MHTennexkT Ha 3aiinre
380poBbA

NOJIMCOH

IIpenapar:

Cepus: 910422
®dopma BhINycka:

Kommaecrso: 6012 ym.

Jarta n3roroBnenus: 25.04.2022

OBLLECTBO C OFPAHUYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKASl ®APMALIEBTUYECKASA ®UPMA «NOJIUCAH»

192102, CaHkr-lNetep6ypr, yn. Canosa, 72, Kopn.2, nuT.A,
Ten.: 812 710 8225, dakc: 812 764 6284, e-mail: info@polysan.ru

AnajnuTHYeckHii macnoprt Ne 529
PEAMBEPHUH?® pacteop nas undysuii 1,5 %

(xonTernep) 250 M1 X 5 (Tapa KapToHHas)

/laHHbBIe aHAIH3a

P N001048/01

- HCBUIUMBI€ MEXaHUYE€CKUE BKIIIOYEHUSA

(I'd PO*, Bu3yanbHbIil METON)

B 1 mi cpennee umcno yacruu pasmepom 10 MM U
GoJiee He 10KHO NPEBBILATE 25, a CPeJIHEE YHCIO
4aCTHIL pa3MepoM 25 MKM U 6oJiee He TOTKHO
npesbimars 3 (P PO*, meron 1)

Ioxkazarensn Tpe6opanus H/I P N001048/01-290319, JaHHble aHaIM32
n3M. Ne 1, u3m. Ne 2
1 2 3
1. Onucanue INpo3paunas GecuBeTHas XKHUAKOCTD Ipo3paynas Gecusernas
(BusyanbHblit MeTox) JKUAKOCTh

2. ITomIMHHOCTS:

- ﬂHTapHaﬂ KHUCJIOTA BpeMeHa YAEp)KUBaHHUA NMHKOB xm‘apﬂoi KHCJIOTBI H METJIIOMHHA COOTBCTCTBym

- METJIIOMHH Ha XpOMarorpaMMax HCIbITYEMOr0 pacTBopa, IOJyYeHHBIX NpH
KOJIMYECTBEHHOM OIpPEACIICHHH, AOJDKHBI COOTBETCTBOBATh
BPEMEHAM YIEPXKHBAHHA THKOB COOTBETCTBYIOIIIMX BELLUECTB Ha

5 XpOMaTorpamMmax pactsopa cpasHenns (BOXKX)

- HaTpui Hanuuue ananutuyeckoro curaana NpH  KOJIHYECTBEHHOM HpHCyTCTByCT
onpenenenuu Hatpus (ADC)

- kanui Hanuuue ananMTHYeCKOro CHrHama npH  KOJNHYECTBEHHOM IpucyrctByer
onpenenenuu kanus (A3C)

- XJIOpHIBI XapakTepHas peakums [MonoKuTebHas
(Kauectsennas peakuns EQ** 2.3.1, peakuus a)

- MarHvi XapakTepHas peakuus
(Kauecrsennas peakums, [ ® PO*) Tonoxurens Has

3. IIpo3pauHocTh Hoken 661Th npo3pauHeiM ([P PD*) ITpo3pauHblii

4. liBeTHOCTH Hoken 6u1Th GecBeTHBIM (I'D PD*) BecuseTHsbIi

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

6. MexaHn4eckue BKIIFOUEHHS

- BAAUMBI€ MEXaHUUYECKUE BKJIKOYEHUS JlomkeH COOTBETCTBOBATD TpC6OBaHI/lﬂM COOTBeTCTByeT

10 MxM 1 Gonee - 1 B 1 M
25 MM 1 Gonee - 1 B 1 M

7. U3BnexaeMblii 00bEM He menee HomunansHoro (I'® Pd¥) 270
8. OcMoNAIBHOCTE oT 284 no 347 mOcm/kr 315
(C'® PO*, KpHOCKONHYECKHIA)
9. AHOMasIbHast TOKCUYHOCTh JlomkeH ObITh HETOKCHYHBIM Herokcuunsiii
(151 KOHTEHHEPOB MOJMMEPHBIX) (I'D PD*)
10. bakTepHanbHble 3HAOTOKCHHBI IlpenensHoe conepxanue He Gonee 0,5 ED/ma Menee 0,5
(I'® PD* meron A)
11. CrepunbHoCTh JomkeH ObITh crepuibHEM (D PD*) CrepubHbIi
Cepus BbIIyIIEHa O NapaMeTpam
12. ITornomenue B Y®-001acT OnTuyeckas NIOTHOCTB Npenapara NpH JUTHHE BOJIHbI 280 0,010
(w1 KOHTe#HepoB NONHMepHBIX) HM He Jlo/bkHa npessiwars 0,2 (Cnektpodotomerpus)
13. KonuuecTBeHHOE OMpeneeHue:
- CyKLIMHATBI Or 41,4 1o 50,6 Mmons/n (B2XKX) 45,8
- METIIOMHH Ot 40,2 10 49,2 Mmons/n (B2XKX) 444
- METIIOMHMHA HaTPHA CYKLIMHAT Or 13,5 1o 16,5 r/n (PacuérHsiii MeToM) 14,9
- HaTpHi Ot 132 1o 162 mmons/n (ADC) 145
- Kanui Or 3,62 10 4,42 mmons/n (ADC) 4,01
- MarHuit Or 1,13 1o 1,39 mmons/n (Tutpumerpus) 1,28
- XJIOpH b Ot 98 1o 120 Mmons/n (TuTpuMeTpHS) 109

14. Ynakobnxa

ITo 200 mm1 400 M1 B GYTBUIKH CTCRIAHHBIC BMELLUMUCIbI
250 mmm 500 M, coorBercTBeHHO, Mo 200 MiM 400 Ma B
OYTBUIKM CTEKJISSHHBIE BMECTUMOCTBIO 250 mim 450 ML,
COOTBETCTBEHHO, YKYNIODEHHbIE NPOOKAMH M3  PE3HHB,
obxxaTbie KOJINayKaMu ANIOMHHUEBBIMH WM
KOMOMHHPOBAHHBIMH W3 QJIOMHHHUS U IUIaCTMACCHL.

Ha GyTbUIKy HaKJIEHBAIOT ITHKETKY CAMOKJIEAITYIOCS.
Kaxny1o GyThUIKY BMECTe C MHCTPYKLHEH 110 MENHLIHHCKOMY
NIPUMEHEHHIO NOMEILAIOT B MAyKy W3 KapTOHA, HA KOTOPOH
AOMYCKAaeTCA HAHECCHME JTHUKETKH KOHTPOJA MEPBOrO
BCKDBITHS.

To 250 nmm 500 M1 B KOHTEHHEPBI M3 IIEHKH MHOTOCIORHOM
TNOMHOICOHHOBOH,

Ha koHTelHep METOIOM TepMONEYaTH HAHOCST MapKHpPOBKY.

TTv 230 Mt B KOHTEMHEPAX U3 IIEHKH
MHOTOCJIOHHOH NnoaHONePHUHOBOIA.

Ha KOHTEHHEP METO0M
TEPMOMNEeYaTH HaHECEHa MAaPKUPOBKa.
5 koHTeiinepoB no 250 Mn BMecTe ¢
HHCTDYKUMSMH 110 MEIHLIMHCKOMY
TIPUMEHEHHIO TIOMEIEHBI B AMK H3
ropHpPOBAaHHOTO KapTOHa (OTMYCK

no peuenry). KomuuectBo
HHCTDYKLMA 1O  MEIHLMHCKOMY
NPUMEHEHHIO PaBHO  KOJIHYECTBY

MEPBUYHBIX YNAKOBOK B IPYINNOBOM
Tape.

HHC-K0-2000-0160 «KoHTpos Mpou3BeaeHHOM npoxaykumuy, Bepcust 10. Jlata Beenenus: 10.03.2021




HHCTPYKLHH 10 MEAULIMHCKOMY IPHMEHEHHIO PAaBHO KOJIHYECTBY NEPBHYHBIX
YNaKoBOK B IPYMIOBO#i Tape.

1 2 3
32 koHTeiinepa no 250 ma unu 20 kouTelinepos no S00 Ma BMecTe ¢
MHCTPYKLHMAMH 110 My I B Ipy y
Tapy AMK W3 KAPTOHa rodpup 0 (s ¢ pos). Konuuecrso

15. MapKPlpOBKa 1) INepBHuuHas ynakoBka
Ha sTHkeTke OyThUIKH yKa3bIBAIOT: TOBAPHBIH 3HAK, anpec,
Ten./akc np TeNsl, TOPropoe penapara ¢
PenyNpENHTENbHONH MaPKHP i ®, p yio hopmy, 06béEM B

MHJUTHJINTPAX, KOHLUEHTPALHIO B NIPOLIEHTAX, HOMEP CEPHH, CPOK FOIHOCTH,
cocras, «Teopernueckas ocMonsipHocTh 353 MOcM/m», «CTEPHJIBHO»,
«BHYTPUBEHHO», «HecMaunBaeMoCTb BHYTpeHHEl NOBEPXHOCTH
OYTHUIKH He ABJIAETCS MPOTHBOMNIOKA3aHHEM K PHMEHEHHIO NPenapaTay»,
ycnoBusi XpaHeHus, «JloMmycKaeTCs 3aMOpakHBaHHe MpenapaTa», Homep

PErHCTPALIMOHHOIO YNIOCTOBEPEHHS, THKTOrPAMMBI: . : ﬂ
Ha amo M MITH KOME DM KOJINauke 10MyCKaeTcs
HaHeceHHe HHAWBHIYAIbHOIO TEXHONOTHYECKOro HoMepa H/WJH IByMEPHOTO
wrpuxkona (2D). JIonoNHHTENbHO Ha ATIOMHHHEBBIH KOJINa40K MOTYT ObITH
TOBapHbIH 3HaK U NPOHU3BOIMTENA.
Ha koHTejiHepe yKa3biBalOT: PHBIH 3HaK, anpec,
Ten./hakc MPOH3BOAMTEIA, TOPrOBOE HAMMEHOBAHHE NpenapaTa ¢
TpeaynpeanTeNbHONH MapKHPOBKOii ®, JiekapcTBeHHYI0 hopmy,
kﬂl-"lel-ﬂ‘pall"lﬂ R npm[el-rraxA HOMED CEPUM, CPOK TONTHOCTH,
TEXHOJIOTHUYECKYI0 MEeTKY, 00bEM B MHILTMIMTpAX, cocTas, «TeopeTnueckas
ocmonsipHocTb 353MOcm/m», « CTEPHJIbHO», «BHY TPUBEHHO»,
ycnoBHs XpaHeHHs, «J0MmyckaeTcs 3aMOpaXkHBaHHe Npenaparay, HoMep
PEerHCTPALHOHHOIO YAOCTOBEPEHHs, TPaTyHPOBOUHYIO WIKATY C LIM(POBBIMH
METKaMH.
2) Ha nauxe yka3bIBarOT TOBapHbIii 3HaK, )BaHKe, anpec, Ten./dakc
NPOM3BOAMTEA, TOPrOBOE C NPEAYNPEHTENLHOH MapKHPOBKOH ® 1
rPYNMNHPOBOYHOE HAUMEHOBAHH NPENapaTa, JIeKapcTBEHHYI0 GopMy, 06BEM
B MHJUTMJIMTPaX, KOHUEHTPALMIO B NpOLIeHTaX, cocTas, «TeopeTnyeckas
ocMosipHOcTs 353 MOcm/m», «CTEPHJIBHO», «BHYTPUBEHHO»,
YCIOBHS XP «omny TCA P penapara», HoMep
PErHCTPALIMOHHONO YIOCTOBEPEHHSA, HOMEP CEPHH, CPOK FOIHOCTH, « XPaHUTb
B HEZIOCTYNTHOM Juisi fieTeii MecTe!, «[IpMMEHSATB N0 HA3HAYEHHIO BPayay»,
ycnoBus oTmycka, wrpuxosoii ko EAN-13, «HecmauBaeMoCTh BHYTpeHHeH
MOBEPXHOCTH OYTBUIKH He SB/IAETCA NPOTHBONC K
npenaparay, rpadpuueckoe H3obpaxeHne

GyThUIKH ¥, IHKTOrPaMMbl, paciiH(ppoBKa MHKTOrpaMM

«. nexapcreennas hopma PACTBOP LI UHOY 3Uit»,

«: crnioco6 npumenenns BHYTPUBEHHO KAITEJIbHO»,

«I'- (apmaxorepanesTiieckas rpynna PACTBOPBI, BJIMAIOIIME HA
BOJHO-3JIEKTPOJIMTHBIA BAJIAHC».

Jonyckaercs CpeacTB HAEHTH( JUIA CHCTEMBI
MOHHMTOPHHIA ABIKEHH JIEKAPCTBEHHBIX NPENapaToB.

Ha sTukerke simmka u3 roppHpOBAHHOIO KaPTOHA (OTIYCK 1O PELENTy)
YKa3bIBAIOT TOBAPHbI 3HAK, >BaHHe, anpec, Ten./dakc
NPOHM3BOMIMTEJISA, TOPTOBOE C MPENYNPEAHTENbHOMH MapKUPOBKO#H ® U

rpYNMNMpOBOYHOE HAMMEHOBAHHS NPENapaTa, IeKapcTBeHHyIo Gopmy, 06bEM
B MHJUIMJIMTPax, KOHUEHTPALMIO B NPOLIEHTaX, cocTas, « TeopeTnueckas
ocmonsipHocTs 353 MOcm/i», « CTEPHJIbHO», «BHYTPUBEHHO»,
YCJIOBHS XpaHEHHH, YCIOBHA OTNycKa, «JlonyckaeTcs 3aMopaXxHBaHHe
penaparta», HOMEp PErHCTp HOTO y0C HOMep CepHH, CPOK
TOAHOCTH, «XPaHHTb B HENOCTYNHOM 11s eTeii MecTe!», «[IpuMeHaTs no
Ha3Ha4Y€eHHIO BPayay, KOJHYECTBO KOHTelHepoB, wTpuxoBoi kon EAN-13,

MaHHITYJILHOHHbIE 3HAKH !, u, T, {

Jlomyckaercst CpencTB HaeHTH( ZUIA CHCTEMBI
MOHHTOPHHIA JIBHXXEHHS JIEKAPCTBEHHBIX MPEMNapaTos.

Jlns craumonapos. Ha 3TikeTke rpynnoBo# ynakoBKH KOHTeiHepoB (s
CTallHOHAPOB) YKa3bIBAIOT TOBAPHbIH 3HAK, anpec, Ten./daxc
TPOH3BOAMTEJIA, TOPrOBOE C NpPeAYNpPenHTENbHOH MapkHpOBKO#H ® 1
rPYNNMpOBOYHOE HAMMEHOBAHHA MPENapaTa, IEKAPCTBEHHYIO popMy, 06BEM
B MHJLUTHJINTPaX, KOHLIEHTPALMIO B NPOLIEHTaX, cocras, « TeopeTnueckas
ocmonsipHOCTs 353 MOcm/n», «CTEPHJIbHO», « BHYTPUBEHHO»,
YCNIOBHS Xp «[ormy 3aMop penaparay, HOMep
perucTp ro yNoCTOBEP HOMEp CEPHH, CPOK NOZIHOCTH, « XPaHHTDb
B HEJOCTYNHOM 1A feTeii Mecte!», «[IpUMEHSATD MO HA3HAYEHHUIO Bpaya»,
«Jl1s1 CTALMOHAPOBY, KOJIMYECTBO KOHTEHHepoB, mTpHxoBoii kon EAN-13,

P

MaHHIYJIALIHOHHbIE 3HAKH !, n, j P ‘( nOn’yCKaeTCﬂ HaHECEHHE
CpencTs unemmbuxauun ISt CACTEMbI MOHHTOPHHIA NIBH)KEHHA
JIEKapCTBEHHBIX MpENapaToB.

1) IlepBuyHas ynakoBka

Ha xoHTeiiHepe ykasaHbl:
TOBapHbIH 3HaK, HANMEHOBAHHE,
azpec, Ten./dakc
NPOM3BOAMTENSA, TOProBOE
HaWMEHOBaHHUE Npenapara ¢
NpeaynpeauTeNbHOR
MapKUpOBKO# ®,
niekapcTBeHHas (opma,
KOHLIGHTpaLMs B MPOLIEHTAX,
HOMEp CEpHH, CPOK F'OJAHOCTH,
TEXHOJIOTHYECKas METKa, 00BEM
B MHJUIMJIHTpPAXx, COCTaB,
«TeopeTHueckas OCMOJIAPHOCTB
353 mOcm/n», «CTEPUJIBHO»,
«BHYTPUMBEHHOY, ycnoBus
xpaHeHnwus, «Jlomyckaercs
3aMOpaKMBaHHE Mpernapara»,
HOMEp PErHCTPALIMOHHOTO
YIAOCTOBEPEHHS.

2) BropuuHas ynakoBka

Ha sTHkeTke Aimuka u3
ro(h)pMpoBaHHOTO KapTOHa
(OTIyCK MO PELENTY) YKa3aHbI:
TOBapHbIii 3HaK, HAMMEHOBAHHE,
azpec, Ten./¢akc
NIPOM3BOAMTENSA, TOPrOBOE C
MpeayNpeaUTENLHON
MapKHpoBKo#H ® U
rpyNIUpPOBOYHOE
HaWMEHOBaHHs Mpernapara,
nekapcTBeHHas Gopma, 00bEM B
MHJUTHIIMTPAX, KOHUEHTpaLus B
TNPOLIEHTaXx, COCTaB,
«TeopeTHueckas OCMOIAPHOCTB
353 MOcM/n», «CTEPUJIBHOY,
«BHYTPUBEHHOY, ycnoBus
XpaHEHHs, yCIIOBHUS OTITyCKa,
«JlonyckaeTcs 3aMOpaKMBaHHE
npenapara», HoMep
PEruCTPaLMOHHOIO
YAOCTOBEPEHHS, HOMED CEPHUH,
CPOK FOJHOCTH, «XPaHHTh B
HEJIOCTYITHOM JUlsl A€TeH
Mecte!», «[ IppuMeHTs o
Ha3HAYEHUIO Bpaya»,
KOJIMYECTBO KOHTEHHEPOB,
mTpuxoBoii kox EAN-13,

M?HHHyJI}llLHOHHblC 3HAKH !, u,

Tt

HaneceHsl cpeacta
UICHTH(OUKALUH JUIS CHCTEMBI
MOHHMTOPHHTI'A JIBHKEHHA
JIEKapCTBEHHBIX MPENapaToB.

TUIEHKH MHOL'OCIOUHOU llUJlMUJlﬁ(lMHUBU“

16. YcnoBus XpaHeHHs U MEPBI B 3amMImEHHOM OT CBETa MECTE NPH TEMIIEPATYPE HE B sauumu@ntom ot cse;as Mzm npH

o Temneparype He Bbiie 25 °C.
NPeR0CTOPOKHOCTH Boiwe 25 °C. Jlonmyckaercs 3aMOpaXKMBaHUE Npenapara. il i —
17. Cpok rogHoCTH 5 neT B 6yTBLIKAX CTEKNISAHHBIX, 3 r0Ja B KOHTEHHEPaX U3 | 3 TO/Ia B KOHTEHHEPaX U3 IIEHKH

umoroeonciinoeii nonmonegnonoii

* — neiictByromee u3nanue ['ocynapcrseHnoii @apmakonen Poccuiickoi ®enepaunu
**_ neiictByromee uznanue Esponeiickoit ®@apmakonen
3akmoueHue: coorBeTcTByeT TpeboBanusaM HJI P N001048/01-290319, usm. Ne 1, u3m. Ne 2

Jara Bblaauy nacnopra: 11.05.2022

3aBenyromuii KAHJI
Hauansank OKK

JIMpeKTop Mo KayecTBy

| Cpok rojHocty jo: 04 2025




