WHTennekT Ha sawmre
3[0pOBbS

® NOJINCQH

IIpenapar:

Cepust: 960522
®dopma BeIMycKa:
KommnuaectBo: 6017 ym.

Jata n3rorosnenus: 05.05.2022

OBLLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALEEBTUYECKAA ®UPMA «TOJIMCAH»

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

AnanuTnyeckuii nacnopr Ne 577
PEAMBEPHH® pactsop ans undysnii 1,5 %

(xonTeiinep) 250 Ma X 5 (Tapa KapTOHHAs)

JanHble aHaIH3a

P N001048/01

IToxa3zaren

Tpe6oBannsa HJ{ P N001048/01-290319,
u3m. Ne 1, u3m. Ne 2

Jdanuble anaan3za

2

3

1. Onmncanue

ITpo3pa4Has GecLBETHas KHAKOCTh

Ipo3paunas GecuserHas

- HECBUAUMBIC MEXaHHUYECKUE BKITFOYECHUSA

(I'® PO*, BusyanbHblii MeTon)

B 1 mxt cpennee uncno yactun pasmepom 10 MkM 1
GoJiee HE I0HKHO MpPEBBIIATE 25, a CpeaHee YUCTIO0
YaCTHLl pa3MEPOM 25 MKM U 6oJiee He JOHKHO
npesbimark 3 (F'P PO* meron 1)

(BusyanbHslit MeTon) JKHIKOCTh
2. [TogMMHHOCTE:
= ﬂHTapHaﬂ KUCJIOTa Bpemeua YAEpKHUBAHHA TTHKOB ﬂHTapHOﬁ KHCJIOTBl H METJIIOMHHA COOTBcTCTByIOT
- MErTIIOMHH Ha Xpomarorpammax HCIIBITYEMOTO PAacTBOpa, MOJYYEHHBIX npu
KOJIHMYECTBCHHOM ONpEAC/ICHUH, JOJIKHBI COOTBETCTBOBATh
BPEMEHAM YJCPXXHMBAHHA ITHKOB COOTBETCTBYIOIIIHX BELIECTB Ha
o XpOMaTorpaMMax pacTsopa cpaBHeHus (BOXX)
- Han"“ Hanntme AHAJIMTHYECKOro CHrHana npu KOJIHYECTBCHHOM n HUCYTCTBYET
p pHCyTCTBY
N onpenenennn Hatpus (ADC)
- KajuH Hanuune aHanMTHYECKOr0o CHrHana npH  KOJHYECTBEHHOM IMpucytcrByer
onpenenennn kanus (A3C)
= XJOPIARL Xapakrepras peakuns IonoxwurensHas
(Kauectennas peakums EQ** 2.3.1, peakums a)
- Mar"ui XapakTepHas peakuus
(KauectenHas peakuus, [ ® PO*) Tonoxarens Hax
3. IIpo3pauHoCTh Homxken 6biTh Npo3padHbIM (['D PO*) ITpo3pauHslii
4. IBeTHOCTB Homxen 6biTh GecupeTHbIM (['D PO*) BecuBeTHbIi
S.pH Ot 6,0 10 7,0 ('® PO*, noTeHuMoMeTpuYECKH) 6,4
6. MexaHuueckue BKJIKOYCHHA
- BUIUMBIE MEXaHUYECKHUE BKJIIOUYECHUS IIOJI)KCH COOTBETCTBOBAThH TpCGOBaHI/lﬂM COOTBCTCTByeT

10 mxm u Gosiee - 1 B 1 Mn
25 MkM 1 Gonee - 1 B 1 M

7. U3BnexkaeMeblii 00bEM

He menee HomunansHoro (I'® PO*)

270

8. OcMOISIBHOCTD

ot 284 no 347 mOcm/kr
(I'® PD*, xprockonmuyeckuii)

309

9. AHOMaJIbHast TOKCHYHOCTh
(a1 KOHTEHHEPOB MOJMMEPHLIX)

JlomxeH ObITh HETOKCHYHBIM
(I'D PD*)

Herokcuunelit

10. bakTepuaibHble HIOTOKCHUHbI IpenensHoe conepxanue He Gonee 0,5 ED/ma Megnee 0,5
(I'® PO* meron A)

11. CrepuiibHOCTB JlomxeH 6bITh cTepunbHbIM (I'D PO*) CrepubHbIi

Cepwus BhINyIIEHA 10 NapaMeTpam

12. INornomenue B Y®-061acTu OnTHyeckas MIOTHOCTH Npenapara npu JUIMHE BOJIHbI 280 0,010

(s KOHTe#HepOB HOJIPIMCprIX) HM He J0/DkHa nipebimats 0,2 (Cnektpodoromerpus)

13. KonuuecTBeHHOE ONpeelieHHE:

- CYKLIMHATBI Or 41,4 no 50,6 Mmoms/n (BDXKX) 45,7

- METJIIOMHH Ot 40,2 no 49,2 mmons/n (BOXKX) 439

- METJIIOMHMHA HaTpHUs CyKLMHAT Or 13,5 no 16,5 r/n (PacuéTHslii MeTOa) 14,7

- HaTpuii Or 132 1o 162 mmons/n (ADC) 150

- Kanui Ot 3,62 1o 4,42 mmosis/n (ADC) 3,99

- MarHui Or 1,13 no 1,39 mmons/n (TutpumeTpus) 1,22

- XJIOpH b Ot 98 1o 120 Mmons/n (TutpumeTpHs) 110

14. YnakoBka

Mo 200 umm 400 Mi1 B GYTBUIKH CTEKJISHHBIE BMECTHMOCTBIO
250 umm 500 mi, coorBercTBeHHO, mo 200 wiam 400 mi B
OyTLUTIOL  OTOIULMMNLIC BMECTHMOCIBIV 250 wan 450 mui,
COOTBETCTBEHHO, YKYNOPEHHbIE NPOOKaMH M3 PE3HMHBI,
o0xatbie KOJIMauyKaMu ATIOMHHUEBBIMH WIH
KOMOMHMPOBaHHBIMH U3 AJIOMHHHS U TLIaCTMACChI.

Ha GyTblKy HaKJIEMBAIOT ITHKETKY CaMOKJIESIILYIOCS.
Kaxayio GyTbUIKy BMECTE C HHCTPYKLMEH [0 MEAMLIMHCKOMY
TNIPUMEHEHHIO MOMEWAIOT B MayKy M3 KapTOHA, Ha KOTODOil

NOIYCKAaeTCs HAHECEHHE IJTHKETKH KOHTPOJS MEPBOro
BCKDBITHA.

Mo 250 unu 500 M1 B KOHTEHHEPHI M3 MIEHKH MHOTOCIIONHOM
nonuoneGHHoOBO#.

Ha KkoHTeliHep METOI0M TepMOTIeYaTH HAHOCAT MapKHPOBKY.

ITo 250 M1 B KOHTElHEPaX U3 MIEHKH
MHOTOCJIOHMHOI# MONHONeDUHOBOIA.

Ha nonreiinep
TEPMONEYaTH HaHeCeHa MAPKMPOBKA.
5 xoHTeitHepoB 1o 250 Ma BMecTe ¢
HHCTPYKIMAMH 110 MEIHLIHHCKOMY
NPHMEHEHHIO MOMELLEHB B AUMK U3
ro()pHpOBaHHOro KapToHa (OTHycK

MOIOUUM

no peuenry). Konuuectso
HHCTDYKUMHA [0  MEIMLHHCKOMY
NIPUMEHEHHIO  PABHO  KOJIHYECTBY

NEPBHYHBIX YNAKOBOK B IPYNIOBOH
Tape.
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HHCTPYKLMH 110 MEAWLIMHCKOMY NIPHMEHEHHIO PABHO KOJIHYECTBY MEPBHYHBIX
yNakoBOK B IPyNnoBO#i Tape.

32 xoureiiHepa no 250 ma wn 20 koHTelHepoB o 500 mn BMecTe ¢
MHCTPYKLMSMH 1O My TIp TB I
Tapy ALMK U3 Kap rodpup Oro (ans T )B). Konw-lecrno

15. MapkupoBka

1) IlepsuyHas ynakoska

Ha sTHKerke SyThUIKH YK43bIBAKIT: PHbIN 3HAK, anpec,
Tej1./hake NpoM3BOAKMTEIA, TOPrOBOE HAHMEHOBAHUE MNpenapara ¢
npeaynpeanTebHOi MapkHpOoBKOii ®, niekapcTBeHHYI0 GopMy, 06bEM B
MHJUIHIMTPAX, KOHLEHTPALMIO B MPOLEHTAX, HOMEP CEPHH, CPOK NOZIHOCTH,
cocras, «Teopernueckas ocMonsipHocTb 353 MOcM/m», « CTEPHUJIBHO»,
«BHYTPHUBEHHO», «HecMauBaeMoCTb BHyTPEHHEH NOBEPXHOCTH
OyThIIKH He ABNAETCA MPOTHBC K np npenaparay,
ycnoBHsi XpaHeHusl, «JIonmyckaeTcs 3aMOpakHBaHHe NpenapaTa», HOMep

PETHCTPALIMOHHOTO YIOCTOBEPEHHS, MTMKTOIPaMMBI: . : '-
Ha antoMuH1eBOM Wil KOMOMHHPOBAHHOM KOJIMAYKe NOMyCKAeTCst
HaHeCeHHe MHAWBHYAIbHOTO TEXHOJIOrHYECKOr0 HOMEpa H/HIH IByMEPHOTO

wrpuxkona (2D). [I¢ TEJIbHO Ha a i KOJINauoK MOTyT ObITh
bl PHBIH 3HaK H MPOM3BOAHTEIIA.
Ha koHTeiiHepe yka3bIBaioT: PHBIi 3HaK, YBaHHe, anpec,

Tes./(hpake IPOM3BONHTEIs, TOPrOBOE HANMEHOBaHHE NpenapaTa ¢
NpenynpeauTeNbHO MapKHPOBKOH ®, JieKapcTBEHHYIO opmy,
KOHLEHTPALMIO B MPOLIEHTAX, HOMEP CEPHH, CPOK FOHOCTH,
TEXHOJIOTHYECKYIO METKY, 00bEM B MHJUTHIIMTpaX, cocTas, «TeopeTHyeckas
ocMonspHocTs 353MOcm/m», « CTEPMIJIBHO», «BHYTPUBEHHO»,
yCnoBHs XpaHeHHs, «JlOMyCKaeTCs 3aMOpaXHBAHHE TPENaparay, HoMep

perucrp 0 yI0CTOBEP , FPafyMPOBOUHYIO LIKANY C UH(PPOBBIMH
METKaMH.

2) Ha nauxe y oT PHBIH 3HaK, YBaHHe, anpec, Ten./pakc
MPOM3BOAMTES, TOPTOBOE C NPENYNPENHTENLHONH MaPKHPOBKOH ® 1

P! POBOYHOE npenapara, 1ekapcTBeHHYI0 GopMy, 00bEM

B MHJUTWIMTPaX, KOHUEHTPALMIO B MPOLIeHTax, cocTas, « TeopeTnueckas
ocmonsipHocTs 353 MOcm/m», « CTEPUIILHO», «BHYTPUBEHHO»,
yCOBHs XpaHeHus, «JloMmyckaeTcs 3aMOpaXkMBaHHe Tpenaparay, HoMep
perucTp 010 yAOCT HOMEp CepHH, CPOK NONHOCTH, «XPaHHTb
B HEIOCTYNHOM Juisi aeteii Mecte!», «[IpMMEHSATb N0 Ha3HaYeHHIO Bpayay,
ycnoBus oTmycka, wrpuxosoi kon EAN-13, «HecmaunBaeMoCTb BHYTpeHHEH
MOBEPXHOCTH OYTHUIKH HE ABNAETCA NPOTHBOTIC K 1]

npenaparay, rpaduyeckoe nzobpaxenue

GyThUIKH ' MHUKTOrpamMmsl, paciinppoBKa NMUKTOrpaMM

& nexapctsennas dopma PACTBOP JUJISI UHOY3Uid»,

«: cnoco6 npumenennss BHY TPUBEHHO KATIEJIbHO»,

«n (apmakoTepanesTHyecKas rpynna PACTBOPBI, BJIUAIOLIME HA
BOJIHO-3JIEKTPOJIMTHBIM BAJIAHC».

JlonyckaeTcs HaHeCEHHe CPEACTB HAEHTHOHKALMH JUIA CHCTEMbI
MOHHTOPHHIA JIBIKEHHS JIEKAPCTBEHHBIX IPENapaToB.

Ha sTHKeTke siLMKa 13 roppHPOBAHHOrO KAPTOHA (OTMYCK MO peLenTy)
YKa3bIBAlOT TOBAPHbIH 3HAK, DBaHHe, azpec, Ten./pakc
NPOM3BOAMTEIS, TOPrOBOE C MPeayNpeanTENbHOH MapKHPOBKOH ® U

paTa, JIeKapCTBEHHYIO HopMy, 06BEM
B MHJUTHJIHTPaX, KOHLIEHTPALMIO B MPOLIEHTAX, cocTas, «Teoperuyeckas
ocmonsipHocTs 353 MOcm/m», « CTEPUJIBHO», «BHYTPUBEHHO»,
YC/IOBHA XpaHEHHs, YCIIOBHs OTIycKa, «JIomycKaeTcs 3aMopakHBaHHE
npenapata», HOMEp PErHCTPALMOHHOIO YIOCTOBEPEHHS, HOMEp CEPHH, CPOK
ronHOCTH, «XPaHUTb B HEAOCTYIHOM Ul feTeii mecte!», «[IpuMensTs no
Ha3HAYEHHIO BPA4a», KOJMYECTBO KOHTEHHEpOB, TphxoBoii kon EAN-13,

MaHHMYJIALHOHHbIE 3H8KH! II T }'

rpy pOBOYHOE YBAHHS TP

Jlonyckaercs CpeacTB HAEHTHD JUISl CHCTEMBI
MOHHMTOpPHHIa JieKapeT IX Mpenaparos.

Jlns crauronapos. Ha aTukeTke rpynnoBoi ynakoBKH KOHTeHHepoB (st

CT pOB) y 0T TOBapHbIH 3HAK, anpec, Ten./axc
TPOH3BO/IUTESISA, TOPrOBOE C MPEYNPEANTENBHOMH MapKUPOBKOH ®
TpYNNUPOBOYHOE YBAHMS MPENapara, JeKapCTBEHHYI0 PopMy, 06bEM

B MHJUTHJIMTPAX, KOHLUEHTPALHMIO B NPOLIEHTaX, cocTas, «TeopeTuyeckas
ocmousipHOCTb 353 MOcM/i», «CTEPUJIbHO», «BHYTPUBEHHO»,
yCnOBHs XpaHeHHs, «J{0MmycKaeTcst 3aMOpaXKHBaHHE MPENapaTay, HOMep
PEruCTPaLMOHHOIO YAOCTOBEPEHHs, HOMEP CEPHH, CPOK FOIHOCTH, «XpaHHTb
B HEZIOCTYIIHOM Juist AieTeit MecTe!y, «[IpHMeHsATh N0 Ha3HAYEHHIO BPauay,
«J11st CTaLMOHAPOBY, 'BO KOHTEHHEPOB, LT it kon EAN-13,

MaHHIYJIALHOHHbIE 3HAKH ! l—‘- j . { Jlonyckaercsi HaHeceHHe
CpencTB HAEHTHHKALMH [UIsi CHCTEMbl MOHHTOPHHTA JIBIKEHHS
JIEKaPCTBEHHBIX MPENapaToB.

1) IlepBuyHas ynakoBka

Ha koHTeliHepe ykasaHsl:
TOBapHbIi 3HaK, HAHMEHOBaHHE,
anpec, Ten./akc
NPOU3BOJIMTENS, TOPrOBOE
HalMEHOBaHHWE Mpenapara ¢
npenynpeavTenbHON
MapKUpOBKO# ®,
JexapcTBeHHas popma,
KOHLIEHTpalys B MPOLIEHTAX,
HOMEp CEPHH, CPOK FOJTHOCTH,
TEXHOJIOTHYECKas MeTKa, 00bEM
B MMJUTHJIMTPAX, COCTaB,
«TeopeTnueckas OCMOJIIPHOCTB
353 MOcm/n», «CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnosus
XpaHeHus, «Jlomyckaercs
3aMOpaXXHBaHHE Npenapara»,
HOMEp PErMCTPaLMOHHOTO
YAOCTOBEPEHHS.

2) BropuyHas ynakoBka

Ha sTHKeTKe S1MKa u3
ro¢hpypoOBaHHOIO KapTOHA
(OTIyCK 10 peLenTy) YKa3aHbl:
TOBapHbIA 3HaK, HAUMEHOBAHHE,
azpec, Ten./dakc
TNIPOM3BOJIMTENS, TOPrOBOE C
npenynpeauTebHOM
MapKHpOBKO# ® U
rpyNNUpOBOYHOE
HalMEHOBAHHU Tpenapara,
NieKapcTBeHHas opma, 00bEM B
MHJUTHINTPAX, KOHLUEHTpaLKs B
NPOLIEHTAX, COCTaB,
«Teopernueckas OCMOIAPHOCTh
353 MmOcm/n», «CTEPUJIBHO»,
«BHYTPMBEHHOM®, ycnoBus
XpaHEHHs, YCIIOBHSA OTITyCKa,
«Jlomyckaercs 3aMOpaXKUBaHHE
npenapara», HoMep
PErHCTPaLMOHHOTO
YIOCTOBEPEHHS, HOMEDP CEPHH,
CPOK FOIHOCTH, «XPaHHUTh B
HEJOCTYIHOM Ul JETEH
Mmecte!», «[IpuMeHATs Nno
Ha3HAYEHHUIO Bpaya»,
KOJIMYECTBO KOHTEHHEPOB,
mtpuxoBoii kog EAN-13,

Mannnynauuouﬂue 3HaKH !, l_,

T4

HaneceHs! cpeacTBa
HICHTH(OHKALMH JUIS CHCTEMBI
MOHHMTOPHHIA JBHKCHUSA
JIEKapCTBEHHBIX NMPENapaToB.

16. YcnoBust XpaHeHUs U MEPBI
MPEIO0CTOPOXKHOCTH

B 3aIMIEHHOM OT CBETa MECTE MPH TEMIIEPATYPE HE
Boime 25 °C. JlomyckaeTcs 3aMOpaKMBaHHE Npenapara.

B 3aMIIEHHOM OT CBETA MECTE NpH
‘Temnepatype He Bbie 25 °C.
JlonyckaeTcst 3aMOpaXKHBaHHE Mpenapara.

17. Cpok roqHoCcTH

5 net B OyThUIKaX CTEKJISAHHBIX, 3 TO1a B KOHTEHHEpaxX U3
IUIEHKH MHOTOCIIOMHO# nonnoneduHoBO#H

3 rosa B KOHTeHHeEpax U3 IIEHKH
MHOTrOCJIOHHO# ToNHONe(UHOBOH

* — neiicTByromee u3nanue I'ocynapcreenHoii @apmakonen Poccuiickoi ®enepauvu
**_ neiictByromiee m3nanue Epponeiickoii @apmakonen
3akmodenue: cooTseTcTByeT TpeboBanuam [17] P N001048/01-290319, m3m. Ne 1, usm. Ne 2

Jara BeIgauu nacnopra: 25.05.2022
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Cpox rogHocty go: 05 2025

X A. C. Bracosa
A. U. ®énoposa
C. H. Cxopuxk
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