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OBLUECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbH)

«HAYYHO-TEXHOJIOTMYECKAA ®APMALIEBTUYECKASI ®UPMA «[MOJIMCAH»

192102, Cankr-letepbypr, yn. Canosa, 72, Kopn.2, AUT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

Anaautnyeckuii nacnopt Ne 1009

IIpenapar:

Cepus: 1720922
®opma BeITyCKa:
Konmnuectso: 938 ym.

Hata u3rotopnenus: 12.09.2022

PEAMBEPUH® pactBop ans undysuii 1,5 %

JlaHHbIe aHAJIN3A

P N001048/01

(xonTeiinep) 250 mi x 32 (Tapa kapToHHAas) (171 CTallMOHAPOB)

- HCBUIUMBIC MEXaHUYECCKHUE BKIIIOUYECHUA

(I'® PO*, Bu3yasbHbli MeTON)

B 1 ma cpennee uncno yactuiy pazmepoM 10 Mxm u Gonee
HE JI0JDKHO MpPEeBbIATh 25, a CpeiHee YHCIIO0 YaCTHIL
pa3mMepoM 25 MKM U 6oJiee He IOJDKHO MpeBsImaTs 3

(I'd PO*, meton 1)

IToka3zarenan Tpeobosanus HJI P N001048/01-290319, Jdannble anaan3a
u3m. Ne 1, mam. Ne 2
1 2 3
1. Onucanue IMpo3paynas GeCuBETHAs KUAKOCT Tpo3paunas GecupeTHas
2 (BusyanbHblii MeTO) HKHIKOCTh

2. [NommuHHOCTB:

- SIHTapHas KUCIIOTa BpemeHna yiep>kuBaHUs TMKOB SSHTAPHON KMCIIOTHI K CoO0TBETCTBYIOT

- METTIIOMUH MErIIOMMHAa Ha XpOMarorpamMMax HCIBITYEMOro
pacTBOpa, TMOJYYEHHBIX MPH KOJHYECTBEHHOM
ONPE/ICICHHIH, TOJDKHBI COOTBETCTBOBATH BPEMEHAM
YJEPXKUBAHUS NHMKOB COOTBETCTBYIOLIUX BEIIECTB
Ha XpomaTorpaMmax pactBopa cpasHenus (BDXKX)

- HaTpwuii Hamuuue ~ aHaIMTHYECKOTO  CHrHaNa  IIpH TpucyTcTBYET
KOJIMYECTBEHHOM ompezeneHun Harpus (ADC)

el Hamyupe  aHaIMTHYECKOro  CHTHala  MpH TpucyTcTByeT
KOJIMYECTBEHHOM omnpezneneHnd kamus (ADC)

- XJIOpHIBI XapakrepHasi peakius ITonoxurensHas
(KauectBennas peakuus EQ** 2.3.1, peakus a) ;

- Maraui XapakrepHasi peakuus [MonoxwuTenbHas
(KauecrBennas peaxuus, '@ PO*)

3. Ilpo3payHOCTH JlommkeH 6b1Th po3padHbiM (I'D PO*) ITpo3pauHslit

4. 1IBeTHOCTH JlommkeH 6b1Th OecrBeTHBIM (I'D PD*) BecuBeTHbIi

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

6. Mexann4eckue BKIIFOYESHHUS:

- BUIUMBIE MEXaHUYECKHE BKIIFOYEHMUS JIo/DKEH COOTBETCTBOBATh TPEOOBAHHUAM CoOTBETCTBYET

10 mxm 1 Gonee - 1 B 1 M
25 MM u 6onee - 1 B 1 M

7. U3BnekaeMblii 00bEM

He Menee HomunansHoro (I'® PO*)

270

8. OCMOJIAILHOCTD

oT 284 110 347 MOcM/kT (T D PO*, kpHoCKOMHUECKHit)

315

9. AHOMasIbHast TOKCHYHOCTh
(1151 KOHTEWHEPOB MOJIMMEPHBIX)

JomkeH ObITh HETOKCHYHBIM
(I'd PO*)

Heroxcuunelii

10. bakTepuanbHble SHIOTOKCHHBI IpenensHoe conepxanue He Gonee 0,5 ED/mn Metnee 0,5
(T'® PO*, meton A)
11. CrepunbHOCTH Jlomxken 6biTs crepuiibibM (D PO*) - CrepuibHbIH
Cepus BhINyIIEHA 110 NIapamMeTpam
12. IMornomenue B Y®-06nacTu OnTHyeckas MIOTHOCTB Npernapara npH JUTHe BoiHbl 280 0,003
(W15 KOHTEHEPOB 10 JIMMEPHBIX) HM He J0/pkHa npeBbimarts 0,2 (Cnextpodoromerpus)
13. KonuaecTBeHHOE OTIpeIeTIEHHE:
- CyKUMHATSI Or 41,4 110 50,6 MMoms/m (BIXKX) 46,7
- METJIIOMHH Or 40,2 no 49,2 mmons/n (BOXX) 44,7
- MErOMHHA HATPHs CyKUMHAT Or 13,5 1o 16,5 r/n (Pacuérnbiii MmeTon) 15,0
- HaTpHi Or 132 10 162 Mmons/n (ADC) 141
- Kaymai Or 3,62 no 4,42 mmons/n (A3C) 4,01
- MarHui Or 1,13 zo 1,39 mmons/n (TutpumeTpHs) 1,26
| = XJIOpHABL Or 98 no 120 mmons/n (TutpumeTpHs) 110

14. YnakoBka

TTo 200 mm 400 Mi B GyTHUIKH CTEK/ISHHBIE BMECTHMOCTBIO 250 HH

ITo 250 mMn B KOHTEHHEpaX W3 IIEHKH
MHOTY b i

500 mu1, cooTBercTBeHHO, O 200 M 400 Mn B GyTHUIKH CTEK:
BMECTHMOCTBIO 250 Hmu 450 Mn, COOTBETCTBEHHO, YKYIOPEHHBIE

Ha xonTeiiHep METOZIOM TEpMOMEYaTH

NMpoOKAMH H3 PE3HHBI, OOKATHIE KOJIAYKAMH AJIK HIH
----- p H3 H TIACTMACCHL.

Ha Gy TBUIKY HAKJIEHBAIOT THKETKY CAMOKIIEAIIYIOCH.

Kaxayio OyTeuiKy BMecTe C HHCTPYKUMEH 1O KOMY

32 xomei’merpa rrlo 250 ma Bmecre ¢
HHCTpY no  Me y
1IC B IPYNMNOBYIO

NPHMEHEHHIO NIOMEIIAIOT B NAYKy H3 KAPTOHA, HA KOTOPOH JOMyCKAeTCs
HAHECEHHE THKETKH KOHTPOJIA NIEPBOTO BCKPBITHS.

Io 250 wm 500 M7 B KOHTEHHEPHl M3 IUIEHKH MHOTOCIOHHOM
TIONHONE(HHOBOH.

Ha xoHTEHHEp METOZIOM TEPMONIEYATH HAHOCAT MAPKHPOBKY.

5 umn 10 xoureiinepoB 1o 250 wim 500 M BMECTE C MHCTPYKLMEH No
ME/THIHHCKOMY NPHMEHEHHIO MOMEIIAIT B AMMK M3 rOQPHPOBAHHOTO
KapToHa (OTIYCK 110 peLenTy).

Tapy AMHK u3 KapToHa
rodpup o (um cr pos)
Konuyectso HHCTPYKIHH no
MEJMIHHCKOMY TPHMEHEHHIO PaBHO
KONMYECTBY TNEPBHYHBIX YNAKOBOK B
TPyNIoBOH Tape.
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1 2

32 konreiinepa mo 250 ma mim 20 koHTeiinepoB mo S00 mu BmecTe ¢
HHCTPY no y Tp T B IPYNIOBYIO
Tapy AWMK W3 KAapTOHa roppHp oro (mns pos). Konuuectso
MHCTPYKUHIi 10 MEAHUMHCKOMY NPHMEHEHHIO PABHO KOJIMYECTBY MEPBHYHBIX
YNaKOBOK B FPYNNOBO¥ Tape.

15. MapkupoBka

1) IepBuynas ynakoska

Ha 3THkeTKe OyTHUIKH YKa3bIBAIOT: T # 3HaK,
azpec, Ten./(hakc NpOH3BOMTENS, TOPrOBOE HAMMEHOBaHHE NpemnapaTa
C TIpeynpeHTeIbHONH MapKHPOBKO# ®, IeKapCcTBEHHYIO opmy,
00bEM B MHJUTHITHTPAX, KOHIEHTPALMIO B MPOLIEHTAX, HOMEP CEPHH,
CPOK TOJHOCTH, cocTaB, «TeopeTHueckas 0cMONAPHOCTH 353 MOcM/m»,
«CTEPWUJIbHO», «BHYTPUBEHHO», «HecmaunBaeMocTh
BHYTpEHHe# NMOBEPXHOCTH Oy THUIKH He ABNIACTCA MPOTHBONOKA3aHHEM

)BaAHHE,

K If penaparay, yClIoBHs Xp «JlomyckaeTcs
3aMop penapaTa, HOMEP PETHCTP 0
YAOCTOBEPEHHSA, MAKTOTPAMMBI: oLl

Ha amomuHHeBOM HIH KOMGH}I]IPOBSH.HOM KONMayYyKe JOIMyCKAaeTCs
HAHECEHHE MHMBH/IYAILHOTO TEXHOJIOTHYECKOr0 HOMEPa H/HITH
JByMepHOro mTpuxkoza (2D). [ TENbHO HA AJTK
| KOJIMA4oK MOTYT OBITh HAHECEHBI TOBAPHbIH 3HAK H HA3BAHHE
MPOH3BOHTENA.
Ha koHTeiiHepe yka3bIBaioT: DHBIH 3HAK, azpec,
Ten./(pakc MPOM3BOAMTENA, TOProOBOE HANMEHOBAHHKE Tpenapara ¢
NpeayNpeHTENbHOM MAPKHPOBKOH ®, lekapcTBeHHYI0 opmy,
KOHLIEHTPALMIO B IPOLIEHTAX, HOMEP CEPHH, CPOK FOTHOCTH,
TEXHONIOTHYECKYIO METKY, 00BEM B MHJUTHITHTPAX, COCTaB,
«Teopernueckas ocmonspHocTs 353MOcM/m», «CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnosus xpanenus, «/lomyckaercs
paTa», HOMEpP PErHCTPALIHOHHOTO
ynocmsepem lpamyupono'mylo LmKany ¢ IEpPOBEIMH METKAMH.
2) Ha nauke yxa3biBaroT i 3HaK, apec,
TeJ./ake MPOM3BOAMTENS, TOPTOBOE C NMPEIYIPEIHTETBHON
i ® H rpyIITHPOBOYHO paTa,

nekapcrnemiylo (hopmy, 06BEM B MHILTHITHTpAX, xonuempmmm B
npoueHTax, cocras, «TeopeTHueckas ocMonApHOCTS 353 MOcM/m»,
«CTEPWUJIBHO», «BHY TPUBEHHO», ycnosus xpaHeHus,
«Jlomy TCH penapara, HOMEp PETHCTPALHOHHOTO
YAOCTOBEPEHHS, Homep CEpHH, CPOK TOJHOCTH, «XPaHHTb B
HEJIOCTYTIHOM A jeTeit MecTe!y, «[IpUMEHATH N0 HAa3HAYEHHIO
Bpayay, yCIoBHs OTIyCKa, ITpHXoBo# ko EAN-13,
«Hec i TIOBEPXHOCTH Oy THUIKH HE ABJIAECTCS
NPOTHBOTOKA3aHHEM K PHMEHEHHIO NpenapaTay, rpaduyeckoe
H300pakeHHe
6yTBUIKH ¥, IHKTOrpaMMBI, pacIIH(pPOBKa MHKTOrPaMM
@ nexapereernas dopma PACTBOP JUISI HH®Y 3Hii»,

cnioco6 npumenennss BHY TPUBEHHO KAIIEJIbHO»,
s papmaxorepaneTieckas rpynma PACTBOPBI, BIIMSIOIIME
HA BOJHO-2JIEKTPOJIUTHBIN BAJIAHC».
Jlonyckaercs CPeACTB HACHTH( JUISL CHCTEMBI
MOHHMTOPHHTa JieKapcT penapaTos.
Ha sTHKeTKe KA U3 rodpHPOBAHHOrO KapTOHA (OTIYCK MO perentTy)
YKa3bIBAIOT TOBAPHBIH 3HAK, HAHMEHOBAHHKE, ApPEC, TeN./pake
TPOM3BOIMTENS, TOPrOBOE C TPEAYNPEIHTENBHOH MAPKHPOBKOH ® 1
TPYIIHPOBOYHOE para, IeKapCTBEHHYIO (opmy,
00BEM B MHJUTHITHTpAX, xonuem‘pal.u-no B MPOLIEHTAX, COCTAB,
«Teopernueckas ocmonsspHOCTs 353 MOcm/m», «CTEPHUIIBHO»,
«BHYTPUBEHHOY, ycnoBus XpaHeHHs, yCIOBHA OTIYCKa,
«JlomyckaeTcs 3aMop penaparay, HOMEP PETHCTPALHOHHOTO
YOCTOBEPEHHS, HOMEDP CEPHH, CPOK FOJTHOCTH, «XPaHHTh B
HEJIOCTYTIHOM i JieTeit mecTe!», «I1p
Bpayay, KONHYECTBO xomepmepon, mrpuxonou xox EAN-13,

Thb BHYTpP

Th IO Ha3| 0

MaHHITY IAIHOHHBIE 3HAKH ! T -

JlonyckaeTcs CPeACTB HACHTH( JUIA CHCTEMBI
MOHHMTOPHHTa JeKapeT pEnaparos.

Jlns craupoHapos. Ha STHKETKe rpynmoBo# yriakoBKH KOHTEHHEPOB
(A1 CTALHOHAPOB) YKA3BIBAIOT 1 3HaK, anpec,
Tel./(pake POH3BOMMTENA, TOPrOBOE C NPEAYNPETUTENBHON

# ® M rpyNMHPOBOYHOE )BaHHA TIpENnapara,
NeKapCTBEHHYI0 HOPMyY, 0OBEM B MHUTHITATPAX, KOHLEHTPALHIO B
NpOLEHTAX, cocTas, «TeopeTHyeckas ocMonApHOCTh 353 MOcM/m»,
«CTEPUJIBHO», «BHY TPUBEHHO, ycnoBus XxpaHeHHs,
«Jlomyckaercs P penap
YAOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJTHOCTH, «XPaHHTH B
HEIOCTYTIHOM JUiA ieTeit MecTe!», «[IPHMEHATE N0 HAa3HAYEHHIO
Bpayay, «Jl1 CTALHOHAPOBY, KOMYECTBO KOHTEHHEPOB, ITPHXOBOH

18, HOMEp PETHCTP 0

ko EAN-13, MaHHITy I 1HOHHbIE 3HAKH !, — T, “f
JlomycKaeTcs HAHECEHHE CPEJCTB HACHTHYHKAIMH [T CHCTEMBI
MOHHTOPHHTA JIEKapeT TOB.

P P

1) IlepBuunas ynakoBka

Ha xoHTelHepe yKa3aHbl:
TOBApHBIN 3HAK,
HAMMEHOBAHHE, aJpec,
Te./ake NPOU3BOAUTENS,
TOProBO€ HaMMEHOBaHHE
npenapara ¢
NpeayNnpeANTENbHON '
MapKUpOBKOi ®,
JieKkapcTBeHHas opma,
KOHLICHTpALHs B MPOLICHTAX,
HOMEp CEpHH, CPOK FOTHOCTH,
TEXHOJIOrMYECcKas METKa,
00BEM B MUJUTHIIMTPAX, COCTaB,
«Teopernueckas
ocMosipHocTh 353 MOcM/m»,
«CTEPUJIEHO»,
«BHYTPUBEHHOY, ycnoeus
XpaHeH#s, «Jlomyckaercs
3aMOpKHBAHKE TpEnapaTay,
HOMEp PEruCTPalHOHHOTO
YIOCTOBEpEHHS,
rpafyMpoBOYHas MIKaIa ¢
1M(POBBIMH METKAMH.

2) BropuuHas ynakoBka

Ha sTHkeTke rpynmnoBoi
YIIaKOBKH KOHTEHHEPOB (st
CTalMOHAPOB) YKa3aHbI:
TOBAPHBIH 3HAK,
HaUMEHOBAHHE, alpec,
Ten./pakc mpousBoaUTEN,
TOProBoE ¢
npeaynpeanuTeNbHOM
MapKHpOBKOH ® n
rpyHIHPOBOYHOE
HauMEHOBaHMs Npenapara,
nexapcTBeHHas hopma, 06bEM
B MHJUTMJIMTPax, KOHLEHTpaLus
B MPOLICHTAX, COCTaB,
«Teoperuueckas
ocMonsipHOCTh 353 MOCM/»,
«CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnoBus
XpaHenus, «Jlomyckaercs
3aMOpaKMBAHUE MPENapaTay,
HOMEp PErHCTPalOHHOTrO
YIOCTOBEPEHHS, HOMEDP CEPUH,
CPOK FOIHOCTH, «XPaHHUTh B
HEJOCTYIHOM JUlsl JETEH
Mmecte!», «[ IpuMeHsTs N0
Ha3HA4YEHUIO Bpayay, «Jlns
CTallMOHAPOB», KOJIMYECTBO
KOHTEHHEPOB, IITPHXOBOH KO
EAN-13, MaHUIyISSLIMOHHBIE

3HAKK !, I_l, T, b

HaneceHo cpenctso
UIEHTU(UKALMH JUIS CHCTEMBI
MOHHMTOPHHIA JBIKCHUS
JIEKAPCTBEHHBIX MPENapaToB.

B 3amumEHHOM OT CBETa MECTE NPH TEMIIEpaType He
Bhime 25 °C. JlomyckaeTcs 3aMOpaXXKMBaHUE Npernapara.

16. YcnoBust XpaHEHHs M MEPBI
NPEOCTOPOXXHOCTH

B 3amuMImEHHOM OT CBETA MECTE MPH
Temneparype He Bbie 25 °C.

Hony 3aMop penapara

S net B OyThUIKAaX CTEKJISTHHBIX, 3 roJla B KOHTEHHEpax U3
TUIEHKH MHOTOCJIOIHOM MOTHONEe(HHOBOMH

17. Cpok roqHoCTH

3 roza B KOHTEHHEPAX M3 IUIEHKH
MHOTOCTIOHHO#H NONMHONEGHHOBOMH

* _ neiictByrommee u3nanue ['ocynapcTBeHHoM @apmakonen Poccuiickoit ®enepaniu
**_ nelicTByroniee u3nanue Epponerickoit ®apMakornen
3akmoueHne: cooTBETCTBYeT TpeboBanusam HJI P N001048/01-2903_12__111;1§LN.,1,143M,—M—2-
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JIMpeKTop Mo Ka4ecTBY
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A. C. Bnacosa
A. U. ®&noposa
C. U. Cxopuk




