOHHbIE

3HAKH !, .LI, T‘, ‘&a

Hanecens! cpencrsa
UNEHTH(UKALMH IS CUCTEMBI
MOHHMTODHHTI2 [BWKEHUA
JIEKapCTBEHHBIX NPENaparoB.

16. YcnoBust XpaHEHHUs U MEPBI
IPENOCTOPOKHOCTH

B 3amuIgHHOM OT CBETa MECTE NMPH TEMIEpaType He
Beime 25 °C. JlonmyckaeTcs 3aMOpa)KHBaHHE Npenapara.

B 3aIMINEHHOM OT CBETA MECTE NpH
Temneparype He Boime 25 °C. Jlonyckaercs
3aMOPaXKHBAHHE MPENApaTa.

17. Cpok ronHocTH

5 et B OyThUIKaX CTEKJIHHBIX, 3 roJa B KOHTEiHepax U3
MUIEHKH MHOTOCIIOMHOMN NMosiHone(pHHOBOH

3 rona B KOHTelHepax U3 IIEHKH
MHOTOCJIONHOH MoNHONeHHOBOK

* — neiictByroniee u3nanue ["ocynapcrBenHoit ®@apmakonen Poccuiickoi denepauun

**_ neficTeyromee u3ganue Esponetickoit ®dapmakonen

3akmouenue: cootBeTcTBYeT TpeboBanusM HJI P N001048/01-290319, u3m. Ne 1, uzm. Ne 2

Hara Bbimaun nacriopra: 08.07.2022

3apemyrommiit KAHJI
Havansauk OKK

JIMpeKTOp MO Ka4ecTBy

CaHkT-MeTepbypr
Hay4HO-TexHonorm4ecKas
thapmMaLiesTHHeckasn hupma

«MMTONNCAHD»

Ons AOKYMEHTOB

(.~
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