NonucaH

OBLLECTBO C OTPAHUYEHHOWM OTBETCTBEHHOCTbHO

«HAYYHO-TEXHO/IOTMYECKASA ®APMALEEBTUYECKAA ®UPMA «MNOJIMCAH»

192102, CaHkt-leTepbypr, yn. Canosa, 72, Kopn.2, MUT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

AnannTH4eckuii macnoprt Ne 1000

IIpenapar: PEAMBEPUH® pacteop ans nudysnii 1,5 %

Cepus: 1700922 P N001048/01

®opma BeINTyCKa: (konTeiinep) 250 M1 x 5 (Tapa KapToHHas)

KonuuecTso: 6002 ym.

Jata usroropnenus: 11.09.2022

JdaHHble aHA/IH3A
IToka3aTenn Tpebosanus HJ{ P N001048/01-290319, JdaHHble aHAIM3a
u3m. Ne 1, u3m. Ne 2
1 2 3
1. Onucanune Ipo3paunas GecLBeTHAs HKUAKOCTH INpo3paynas GecuperHas
(BuzyanbHelit MeTon) XKHUIKOCTH

2. [TogMMHHOCTS:

- INTapHas KUCIoTa Bpemena ynepx#nBaHus MHKOB AHTAPHOH KHCIIOTHI H METTIOMHHA COOTBETCTBYIOT

- MEITIOMHH Ha XpOMaTorpaMMax HCIbITYeMOr0 pacTBOpa, MOJYYEHHBIX NMPH
KOJIHYECTBCHHOM ONnpeaeNICHUH, AOJDKHBI COOTBETCTBOBATh
BpEMEHAM YACPXKMBAHHUA ITHKOB COOTBETCTBYIOIIIUX BEILIECTB Ha

- XpOMarorp pacTBopa cp (B2XX)

P Hanuune aHANMTHYECKOTO CHIHANA TIDH  KOJHYECTBEHHOM Ipucyrcryer

onpenenenuu Harpus (A3C)

- Kayui Hanuuune AHAJIMTHYECKOr0  CHTHa1a TPpH  KOJIMYECTBEHHOM Hpﬂcy’rmyc’r
onpeneneHun kamus (ASC)

SXA0PUARL XapaxTepHas peakums TonoxuTensHas
(Kauectsennas peakumns EQ** 2.3.1, peakuus a)

- MarHui XapakTepHast peakuus
(Kauectsennas peakums, [® PO*) Honomuteisin

3. IIpo3payHoCTh Homxken ObITh po3pautbiM (I'D PO*) ITpo3paunbrit

4. 1IBeTHOCTH HomxeH 6bITh 6ecuBeTHBIM (I'D PD*) BecupeTtHsIit

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

6. MexaHn4ecKHe BKIIIOYEHMS

- BUIUMbI€ MEXaHUYECKHUE BKJIIOYEHUSA JlomkeH COOTBETCTBOBATH TpeOOBaHUAM COOTBeTCTByeT

- HCBUJUMBIC MEXaHNYECKHUE BKIIFOYECHUS

(I'® PD*, Bu3yansHbIi MeTON)

B 1 M cpennee uncio yactuu pasmepom 10 MkM 1
Goutee He JIOIDKHO MPEBBIIATE 25, @ CPEIHEE YHCIIO
YacCTHI[ pa3MepoM 25 MKM U 6oJiee He JOKHO
npesblars 3 ('O PO*, meron 1)

10 MmxM 1 Gonee - 1 B 1 ma
25 mxM 1 6onee - 0 B 1 M

(IT'd PD* meton A)

7. U3BnekaeMblit 06bEM He menee HomunansHoro (D PO*) 270

8. OcMONSANBHOCTD oT 284 no 347 MOcMm/kr 316
(I'® PO*, kprockonuyeckuii)

9. AHOMaJbHast TOKCHYHOCTb JlokeH ObITh HETOKCHYHBIM Heroxcnanprii

(o715 KOHTEHHEPOB IOJTUMEPHBIX) (TD PO*)

10. BakTepuaibHBIE SHAOTOKCHUHBI IpenensHoe conepxanue ue 6onee 0,5 ED/mn Memnee 0,5

11. CrepunbHOCTB

Homxken 66Tk cTepuibHbM (I'D PO¥)

CrepunbHbIif

12. ITornowmenue B YP-o6nactn OnTuyeckas IIOTHOCTB Mpenapara NpH JIMHE BOJHbI 280 0,004
(18 KOHT ¢ifHepOB MOHMEPHBIX) HM He nomkHa npeseimats 0,2 (Cnekrpodoromerpus)

13. KonuuecTBeHHOE OTpeieIEHHE:

- CYKLIMHAThI Or 41,4 1o 50,6 Mmous/n (BDXKX) 472
- METTIIOMHH Ot 40,2 no 49,2 Mmons/n (BOXX) 44,6
- METJIIOMMHA HAaTpUs CYKLMHAT Ot 13,5 1o 16,5 r/n (PacuétHbii MeTox) 15,0
- HaTpuit Or 132 no 162 mmons/n (ASC) 146
- KaJuit Or 3,62 10 4,42 mmons/n (ADC) 3,97
- MarHui Or 1,13 pio 1,39 Mmons/n (Tutpumetpus) 1,26
- XJIOpUIbI Ot 98 1o 120 Mmonb/n (Tutpumerpus) 111

14. YnakoBka

Mo 200 mmu 400 M B GYTBUIKH CTEK/ISIHHBIE BMECTHMOCTBIO
250 mmu 500 M, coorBerctBenHo, mo 200 wiau 400 mu B
OYTBUIKM. CTEKJISHHBIE BMECTUMOCTBIO 250 umm 450 o,
COOTBETCTBEHHO, YKYMODEHHbIE NPOOKAaMH W3 PE3UHBI,
obxarsie KOJIMavyKkamMu TIOMUHUEBBIMU HIH
KOMOMHHPOBAaHHBIMH U3 QJIOMHUHMSA H MIACTMACCHI.

Ha 6yTbiIKy HaKJIEHBAIOT ITHKETKY CaMOKJIESIIYIOCH.
Kawrmyw OyTRITKY RMECTE € WHOTPYKIMell 110 MeTMLHHCKOMY
TNIPUMEHEHHUIO MOMEWAIOT B NayKy M3 KapTOHA, Ha KOTOPOH
JOMyCKAaeTC HAHECEHHE OSTHKETKH KOHTDOJS MEPBOrO
BCKPBITHS.

TTo 250 mnm 500 M1 B KOHTEHHEPBI U3 MIEHKH MHOTOCIIOHHOM
NoJHONE(DUHOBOM.

Ha koHTeliHEp METOZIOM TEpPMOIIEYaT HAHOCAT MAPKHPOBKY,

ITo 250 Mn B KOHTEHHEPAX U3 IIEHKH
MHOrOCJIORHO# MonuoneHHOBOM.
Ha KOHTEHHep METOIOM
TEpPMOTEYaTH HaHECEHa MapKUPOBKa.
5 koHTeitHepoB mo 250 M BMecTe ¢
MHCTPYKIHAMH ‘10 MEIHLHHCKOMY
NPUMEHEHHIO NMOMEIIEHBI B ALIMK M3
ro¢pHpOBaHHOrO KapToHa (OTIycK
no peuenry).
IeTpYIanii N0 MOmIMICKOMY
NPUMEHEHHIO  PaBHO  KOJMYECTBY
NEPBUYHBIX YNAKOBOK B IPYMNNOBOH
Tape.

Ivimaccisu
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32 koureiiHepa no 250 ma wiu 20 KoHTelHepoB 1o 500 mn
BMECTE C MHCTPYKLUHAMH MO MEIULMHCKOMY NPUMEHEHHIO
NOMEWAOT B TIPYNNOBYD Tapy SMKMK M3 KapToHa
roppupoBaHHOro (Ui CTaLMOHApOB). Konuyectso
MHCTPYKUMHA 10 MENHMUHHCKOMY INDHMEHCHHIO DaBHO
KOJINYECTBY MEPBHYHBIX YNIAKOBOK B IPYNNOBOM Tape.

15. MapkupoBka

1) IlepBuyHas ynakoska

Ha sTHkeTke OyThUIKH YKa3bIBAIOT: i 3HaK, anpec,
Tes1./pakc NPOU3BOAMTENA, TOPrOBOE HAMMEHOBAHHE Mpernapara ¢
npenynpeauTenbHOl MapkupoBKoil ®, nekapcTeenHyio GopMy, 06bEM B
MWJUTHIHTPAX, KOHLEHTPALHIO B NIPOLIEHTAX, HOMEP CEPHH, CPOK NOZHOCTH,
cocras, «Teopernyeckas ocmonspHocTs 353 MOcm/m», « CTEPHUJIBHO»,
«BHYTPUBEHHOY, «HecMaunBaeMOCTh BHYTPEHHEH MOBEPXHOCTH
OyTBLIKH HE SABASETCA MPOTHBOIC K penaparay,

y P «domy HBaHHE MperapaTay, Homep
ErUCT 0r0 YA0C TMHKTOIPaMMBbl: ., :, r.
2 P y P
Haa HITH KC p y
RYajbHOTO T H4ECKOr0 HOMEpa HW/HIIH IByMEpPHOro

wpuxkoza (2D). JIONOIHATENBHO Ha AIOMHHHEBbIH KOJINa40K MOTYT GbITh
HaHeCeHbI TOBAPHbI 3HaK M HA3BaHHE npomsonwrem

Ha xoHTefiHepe yKka3biBaloT: PHBbI 3HAK, azpec,
Ten./pakc NPOM3BONHTENA, TOPrOBOE HAHMEHOBaHHE Tpenapara ¢
npenynpeauTeNbHON MapkupoBKoii ®, iekapcTBeHHyI0 Gopmy,
KOHLIEHTPALMIO B IIPOLIEHTAX, HOMEp CEPHH, CPOK FOIHOCTH,
TEXHOJIOTHYECKYIO METKY, 00bEM B MIJLTWIMTpaX, cocTaB, «TeopeTuyeckas
ocmonsipHocTs 353MOcM/m», « CTEPUIIBHO», «BHYTPHBEHHO»,
YCTIOBHS Xp «Jlony 3ami paTa», HoMep
PEriCTPaLIMOHHOTO YIOCTOBEPEHHS, rpanyuposoqnyro wKany ¢ UMppoBBIMH
METKaMH.

2) Ha nauke yKa3pIBalOT TOBapHBIH 3HaK, anpec, Ten./dakc
TIPOU3BOAMTES, TOPrOBOE C MPERYNp HO# MapKup i®u
TPYNNHPOBOYHOE YBAHHA TPenapara, JeKapcT (dopmy, 06bEM

B MWLUIHJIMTPAX, KOHLEHTPALMIO B POLIeHTax, cocTas, «Teopernueckas
ocMonspHOcTb 353 MOcm/m», «CTEPHJIBHO», «BHY TPUBEHHO»,
ycnoBus penapara», HOMep
PETHCTPALIMOHHOIO YIOCTOBEPEHHs, HOMEpP CEPHH, CPOK FOIHOCTH, «XpaHUThb
B HEJOCTYTIHOM U1 fieTeii Mecte!y, «[IpHMeHATH N0 Ha3HA4EHHIO Bpayay,
ycnoBus oTrycka, mTpuxosoi kon EAN-13, «HecMaunBaeMOCTb BHYTPEHHE#H
NOBEPXHOCTH OYTBUIKH He ABJIAETCA MPOT] K

npenapara», rpadpuyeckoe u3obpaxenue

P «[omy paxxMBaHUE

GyThUIKH %, MHKTOrPaMMbl, paciH(pOBKa MHKTOrpaMM

«’ nexapcrennas popma PACTBOP L1 UHOY 33Uy,

«: cnoco6 npumenennss BHYTPUBEHHO KAIIEJIbHO»,

I dapmaxorepanesthueckas rpynna PACTBOPBI, BJIMAIOIIME HA
BOJTHO- SJIEKTPOJIATHBINA BAJIAHC».

Jomnyckaercs cpencTB UaeHTHY s

MOHHTOPHHIa IBHKEHHS JIEKAPCTBEHHBIX MPENapaTos.

Ha sTuKeTKe sLMKa H3 rodPHPOBAHHOTO KAPTOHA (OTIYCK MO peuenTy)

YKa3bIBaIOT TOBAPHBbIii 3HAK, anpec, Ten./daxc
NPOM3BOAMTENA, TOPrOBOE C NPEAYNPEAUTENBHON MAPKHPOBKOH ® H
IPYNIHPOBOYHOE penapara, JIeKapCTBeHHYI0 popmy, 06bEM

B MWUTHJIITPAX, KOHLEHTPALMIO B IPOLIEHTax, cocTas, «Teoperuyeckas
ocmonspHocTs 353 MOcM/i», «CTEPUJIBHO», «<BHY TPUBEHHO»,
YCJIOBHS XpaHEHHs, YCIIOBHS OTIYCKa, «JlomycKaeTcs 3aMopaXKuBaHHe

P HOMEp CepHH, CPOK
ro;mocru, «XpaHuTb B HENOCTYMHOM fuix Aeteii MecTe!y, (IIpuMensTh MO
Ha3HAYEHHUIO BPayuay, KOJHYECTBO xom'euﬂcpon wrrpuxoBoi ko EAN-13,

MaHUITYJIALIHOHHbIE 3Hal(l¢l! 'I T {

Homy CpencTB MAeHTH( JUISA CHCTEMBI
MOHHMTOPHHIa ABHOKCHHS JIEKaPCTBEHHBIX npenaparos.
Jlns crauuonapos. Ha sTHKeTKe rpynnoBoii ynakoBKH KOHTeliHepoB (s

paTa», HOMEP PErkCTp 0 YAOCTC

CTaLMOHAPOB) YKa3bIBAIOT TOBAPHBIH 3HAK, anpec, Ten./(akc
NPOM3BOMTENS, TOPTOBOE C MPEAYNPEAHTENbHOM MAPKHPOBKOH ® U
rpymnmup oe penapara, JIeKapCTBEHHYIO popMy, 06BEM

B MIJUTWJINTPAX, KOHUEHTPALMIO B NPOLienTax, cocras, «Teopernueckas
ocMonspHocTs 353 MOcm/m», «CTEPUJIBHO», «BHY TPUBEHHO»,
YCIIOBHSA XP «Jlony sl 3aMOP [penapara», HoMep
PErvCTPaLHOHHOTO YIOCTOBEPEHHS, HOMEP CEPHH, CPOK TOZIHOCTH, «XPaHUTh
B HEOCTYNHOM futs aetelt Mecte!», «[IpMMEHATH MO HA3HAYEHHIO Bpayay,
«JIns CTauMOHApOBY, BO KOHT #iHepoB, WTp it kom EAN-13,

MaHHITYJIALHOHHbIE 3HAKH ! n j ( JIonyCKaeTCs HaHeceH e
CPENCTB MAEHTHYHUKALMH I cucreuu MOHHTOPHHIa IBHXKEHHA
JIEKAPCTBEHHBIX NPENapaTos.

1) IlepBuyHas ynakoBka

Ha koHTeliHepe yka3aHsl:
TOBApHbIN 3HaK, HANMEHOBAHHE,
anpec, Ten./dakc
NPOU3BOAMTENS, TOPrOBOE
HaMMEHOBaHKeE Npemnapara ¢
NpeayNnpeAUTEIbHOM
MapKHpOBKO#i ®,
NieKkapcTBeHHas popma,
KOHLICHTpALMA B NPOLIEHTAX,
HOMEp CepHH, CPOK FOJHOCTH,
TEXHOJIOrMYECcKasi METKa, 00BEM
B MUJUTHIIMTPaX, COCTaB,
«Teopernyeckas OCMOJIAPHOCT
353 mOcwm/n», «CTEPUJIBHO»,
«BHYTPHUBEHHO», ycnoBus
xpaHeHus, «Jlomyckaercs
3aMOpKHBAHKE Mpenapara,
HOMEp PErHCTPALIHOHHOTO
YIOCTOBEPEHHS.

2) Bropuunas ynakonka

Ha sTukeTke Amuka u3
ro(¢)pupoBaHHOTO KapTOHa
(OTIyCK 1O PeLeNTy) YKa3aHsl:
TOBapHBIii 3HAK, HAUMEHOBAHHE,
azpec, Tei./akc
MPOM3BOAMTENS, TOPrOBOE C
NpeXyNpeauTeIbHON
MapKHpOBKO# ® U
rpyNIMpOBOYHOE
HAWMEHOBaHWA Mpenapara,
JnekapcTBeHHas GpopMa, 00BEM B
MUJUTHJIMTPaX, KOHLICHTpaLys B
MPOLICHTAX, COCTaB,
«TeopeTnueckas OCMOIAPHOCTh
353 MOcm/m», «CTEPUJIBHOM,
«BHYTPUBEHHOM, ycnoBus
XpaHeHus, yCIOBHUS OTITYCKa,
«JlomyckaeTcs 3aMOpOKHUBaHHE
npenaparay, HoMep
PErUCTPALIMOHHOTO
YIOCTOBEPEHHUS, HOMED CEPHH,
CPOK FOJTHOCTH, «XPaHHTh B
HEJIOCTYITHOM JUlSl JeTen
Mecte!», «[IpuMeHATs 1o
Ha3HAYCHUIO Bpaua»,
KOJIM4ECTBO KOHTEHHEPOB,
wtpuxoBoii ko EAN-13,

Mannnynﬂuuounme 3HAKH !, !

T4

Hanecensl cpeacrsa
UIEHTU(DUKALINN 111 CHCTEMBI
MOHHMTOPHHIA IBUKEHHS
JIEKapCTBEHHBIX MPENapaToB.

MPEAOCTOPOXKHOCTH

16. YcnoBus XpaHeHUs ¥ MEPBI

B 3amumEHHOM OT CBETa MECTE NPH TEMIIEPATYPE HE
Boie 25 °C. JlonyckaeTcs 3aMOpaXHBaHHE Npernapara.

B 3amHImEHHOM OT CBETa MECTE MPH
Temneparype He Bbie 25 °C.
Jlonyckaercsi 3aMOpaXXHBaHHE Npenapara.

17. Cpok rogHocTH

5 net B OyThUIKAX CTEK/IAHHBIX, 3 roJa B KOHTEHHEPAX U3
TUIEHKH MHOTOCTIOMHOM MoJHosehHHOBOM

3 roza B KOHTelHepax U3 IIEHKH
MHOTOCJIOHHOM NOTHONeHHHOBOM

* _ neiicTBytomiee uznanue I'ocynapcteeHHoii @apmakonen Poccuiickoin Oenepannu
**_ nelicTBytomee u3nanue EBponetickoit @apmakoneu
3akmodenne: cooTBeTcTBYeT TpeboBanusaM HJ[ P N001048/01-290319, m3m. Ne 1, u3m. Ne 2

Jlata BeImauu nacnopra: 29.09.2022

/ 3asenyromuii KARJI

HaganpHuk OKK

/ JlupekTop 1o Ka4ecTBy
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Cpok rogHocTu 0: 09 2025

/é}/A C. Bnacosa




