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OBLUECTBO C OFTPAHUYEHHOM OTBETCTBEHHOCTbHO
«HAYYHO-TEXHO/IOTUMECKAA GAPMALIEBTUYECKAA ®UPMA «MOJIMCAH»
192102, Cankr-lNeTepbypr, yn. Canosa, 72, Kopn.2, auT.A,

Ten: (812) 448-22-22, e-mail: info@polysan.ru

AHaanTH4Yeckui nacnopt Ne 999

IIpenapar:

Cepusi: 1690922
®dopmMa BeIIIyCKa:
KomuuecTBo: 6028 ym.

Jata n3roroBnenus: 09.09.2022

PEAMBEPUH® pacrBop ans nndysnii 1,5 %

(xoHnTeiinep) 250 M x 5 (Tapa KapTOHHAs)

JlanHble aHaIH3a

P N001048/01

IToxka3zarein

Tpe6oanns HJ{ P N001048/01-290319,
u3m. Ne 1, m3m. Ne 2

JaHHble aHaIH3a

- HCBUOIUMBIC MEXaHHYECKHE BKIIHOYECHUSA

(I'® PO*, BusyansHsliit METON)

B 1 M1 cpennee uncno yactui pazmepoM 10 MxkM u
6oJiee He TODKHO MPEBBIMIATH 25, a CPEIHEE YHCIIO0
4acTHIl pa3MepoM 25 MKM U GoJiee He 10JDKHO
npeppnuars 3 (' PO*, merox 1)

1 2 3
1. Onucanue Ipo3paunas GecuBeTHas XKUIKOCTD Ipo3pauHas GecuBerHas
(BusyanbHblit MeTOX) JKUIKOCTh

2. [loATMHHOCTE:

- AHTapHas KKCJIoTa Bpemena ynepxuBaHHs MHKOB AHTAPHOH KHCIOTHI M METTIOMHHA COOTBETCTBYIOT

- MEIIIOMHH Ha XpOMarorpaMmax HCIBITYEMOrO pacTBOpa, MONYYEHHBIX MPH
KOJIMYECTBEHHOM ONpeAECNCHUH, JIOJDKHBI COOTBETCTBOBAThH
BPEMEHAM YACPXHBAHHA NMHKOB COOTBETCTBYIOLIMX BEIIECTB Ha

Uk XpoMaTorpaMMax pacTsopa cpaeHenus (BIXKX)

P Hanuune aHanWTHYECKOro CHrHaza npH  KOJTHYECTBEHHOM l'Ipncy'm'myeT

onpenenenun Hatpus (ADC)

- Kanmit Hanuune aHanMTHYECKOr0 CHrHAIA MNPH  KONMYECTBEHHOM IIpucyrcreyer

PHCYTCTBY:

onpenenenuu kamst (ASC)

“XINOPRARL XapaxTepHasi peakuus TonoxuTenbHas
(Kauectennas peakuust EQ** 2.3.1, peakuus a)

- MarHuit XapakrepHas peakuus II

OJIOKHUTECIIbHAsA

(Kagectennas peakuus, [® PO*)

3. IIpo3pauHOCTH JloikeH 6bITh npo3payneiM (I'® PO*) ITpo3paunsiii

4. IIBeTHOCTB JloiokeH 6biTh GecrBeTHbIM (I'D PD*) BecuBeTHbIit

5.pH Ot 6,0 10 7,0 ('® PO*, noTeHUMOMETPHYECKH) 6,4

6. MexaHnYeCKHe BKIFOYEHH:

- BUIUMbI€ MEXaHUYECKHE BKIIIOYEHHUS JlomkeH COOTBETCTBOBATH TPEGOBAHNAM CooTBeTCTBYET

10 MM 1 Gontee - 1 B 1 Mt
25 MkM 1 6otee - 1 B 1 Ma

7. U3BnekaeMblii 00bEM He menee HomunansHoro (I' PO*) 265
8. OcMOIAIBHOCTE ot 284 no 347 mOcM/kr 310
(C'® PO*, KpHOCKONHYECKHI)
9. AHOMaJbHasA TOKCHYHOCTh JomxeH ObITh HETOKCUYHBIM Herokcuunsii
(e KOHTAAHEDOR INTAMPPHETY) (I'D PD¥)
10. bakTepuanbHbIe HIOTOKCHUHBI IpenensHoe coneprxanue He Gonee 0,5 ED/mu Mesnee 0,5
(T'® PD* meton A)
11. CrepuibHOCTH JlomkeH ObITh cTepuiibHEM (I'D PO*) CrepuIibHbIH
Cepus BHINyIIEHA 1O IApaMeTpam
12. ITornomenue B Y®-o061acTH OnTuyeckast IIOTHOCTB MperiapaTa NpH JUIMHe BOJIHbI 280 0,002
(W15 KOHTeHHEPOB HONHUME DHBIX) HM He J0/mkHa npesbimats 0,2 (Cnextpodoromerpus)
13. KonnuecTBeHHOE OTpeiesIeHHE:
- CYKLJHHATBI Ot 41,4 no 50,6 mmons/n (BOXX) 46,2
- MELIUOMUH Ut 40,2 1o 49,2 mmons/n (BOXKX) 438
- METIIOMHHA HAaTPUs CYKLMHAT Or 13,5 1o 16,5 r/n (PacuérHbiit MeTOx) 14,7
- HaTpHi Or 132 ni0 162 mmons/n (ADC) 148
- Kauii Or 3,62 1o 4,42 mmons/n (ADC) 3,89
- MarHui Or 1,13 1o 1,39 mMons/n (TutpumeTpus) 1,27
- XJIOPH/IBI Ot 98 o 120 mmons/n (TutpumMeTpus) 110

14. YnakoBka

.| o6xatbie

ITo 200 nmm 400 M B GYTBUIKH CTEKISHHBIE BMECTHMOCTBIO
250 umu 500 ma, coorBercrBeHHo, nmo 200 wim 400 mMa B
OyTBUIKM CTEKJISIHHBIE BMECTHMOCTBIO 250 mm 450 wmu,
COOTBETCTBEHHO, YKYNOPEHHbIE MNPOOKAaMH M3 PpE3HHBI,
KOJIMa4yKaMu ATFOMHHHEBBIMH HIH
KOMOMHMPOBAHHBIMH M3 AJIFOMUHHS H TIaCTMACCHI.

Ha 6yThUIKy HaKJIEHBAIOT ITHKETKY CaMOKJIEAIYIOCS.
Kaxcyro GyThUIKy BMECTE C MHCTPYKIHEH 110 MEAULIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B NAayKy M3 KapTOHA, Ha KOTOPOH

NOMYCKAETCA HAHECEHHE OJTHUKETKH KOHTPOJS MEPBOro
ROKDRITHS

TTo 250 wam SO0 M1 R KOHTEHHEDR W3 TITBHKA MEOTOECTNHHAT
NOJIHOIE(PHHOBOH.

Ha KOHTCﬁHep METONOM TEPMONEYATH HAHOCAT MaPKUPOBKY.

TTo 250 M B KOHTEHHEPAX U3 IIEHKH
MHOTOCJIONHO# MONHOIe(HHOBOI.

Ha KOHTEHHEp METOAOM
TEpPMONEYaTH HAHECEHa MapKHPOBKa.
5 xonTeitHepoB mo 250 ma BMecTe ¢
HHCTPYKIMAMH 1O MEJHLUHCKOMY
NPUMEHEHHIO TIOMEIIEHBI B SIIMK U3
ropHUpOBaHHOr0 KapToHa (OTIyck

no peuenry). Komuuectso
HHCTPYKUMH 1O  MEIHLHMHCKOMY
NPUMEHEHHIO  PaBHO  KOJHYECTBY

HCPBAYHBIA YUARUBUR B | PyLiuBul
Tape.

HHC-K0-2000-0160 «KoHTpob pou3BeieHHOM npoayKuun», Bepcus 10. ara Beenenus: 10.03.2021
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32 xonteitHepa no 250 mua uau 20 koHTeiinepoB no 500 ma
BMECTE€ C WHCTPYKLUHMSMH 1O MEIMLMHCKOMY NPHMEHEHHIO
NMOMEIAlOT B TPYNNOBYKD Tapy SAIMK M3 KapTOHA
ropupoBaHHOTO (nns CTaLMOHAPOB). KonuuectBo
WHCTPYKLUMH 10 MEOULHMHCKOMY TNPHMEHEHHIO PpaBHO
KOJINYECTBY NEPBHYHBIX YIAKOBOK B IPYMNIOBO# Tape.

15. MapkupoBka

1) Ilepsuunas ynakoska :

Ha sTuxerke GyTbUIKH YKa3bIBalOT: TOBapHBIH 3HaK, anpec,
Tes./(hakc MPOU3BOAHTEIS, TOPrOBOE HAMMEHOBAHHE MpenapaTa ¢
npeaynpeanTenbHO MapKHPOBKOii ®, nexapcTBenHyio hopmy, 06béM B
MHJUTHIHTPAX, KOHUEHTPALHIO B NIPOLIEHTAX, HOMEp CEPHH, CPOK FOAHOCTH,
cocras, «Teoperuyeckas ocmonspHocTb 353 MOcm/m», « CTEPUJIBHO»,
«BHYTPHUBEHHO», «HecMaunBaeMOCTb BHYTPEHHEH NOBEPXHOCTH
OYTBUIKH He ABJIAETCSA NPOT) K p penapara»,
yCIOBHA XpaHeHns, «JI0NyCKaeTcs 3aMOpaKMBaHKE NPENapaTay, HOMep

PErHCTPALHOHHOIO YIOCTOBEPEHHS, THKTOrPAMMBI: . :, r;

Haa W M zomny

HaHECEeHHE HHAMBHIYaJIbHOINO TEXHOJIOrH4€CKOro Homepa Wunm JABYMEPHOIO

wrpuxkona (2D). Ji TENbHO Ha MOryT ObITh
TOBApHBIH 3HaK U p TEJIs.

Ha xonreiinepe y T pHBIH 3HaK, anpec,

Tes./hakc NPOH3BOJMTEA, TOPrOBOE HAMMEHOBAHHE Mpenapara ¢

npeaynpenuTeNbHOH MapKup i ®, nexapct yio popmy,

KOHLIEHTPALHIO B MPOLIEHTaX, HOMEP CEPHH, CPOK NOTHOCTH,
TEXHOJIOTHYECKYIO METKY, 00bEM B MHJUTWINTpAX, cocTas, «TeopeTnueckas
ocmonsipHocTs 353MOcm/my, «CTEPUJIBHO», «BHYTPUBEHHO»,

y p «Jlony 3aMop penapara», HoMep
perucTp 0 P rPafyMpOBOYHYIO KAy C UH(POBLIMH
METKaMH.

2) Ha nauxe y PHBIH 3HAK, anpec, Ten./dakc

NPOH3BOAMTEIS, TOPrOBOE C MPeAYNPEANTENbHONH MAPKHPOBKOH ® M
rpyNnMpoOBOYHOE HANMEHOBAHHA NPEMNAParTa, JIEKapCTBEHHYIO Gopmy, 06BEM
B MIWLIHJIHTPAX, KOHUEHTPALMIO B POLIEHTaX, cocTas, «Teoperndeckas
ocmossipHocTh 353 MOcm/m», «CTEPHJIBHO», «BHYTPUBEHHO»,
YCIOBHS XP «Jlony 3am paTa», Homep
PErHCTPaLMOHHOIO YOCTOBEPEHMS, nouep cepuH, cpox rOJHOCTH, «XpaHuTh
B HEOCTYITHOM st ieTeii MecTe!», «[IpHMEHSTH 110 HA3HAYEHHIO Bpayay,
ycnoBusA oTnycKa, mTpuxoBoii kon EAN-13, «HecMaunBaeMoCTb BHyTpeHHe#
TIOBEPXHOCTH OYTBUIKH HE SBJISETCH NPOT K If

npenapata», rpaguueckoe usobpaxenue

OyTbUIKH ¥, MHKTOTPaMMBbl, PacIIn(ppOBKa MHKTOrpaMM
«. nexapcrsennas popma PACTBOP /LSl UIHOY3Hit»,

cnoco6 npumenennss BHY TPUBEHHO KATIEJIbHO»,
«n (apmaxotepanesTuyeckas rpynna PACTBOPBI, BJIMAIOIIME HA
BOJIHO-3JIEKTPOJIMTHBIA BAJIAHC».
Hony TCA CpencTB MIEHTH JUIS CHCTEMBI
MOHHTOPHHIa JIeKapCT! IX TPEnaparos.
Ha sTukeTke simka 13 roppHUpOBaHHOTO KapTOHA (OTIYCK 110 peuenTy)
YKa3bIBaIOT TOBAPHBIN 3HAK, HAMMEHOBAHHe, afipec, TeJ./dakc
TPOM3BOMTEA, TOPrOBOE C NMPEAYNPeAHTENbHOMH MapKHPOBKOH ® 1
rpyNIHPOBOYHOE paTa, JIeKapCT yto Gopmy, 06bEM
B MIWUTIJINTPAX, KOHLEHTPALMIO B npouel-mvg cocras, «Teoperuueckas
ocmonsipHocTs 353 MOcm/m», «CTEPUJIbHO», «BHY TPUBEHHO»,
YCIOBHS XPAHEHHs,, YCIOBHS OTIYCKa, «JlOMycKaeTcs 3aMOpaKHBaHHe

penapara», HOMEp PErucTp 0 P HOMEp CepHH, CPOK
FOIHOCTH, «XPaHHTh B HEOCTYNTHOM 1A fieTeii Mecte!», «[IpuMeHATH o
Has| Bpavay, TBO KOHTEI{HepOB, LIT i kog EAN-13,

MaHHMYJIALMOHHBIC 3HAKH ! T {

JlonyckaeTcs HaHECEHHe CPEACTB HAEHTHYHKALMH [T CHCTEMbI
MOHHTOPHHIa JIeKapCT! penaparos.

Jlna craunonapos. Ha sTKeTKe rpynmoBoii ynakoBKH KOHTeRHEpOB (s
CTalMOHAPOB) YKa3bIBAIOT TOBAPHbIH 3HAK, anpec, Ten./dakc
NPOM3BOJHMTENIA, TOProBOE C MPENYNPEAUTENLHOH MapKHPOBKOH ® M
rpynmnup oe YBaHHUsl IPENAPaTa, JeKapCTBEHHYIO Bopmy, 00BEM
B MILTHJIHTPAX, KOHLEHTPALHIO B POLIEHTaX, cocTas, «Teoperuyeckas
ocmonspHOCTb 353 MOcM/i», «CTEPHJIBHOY, «BHYTPUBEHHO»,
YCIIOBHS Xp «[lony paTay», HoMep
perucTp 0 YZIOCTC HOMep CcepHH, cpox TOZHOCTH, «XpaHHTh
B HEZIOCTYITHOM /15 fieTeii MecTe!», «[IpHMEHATD 10 HA3HAYEHHIO Bpayay,
«JIn1 CTAaLUMOHAPOBY, KOJIMYECTBO KOHTEIHepOB, TpuxoBoii kon EAN-13,

MaHHIYISLHOHHBIE 3HAKH ! I_I. j y 'gﬂ Jlonyckaercs HaHEeCeHHe
CpeacTs unem’u(bnxauuu JUIs CHCTEMbl MOHMTOPHHIA IBHXKEHHSA
JIeKaPCTBEHHbIX NPENapaToB.

1) IlepBuyHas ynakoBka

Ha koHTeiiHepe yKa3aHsl:
TOBapHbIi 3HAK, HAIMEHOBAHHE,
azpec, TeJ./akc
NPOU3BOANTENS, TOPrOBOE
HaMMEHOBAHHME Npemnapara ¢
NpeAynpearTEIbHOM
MapKHpoBKo# ®,
JieKkapcTBeHHas GpopMa,
KOHLICHTpALUs B NPOLICHTax, -
HOMep CEpHH, CPOK FOHOCTH,
TEXHOJIOTUYECKasA METKa, 00bEM
B MUJUTHJIMTPAX, COCTaB,
«TeopeTnyeckas OCMONSAPHOCT
353 MOcm/m», «CTEPUJIBHO»,
«BHYTPUBEHHOMY, ycnoBust
XpaHeHHs, «Jlomyckaercs
3aMOpKHBAHHE Nperapara»,
HOMEp PErucTPaloOHHOTO
YAOCTOBEPEHHSL.

2) BropuyHas ynakoBka

Ha sTHKeTKe AIMKa U3
ro(ppHpoOBaHHOTO KapTOHA
(OTmycK MO PELENTy) YKa3aHBI:
TOBapHBIA 3HaK, HANMEHOBAHME,
anpec, Ten./akc
NPOM3BOJMTENS, TOPTOBOE C
NpeNyNpeUTEILHOM
MapKHpOBKOH ® U
rpyNIHPOBOYHOE
HaNMEHOBaHMA NIpenapara,
JieKapcTBEHHas popMa, 00BEM B
MUJUTHINTPAX, KOHLIEHTpALus B
NPOLIEHTAX, COCTaB,
«TeopeTnyeckas OCMOIAPHOCTH
353 MOcM/nm», «CTEPHUJIBHOM,
«BHYTPUBEHHO», ycnoBus
XpaHEHHs, YCIIOBHUS OTITyCKa,
«JlomyckaeTcst 3aMOpPaKHBAHHE
Tpenapara», HoMep
PErHCTPaLiOHHOTO
YAOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOIHOCTH, «XPaHHUTb B
HEJOCTYITHOM JUIsl IETEH
Mmecte!», «[ IpuMeHaTs Mo
Ha3HaYEHHUIO Bpayay,
KOJINYECTBO KOHTEHHEPOB,
mTpuxoBoi kox EAN-13,

MaHMITy I LIHOHHBIC 3HAKH !, I_',

T4

Hanecens! cpeactsa
HACHTU(UKALIAH JUIS CHCTEMBI
MOHHTOPHHI'A JIBIKECHHUS
JIEKapCTBEHHBIX NPENapaToB.

16. YcnoBusi XpaHEeHHS U MEPEI
NPEIOCTOPOXKHOCTH

B 3amuImgHHOM OT CBETa MECTE NPH TEMIEPATYPE HE
Boime 25 °C. JlomyckaeTcs 3aMOpaXHBaHHeE Npenapara.

B 3amMIEHHOM OT CBETa MECTE NpH
Temneparype He Bbie 25 °C.
Jlonyckaetcs 3aMop p Ta.

17. Cpok ronHoCTH

5 net B OyTBUIKaxX CTEKJIHHBIX, 3 roia B KOHTEHHEpax U3
TUIEHKH MHOTOCIIONHO# nooneduHoBO#

3 roaa B KOHTEHHEPAX U3 IUIEHKH
MHOTOCJIOHHOM MOIHOIePHHOBOMH

— pelictByromiee u3ganue I'ocynapcrseHHoi @apmakoneu Poccuiickoi denepanvu
**_ neiicTByromee usnanue EBponeiickoii @apmakoneu
3akmouenue: coorBeTcTByeT TpeboBanmsam HII P N001048/01-290319, u3m. Ne 1, u3m. Ne 2

JHara Beigaum nacnopra: 19.09.2022
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