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® NOJIMCQOH

IIpenapar:

Cepus: 560322
®opmMa BeITyCKa:
Konuyectro: 944 ym.

Jata n3zrotonenus: 18.03.2022

OBLLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbHIO

«HAYYHO-TEXHO/IOTUMECKAS ®APMALIEBTUYECKAA ®UPMA «NNOJNUCAH>

192102, CaHkr-leTep6ypr, yn. Canoea, 72, Kopn.2, IUT.A,
Ten.: 812 710 8225, dakrc: 812 764 6284, e-mail: info@polysan.ru

AnaautHyeckuii macnopt Ne 351

PEAMBEPUH® pactBop aas undysuii 1,5 %

/laHHbBIe aHA/TH3a

P N001048/01

(xonrerinep) 250 Mt x 32 (Tapa KapTOHHas1) ([UIs CTALMOHAPOB)

- HCBUAUMBIC MEXaHHYCCKHE BKIIHOYECHUA

(I'® PD*, BusyanbHelii MeTox)

B 1 ma cpennee uncio yactui pasmepoM 10 Mkm 1 6onee
HE JIOJDKHO NPEBBIIATH 25, a CpeHEE YUCIIO YaCTHIL
pasmepoM 25 MKM H 6osiee He JOIDKHO MPEBBIIATH 3

(I'® PO*, meton 1)

IMoka3arenn Tpebosannsa H/I P N001048/01-290319, JaHnHble aHaIM3a
u3m. Ne 1, u3m. Ne 2
1 2 3
1. Onucanue ITpo3payHas GecuBeTHas XHIKOCTh ITpospaunas GecupeTHas
(BusyanbHslit MeTox) XKHIKOCTh

2. [NopmuHHOCTH:

- SHTapHas KHCJIO0Ta Bpemena ynep>xMBaHHs TUKOB SIHTAPHOM KMCIOTHI U CoO0TBETCTBYIOT

- METVIFOMHAH MEIVIIOMMHA HA XPOMAaTOrpamMMax HCIBITYEMOro
pacTBOpa, TMOJYYEHHBIX MpPH KOJUYECTBEHHOM
ONpe€aACICHUH, NOJDKHBI COOTBETCTBOBATh BpEMCHaM
YACP)XXHBAHUSI ITMKOB COOTBETCTBYIOLIMX BCIIECTB
Ha XpoMaTrorpamMmax pactBopa cpasHenus (BOXKX)

- HATpHi Hanuuue AHAJIMTUYECKOTO CUrHajia 1pU IpucyTcTBYyeT
KOJIMYECTBEHHOM onpezieneHuu Hatpus (ADC)

— KaJTHif Hannuue AHAJIMTHYECKOro CHUTrHaj1a npu HpHCYTCTByeT
KOJIMYECTBEHHOM omnpezneneHuu kanus (ADC)

- XJIOpUIbI XapakrepHas peakuus ITonoxurensHas
(KauecrBenHnas peakius EQ** 2.3.1, peakuus a)

- Margui XapakTepHasi peakus IMonoxurensHas
(KayectBeHHas peakuus, [ PO*)

3. IlpospayHOCTH JlomkeH ObITh npo3padysbiM (I'D PO*) ITpo3pauHblit

4. IIBeTHOCTH JlomkeH 6bITh GecuBeTHBIM (['D PD*) BecupeTHbli

5. pH Ot 6,0 10 7,0 (I'® PD*, noteHumromMeTpuyeckn) 6,4

6. MexaHndeckue BKIIOYEHHS:

- BUIMMbIE MEXaHUYECKHE BKIFOUECHUS Jlo/mkeH COOTBETCTBOBATH TPEGOBAHUAM COOTBETCTBYET

10 MxM 1 Gontee - 1 B 1 M
25 MxM 1 6osiee - 1 B 1 M

7. U3BnekaeMelii 00bEM He mMenee HomuHanbHoOrO (I'D PO*) 270
8. OCMOJISUTLHOCTE ot 284 110 347 MOcM/kr (I'® Pd*, kprockonuueckuii) 316
9. AHOMasTbHast TOKCHYHOCTh JlomkeH ObITh HETOKCUYHBIM Heroxcnynbii
(o158 KOHTEHHEPOB MOJMMEPHBIX) (I'® PD*)
10. BakrepuanbHbIe 3HIOTOKCUHBI IIpenensHoe conepxanue He Gonee 0,5 ED/ma Mesnee 0,5
(T'® PO*, meron A)
11. CrepunsHOCTH JomxkeH ObITh cTepuibHbM (I'D PO*) CrepuibHBIH
CepHs BINyIIEHA 110 ITapaMeTpaM
12. IMornomenue B Y®D-061acTi OnrTryeckas MIOTHOCTh Npenapara NpH UIHHE BOJHBI 280 0,022
( JUISl KOHTEHHEPOB MOJTMM eprIX) HM He 10jpkHa npeBbimats 0,2 (CnextpodoToMeTpust)
13. KonuuecTBeHHOE OTpEIENICHHUE:
- CYKLMHATHI Or 41,4 no 50,6 mmons/n (BOXX) 45,6
- METJIIOMHH Or 40,2 no 49,2 mmons/n (BOXX) 43,6
- MEIIIOMHHA HATPHA CYKIMHAT Or 13,5 10 16,5 r/n (PacuéTHbii MeTOR) 14,6
- HaTpHi Or 132 no 162 mmons/n (ADC) 146
- Kanmi Or 3,62 110 4,42 mmons/1 (ADC) 3,96
- MarHuii Or 1,13 z0 1,39 mmons/n (TarpumeTpus) 1,27
- XJIOPHIBI Or 98 110 120 Mmons/n (TuTprMeTpHS) 109

14. YnakoBka

Tlo 200 wma 400 Ma B OyTHUIKH CTEKIAHHBIE BMECTHMOCTBIO 250 HiH
500 mu, coorBercTBeHHO, N0 200 HaH 400 M B OyTBUIKH CTEK/IAHHBIE
BMECTHMOCTBIO 250 HiM 450 M, COOTBETCTBEHHO, YKyTOpEHHbIE

To 250 mn B KOHTElHHEPaX M3 IIEHKH
MHOTOCTIOHHOH TOTHONEPHHOBOH.
Ha koHTeiiHep METOIOM TepMoneyaTH

NpOOKAMH H3 PE3HHBI, OOXKATHIE KOMMAYKAMH A HITH MapKHPOBKa.

KOMOHHHP( H3 aImo H IJIACTMACCBHI. 32 xoHteiiHepa mo 250 Mu BMecte ¢
Ha 6yThBUIKy HAKJIEHBAIOT ITHKETKY CAMOKJIESITYIOCH. HHCTpY no  Me, MY
Kaxnyio GyTsuiky BMecTe ¢ HHCTpyKumei o y | mp > B IPYTINOBYIO
NIPHMEHEHHIO MIOMEINAIOT B Na4Ky M3 KapTOHa, HA KOTOPO# JOMyCKAeTcs | Tapy SIHK H3 KapToHa
HAHECEHHE YTHKETKH KOHTPOJIA MIEPBOTO BCKPBITHS. ro¢pup 0 (mna ¢ POB).
To 250 mmu 500 mMm B KOHTeHHEphl M3 TUIEHKH MHOTOCHOMHON | KomwuecTso HHCTPYKIHH o
nnmaTehuHNRNR 8T Y TIPINMQNINNG  PARNG

Ha koHTelinep METOIOM TEPMOTIEYATH HAHOCAT MAPKHPOBKY.
5 wim 10 xoHTeiiHepoB no 250 wik 500 M BMECTE C MHCTPYKUHMEit TI0
ME/HUMHCKOMY MPHMEHEHHIO MOMEMAIOT B AUIHK H3 TOQPHPOBAHHOTO

KapToHa (OTIYCK M0 peLenty).

KOJIHYECTBY MNEPBHYHBIX YTIAKOBOK B
rpynIoBOH Tape.

HHC-KO-2000-0160 «KoHTpoas npousBeneHHON npoaykuum», Bepcus 10. Jlara seeaenus: 10.03.2021




Tapy ALWHMK W3 KapToHa rodpup o (s ). Konnuectso
MHCTPYKLHIi 10 MEAHLIMHCKOMY TIPHMEHEHHIO PABHO KOJIMYECTBY MEPBHYHBIX
__ynmakoBOK B rPyNnoBoii Tape.

1 2 3
32 komiedinepa uo 250 mu win 20 Kouteiinepos no 500 mn Bmecte ©
HHCTPYKUHAMH 1O oMy TIp )T B IPYNNOBYKO

1) IepBuyHas ynakoska

Ha 3THKeTKe OYTBUIKH yKa3bIBAIOT: TOBAPHBIH 3HAK, HAMMEHOBAHHE,
aapec, Ten./pakc MPOM3BOIHTENA, TOPrOBOE HAHMEHOBAHHE Mpenapara
C Npe/yNpeMTENBHON MapKHPOBKOH ®, JIEKapCTBEHHYIO (HopMmy,
00BEM B MHJUTHIIHTPAX, KOHLEHTPALIHIO B IIPOLIEHTAX, HOMEP CEPHH,
CPOK FOIHOCTH, cocTaB, «TeopeTHueckas ocMOMAPHOCTH 353 MOcM/m»,
«CTEPHUJIBHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTPEHHEH NOBEPXHOCTH Oy TBUIKH He ABIACTCA MPOTHBOMOKA3AHHEM
K TIPUMEHEHHIO IPENapaTa», yCIoBHs XpaHeHHs, «JlomyckaeTcs

Ta», HOMEP PErHCTPALIHOHHOTO

15. MapkupoBka

3aMopax p p

YAOCTOBEPEHHA, ITHKTOrPAMMBI: oLl

Ha amoMHHHEBOM HJIH KOMOHHHPOBAHHOM KOJINAUKe JI0MyCKaeTCs
HAHECEHHME HHMBHIYaJIbHOIO TEXHOJIOrHYECKOTO HOMEPa H/HITH
JBYMepHOro mTpuxkoza (2D). JIoNoNMHHTENbHO HA AMIOMHHHMEBbIH
KOJINA40K MOTYT ObITh HAHECEHBI TOBAPHBIH 3HAK M HA3BAHHE
TPOH3BOJIHTEIA.

Ha xoHTeHHeDe YKa3RIBAIOT: TOBAPHBIH 3HAK, )BAHHE, AIPEC,
Ten./hakc MPOMU3BOAMTENA, TOProBOE HANMEHOBAHME TIpenapaTa ¢
TpeayTpe AMTEbHOM MapKHPOBKO# ®, JIeKapcTBEHHYIO popmy,
KOHLICHTPALHIO B IPOLIEHTAX, HOMEP CEPHH, CPOK TO/IHOCTH,
TEXHOJIOTHYECKYIO METKY, 00BbEM B MHJUTHIIMTPAX, COCTaB,
«Teopernueckas ocMonsapHocTh 353MOcm/m», « CTEPUIIBHO»,
«BHYTPUBEHHOY, ycnoBus XpaHeHHs, «Jlomyckaercs
3aMOpaXHBAHHE MPENApaTa», HOMEP PErHCTPALIHOHHOTO
YAOCTOBEPEHHS, TPAXYHPOBOYHYIO MIKATY C LIHPPOBHIMH METKAMH.
2) Ha nauke yka3biBaloT TOBapHBIii 3HAK, HAHMEHOBAHHE, A1IPEC,
Tel./akc MPOU3BOAMTEIS, TOProBOE C TIPEIyTIPEAUTETLHOM
MAapKHPOBKO# ® H rPyNIMpOBOYHOE HAMMEHOBAHHS NPENapara,
NeKapCTBEHHYI0 HOPMY, OOBEM B MHJLTHITHTPAX, KOHUEHTPALHIO B
npouenTax, coctas, «TeopeTryeckas ocMomApHOCTH 353 MOCM/m»,
«CTEPWUJIBHO», «BHYTPUBEHHO», ycnoBHs XpaHEeHH:,
«JlomycKaeTcs 3aMOpaK penapaTa», HOMEpP PErHCTPALHOHHOTO
YAOCTOBEPEHHS, HOMED CEPHH, CPOK TOTTHOCTH, «XPaHHTb B
HEJJOCTYIIHOM [UIA JeTeii MecTe!», «[IPHMEHATH 10 Ha3HAYEHHIO
Bpaua», yCIOBHA OTIyCKa, TPHX0BO# kox EAN-13,

«Hec T BHYTP H TIOBEPXHOCTH Oy THUIKH HE ABJIAETCA
MPOTHBOMOKA3aHHEM K IPHMEHEHHIO NPENapaTa», rpaduyeckoe
u3o0paxkeHHe

Oy TbUIKH ¥, THKTOrPaMMBI, PaCIIH(POBKA ITHKTOTPaMM

@ nexapcTsennas popma PACTBOP JJISI UHOY3HUI»,

«mlm CTI0COG npumenenns BHYTPUBEHHO KATIEJIbHO»,

= papmaxorepanesTieckas rpynma PACTBOPBI, BIMSIONIUE
HA BOZHO-DJIEKTPOJIMTHBIN BAJIAHC».

Jomyckaercs CPeACTB HACHTH( JUIA CHCTEMBI
MOHHTOPHHTA JIBH)XEHH JIEKAPCTBEHHBIX MPENapaTos.

Ha 3THKeTKe smmKa H3 ro$PHPOBAHHOTO KapTOHA (OTIYCK 1O PELENTY)
YKAa3bIBAIOT TC i 3HaK, )BaHHE, azpec, Ten./dakc
NPOM3BOJMTEIS, TOPrOBOE C NMPEIYTIPEHTETBHON MaPKHPOBKOH ® 1
IPYTIHPOBOYHOE HAMMEHOBAHHA NPENAPATa, IEKAPCTBEHHYIO (opMy,
00BbEM B MHJUTHITHTPAX, KOHLUECHTPALHIO B IPOLIEHTAX, COCTAB,
«Teopertnueckas ocmonspHocTs 353 MOcm/m», « CTEPAJIBHO»,
«BHYTPHUBEHHOM, ycnoBus XpaHeHHus, yCIIOBHS OTIyCKa,
«JlomyckaeTcs 3aMOPaXKHBAHHE NPENAPaTay, HOMEP PETHCTPALIHOHHONO
YAOCTOBEPEHHSA, HOMEP CEPHH, CPOK TOTHOCTH, «XPaHHTh B
HeJOCTYIHOM JyiA JeTeii MecTe!», « [IpHMEHATD N0 HA3HAYEHHIO
Bpaua», KOJIMYECTBO KOHTEHHEPOB, mTPHX0BOii kox EAN-13,

MaHHITYIALHOHHbIE 3HAKH ! ﬂ, T “([L ‘
JlomycKaeTcs HAHECEHHE CPEJCTB HAEHTHPHKALMH JUIA CHCTEMbI
MOHHTOPHHTA JIBH)KEHHS JIEKAPCTBEHHBIX NPENAapaToB.
Jlns craumonapos. Ha sTHKeTKe rpynnoBo# ynakoOBKH KOHTEHHEPOB
(U1 CTAMOHAPOB) YKAa3bIBAIOT TOBAPHBIH 3HAK, HAHMEHOBAHHE, aJPeC,
TeJ./hakec MPOHU3BOJUTENSA, TOPTOBOE C MPEAYTIPETHTEIBHOH

PKHP YBAHHs NPENapaTa,
JIEKapCTBEHHYIO (hopMy, 00BEM B MHIUTHIIHTPAX, KOHLIEHTPALHMIO B
npoueHTax, coctas, «TeopeTHueckas OCMOMIAPHOCTh 353 MOcM/m»,
«CTEPWJIBHO», «BHY TPUBEHHOM, ycnoBHs XpaHeHH,
«Jlomyckaercs P pernapara», HOMEP PErHCTPALHOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK IOJTHOCTH, «XPaHHTb B

)BKO# ® H IPyIITHPOBOYHOE

HEJIOCTYTIHOM 1A AeTel MecTe!», «[IpHMEHATH 10 HA3HAYEHHIO
Bpaya», «JUs CTALHOHAPOB», KOTHYECTBO KOHTEHHEPOB, IITPHXOBOH

Tt

ko EAN-13, MaHHITyIAILHOHHBIE 3HAKH L, mem, , 8.
JlomyckaeTcss HAHECEHHE CPEJCTB HIACHTH(HKAIHH JUIA CHCTEMBL
MOHHMTOPHHTA JIEKapCT penaparos.

1) [lepBuyHas ynakoBka

Ha konTeliHepe yKka3aHsbl:
TOBApHBIi 3HAK,
HAaMMEHOBAHHE, a1pec,
Te./hakc MPOU3BOIHTEN,
TOProBoe HaMMEHOBAHHE
npenapara c
npeaynpeauTeNbHOM
MapKHPOBKO# ®,
niekapcTBeHHas (opma,
KOHLIEHTpALys B MPOLIEHTAX,
HOMeEp CEpHH, CPOK T'OJIHOCTH,
TEXHONOTUYECKas METKa,
00BEM B MHJUTHIIUTPAX, COCTaB,
«Teopernyeckas
ocMonsipHocTh 353 MOcM/n»,
«CTEPUJIBHOM,
«BHYTPUBEHHOM, ycnosus
XpaHeHHu, «Jlomyckaercs
3aMOpaXXMBaHHE Npenapara»,
HOMEp PErHCTPaLMOHHOTO
YIOCTOBEPEHHS,
rpazyMpOoBOYHas IIKana ¢
H(POBBIME METKaMH.

2) BropuuHas ynakoBKa

Ha sTukeTke rpynnoBoi
yNaKOBKH KOHTEHHEPOB (s
CTallHOHAPOB) YKa3aHBI:
TOBapHBbIi 3HaK,
HaMMEHOBAHHE, aJIpec,
Ten./(akc NPOH3BOAUTENS,
TOProBoeE €
npeaynpeUTeIbHON
MapKupoBKo# ® 1
rpyNnupoOBOYHOE
HAaMMEHOBAHMUA Tpenapara,
nexkapcTBeHHas popMa, 00BEM
B MHJUTHJINTPAX, KOHUEHTpaLus
B MPOLIEHTaXx, COCTaB,
«Teopernueckas
0CMOJIAPHOCTH 353 MOCM/1»,
«CTEPUJIBHOY,
«BHYTPUBEHHOM®, ycnosus
XpaHeHus, «Jlomyckaercs
3aMOpaXHBaHHUE MpeEmnapara»,
HOMEp PEruCTPaLHOHHOTO
YIOCTOBEPEHHS, HOMED CEPHH,
CPOK FOTHOCTH, «XPaHUTh B
HEJOCTYNHOM [Uls JIETEH
Mecte!», «[ IpuMeHATH 10
Ha3HAYEHHUIO Bpaya», «Jlns
CTalMOHapPOB», KOIMYECTBO
KOHTEHHEPOB, IUTPUXOBOM KO
EAN-13, MaHUIYJIALIUOHHBIE

suacu LU T

HaneceHo cpeactso
HICHTU(UKALMH 171 CUCTEMBI
MOHHTOPHHTA JIBHKEHHUS
JIEKapCTBEHHBIX MPENapaTos.

B 3amMIngHHOM OT CBETa MECTE MPH TEMIIEPATYPE HE
Beime 25 °C. Jlomyckaercs 3aMOpaKHBaHUE Npenapara.

16. YcnoBus XpaHeHHs ¥ MEpPBI
TPEI0CTOPOXHOCTH

B 3a1HLIEHHOM OT CBETa MECTE NpH
‘ToMnepaType 110 pLime 15 °C.
JlomyckaeTcs 3aMOpaXHBaHHe npenapara.

5 niet B OyTBUIKAX CTEKJISIHHBIX, 3 rojia B KOHTEHHEPaX U3
TUIEHKH MHOTOCTIOMHOM nonnone(puHOBOH

17. Cpok roqHocTH

3 ropa B KOHTEHHEPAX H3 IUIEHKH
MHOTOCJIOHHOH mONHONeGHHOBO#H

* _ neiictByromee u3nanue I'ocynapcrsenHoi @apmakonen Poccuickoit ®enepannu
**_ neiicTByroniee u3ganue EBponerickoi ®@apmakonen
3akmodeHre: cooTBeTcTBYeT TpeboBanusam HJ[ P N001048/01-290319, usm. Ne 1, u3m. Ne 2

Jarta Beigaum macmopta: 05.04.2022 T R A= 1eTel

3asemyromuit KAnJI
Havansank OKK

JupeKTop 1o KayecTBy

Vis] C*,{pox rogHoctH fo: 03 2025

A. C. Brnacosa
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