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PEAMBEPUH® pactBop aas undysuii 1,5 %

/laHHbIe aHaIH3a

P N001048/01

(xonTeiinep) 500 ma x 20 (Tapa kapToHHas) (U1 CTAlIHOHAPOB)

- HCBUIUMBIC MEXaHUYECKHE BKIIIOYECHUA

(I'® PO*, Bu3yansHblii MeTOR)

B 1 M cpeanee uncno yactuu pasmepom 10 MkM 1
Gonee He IO/DKHO MPEBBIMIATH 25, a cpeHee YHCIIo
4acTULl pa3MepoM 25 MKM U GoJiee He I0KHO
npesbimath 3 (I'® PO*, meron 1)

IMokazarenn Tpe6osanna H/I P N001048/01-290319, JaHHble aHAIH32
H3m. Ne 1, Uzm. Ne 2
1 2 3
1. Onucanue ITpospaunas GecupeTHas skHAKOCTs (BusyanbHbiit Meton) | Ilpospaunas GecuseTHas xuaKocTs
2. [MommuHHOCTE:
- SHTapHas KHUCJIOTa Bpemena ynepxuBaHHS [HMKOB SHTApHOM KHCIOTHI M CoOTBeTCTBYIOT
- MEIrJIFOMHH MCIIIOMHHA Ha XpOMaTorpaMmax HCHBITYEMOro pacTBopa,
NOJTY4YE€HHBIX NPHU KOJHYECTBEHHOM ONPEACIICHUH, NOJDKHBI
COOTBETCTBOBATh BpEMEHaAM YOCPXUBAHHUA IMTHKOB
COOTBETCTBYIOIIMX BEIIECTB HAa XPOMArorpammax pacTBopa
cpaBHenus (BOXKX)
_ s Hanuuue aHaaMTHYECKOro CHrHaNa NIpH  KOJIHYECTBEHHOM
e onpeneneHuu Hatpus (ADC) Tpueymengyer
Hannune aHanMTHYECKOro CHrHana NpH KOJHYECTBEHHOM IIpucyTcTBYET
- Kavi onpexenenuu kaus (ADC) PR
- XJIOpU b XapakTepHas peakuus
(KauecrenHas peakuust EO** 2.3.1, peakuus a) Teamamereymseas
- Mar"uii XapakTepHas peakiuus
(KauectsenHas peakuus, [P PD*) TonoxumensHas
3. Ilpo3payHOCTh HomxeH 6biTh npo3paynsiM (I'D PO*) ITpo3paunslii
4. IIBeTHOCTH Jomxken 66Tk 6ecuBeTHBIM (I'D PD*) BecuBeTHbIi
5.pH Ot 6,0 10 7,0 (I'® PO*, norenumomeTpuyecku) 6,4
6. MexaHU4ecK1e BKIIFOUEHHS:
- BUIMMbIE MEXAHUYECKHE BKIIFOYECHHS JlomkeH cOOTBETCTBOBATH TPEGOBAHHAM CooTBeTCTBYET

10 MxM u 6onee - 1 B 1 M
25 MkM 1 6onee - 1 B 1 M

7. U3BnekaeMeblit 00bEM

He menee HomuHanbHOTO (I'® PO*)

530

8. OCMOJIAILHOCTD

ot 284 110 347 MOcm/kr (IT'® PO*, KpHOCKONHHYECKHUIA)

310

9. AHOMaJbHast TOKCHYHOCTh

JlomkeH ObITh HETOKCHYHBIM

Herokcuunplit

AOMEINAIOT B Nauky M3 KAapTOHA, HAa KOTOPOH MOMyCKAEeTCs HAHECEHHE

STHKETKH KOHTDOJIA NIEPBOIO BCKPBITHA.

Ilo 250 wmam 500 Mn B KOHTEHHEPhl M3 IUIEHKH MHOTOCIOHHOMN

nosHoneHHHOBOM.

Ha koHTeiiHep METOIOM TepMOneyaTH HAHOCAT MapKHPOBKY.

5 unu 10 xonreiiHepo no 250 mam 500 My BMecTe ¢ MHCTpyKuMeii no
My TIp (¢ B AMK M3 ro¢ppHMpOBaHHOrO

KapToHa (OTIYCK 1O peLenTy).

32 xoureiiHepa mo 250 mn mim 20 KoHTeiinepos mo 500 ma BMecTe ¢

HHCTPYKUHSMH N0 MEIHUMHCKOMY TPHMEHEHHIO MOMEIIAIT B TPYMNOBYIO

TANY AIHK W3 KanmnHA madinunnRasKNmM (s rrammaneapnR) K nmmectan

HHCTPYKUMH N0 MENNLIMHCKOMY NPHMEHEHHIO PABHO KOJIHYECTBY NMEPBHUHBIX

YNIaKOBOK B IDYNNOBO# Tape.

HHC-KO-2000-0160 «KoHTpo:1b Ipou3BeaeHHOM NpoayKimmy, Bepcus 10. Jlara Beeaenus: 10.03.2021

(111 KOHTEHHEPOB MOJMMEPHBIX) (IT'D PO*)
10. BakTepuajbHbie 3HIOTOKCHHBI IpenenbHoe conepxanue He Gonee 0,5 ED/mn Mesnee 0,5
(I'D PO*, meron A)
11. CrepunbHOCTH JlomkeH ObITh cTepuiibHBIM (I'D PO¥) CrepuibHbIH
Cepus BrINyILIEHA 110 NTAPAMETPaM
12. ITornomenue B YP-061acTH OnrHyeckas IIIOTHOCTH Npenapara npu AjIMHe 0,003
(W11 KOHTEHHEPOB TOJUMEPHBIX) BOJIHEI 280 HM He 0JDKHA mpeBbimats 0,2
(Cnekrpodoromerpus)
13. Konn4ecTBeHHOE OMpeieIIEHHE:
- CYKLIMHAThl Or 41,4 no 50,6 mmons/n (BOXX) 45,8
- METTIOMHH Or 40,2 1o 49,2 mmons/n (BIXKX) 43,5
- MEITIOMHHA HAaTPHA CyKLHHAT Or 13,5 1o 16,5 r/n (Pacuétrrii Metom) 14,6
- HaTpHii Or 132 no 162 mmons/n (ADC) 149
- Kanmi Or 3,62 no 4,42 mmons/n (ADC) 391
- MarHui Or 1,13 no 1,39 mmons/n (Tutpumertpus) 1,25
- XJIOPHJIBL Ot 98 1o 120 mmons/n (TuTpuMeTpHs) 109
14. YakoBka TIo 200 ni 400 Mnt B GyTUIKH CTEKJIHHbIE BMECTHMOCTBIO 250 WitH 500 m, Ilo 500 Mn B KOHTelHepax u3
‘ COOTBETCTBEHHO, MO 200 1ym 400 M1 B GYThUIKH CTEKJIAHHbIE BMECTHMOCTBIO IUIEHKH MHOTOCJIOHHOH
250 nnm 450 MJI, COOTBETCTBEHHO, yKYINOPEHHble NMPOOKAMH M3 DE3HHBI, nonnonedmnosoﬁ
obxaTble  KoO. Ka) anK WIH  KOME p u3 V'
AJIIOMHHHA M I1IaCTMAcCChl. Ha KOHTCHHep METOZOM
Ha GyThlIKy HaKJIEHBAIOT STHKETKY CaMOKJIESIIYIOCH. TepMoneyaTH HaHeceHa
Kaumylo 6yThU'le BMeECTE C uHcrpyKuneﬁ no MCIIMI.IHHCKOMy HPHMCHCHMIO MaPKHpoBKa‘

20 konreiinepos no 500 M BMecTe ¢
MHCTPYKIMAMH 110 MEIHLHHCKOMY

npH ) no 1 B
TPYNNOBYIO Tapy SIIMK W3 KapTOHA
ro)pHPOBAHHOrO (s
CTalMOHAPOB). Konmuecto

HHCTPYKUHMH 110  MEAHIHHCKOMY
NMPUMEHEHHIO PABHO KOJIMYECTBY
MIEPBUYHBIX YTIAKOBOK B IPYIIIOBOR
Tape.




2

3

15. MapkupoBka

1) IlepBHyHas ynakoBka

Ha sTHKeTKe Oy THUIKH YKa3bIBAlOT: TOBAPHbIH 3HAK,

apec, Teil./(akc MPOH3BOAMTENS, TOProBOE HAHMEHOBAHHE TIpenapara
¢ Mpe/TyNpeAMTebHOM MapKHPOBKO# ®), eKapcTBeHHYI0 Gopmy,
00BbEM B MHJUTHJIHTPAX, KOHIECHTPAIIHIO B POLIEHTaX, HOMEP CEPHH,
CPOK IOZIHOCTH, COCTaB, «TeopeTHYecKas OCMOMAPHOCTS 353 MOcM/m»,
«CTEPUJIBHO», «BHY TPUBEHHO», «HecMauuBaeMoCcTh
BHYTpEHHEH [I0BEPXHOCTH Oy THUIKH HE AB/ISETCS NPOTHBONIOKA3AHHEM
K IIPMMEHEHHIO PETIapaTay, yCIoBHs XpaHeHus, «JlomyckaeTcs
3aMOpax Ta», HOMEP PErHCTPALIHOHHOIO

P P

YAOCTOBEPEHHS, THKTOTPaMMEL: @ , wim, il w.

Ha amoMHHHEBOM HITH KOMOHHHPOBAHHOM KOJINA4Ke J0MyCKaeTCs
HaHECEHHe HHIHBHIYaJTbHOIO TEXHONIOTHYECKOTO HOMEpa W/WITH
JIByMepHOro wtpHxkoaa (2D). JIOnonHHTENbHO Ha aTIOMHHHEBBIH
KOJIMA4YOK MOTYT ObITh HAHECEHBI TOBAPHBIH 3HAK H HA3BAHHE
TIPOM3BOJMTENA.

Ha xoHTelHHepe yKa3bIBAIOT: TOBAPHBIH 3HAK, HAMMEHOBAHHE, A/IPeC,
TeI./akc MPOH3BOAMTENA, TOPrOBOE HAMMEHOBAHHE TIPENapara ¢
TIpeayTIpe AUTEbHOM MapKHPOBKO#H ®, eKapcTBEHHYIO popmy,
KOHLIEHTPALMIO B IIPOLIEHTAX, HOMEP CEPHH, CPOK N'OJTHOCTH,
TEXHOJIOTHYECKYIO METKY, O0BEM B MHJLTHTHTPAX, COCTaB,
«Teopetuyeckas ocMomapHocTs 353MOcM/m», «CTEPUIIBHO»,
«BHYTPMBEHHOY, ycnosus xpanenus, «Jlomyckaercs

3aMop paTa», HOMEP PETHCTPALHOHHOIO
YAOCTOBEPEHHS, rpawupoao‘mylo IKajy ¢ HHOPOBEIMH METKAMH.
2) Ha nauxe yka3sIBalOT TOBAPHbIH 3HaK, HAHMEHOBAHHE, aJIPEC,
TeI./aKkc MPOH3BOAHMTENA, TOPIrOBOE C NMPEAYTPETHTETBLHON
MapKHPOBKO# ® H IPyNIHPOBOYHOE T8,
JIEKapCTBEHHYIO (OPMyY, 00BEM B MHILTHITHTPAX, Komxerrrpamno B
NpoLEeHTaX, cocTas, «TeopeTHyeckas oCMOIAPHOCTE 353 MOcM/m»,
«CTEPWJIbHO», «BHYTPUBEHHO», ycnoBus XpaHeHus,
«JlomyckaeTca 3aMop penapaTa», HOMep PErHCTPALHOHHOIO
YAOCTOBEPEHHS, HOMEP CEPHH, CPOK F'OTHOCTH, «XPaHHTb B
HEJIOCTYITHOM U JieTeH MecTe!», «[IpHMEHATD MO0 HA3HAYEHHUIO
Bpaya», yCIOBHA OTIycKa, ITPHX0BOi koa EAN-13,

«Hec Th BHYTp # IIOBEPXHOCTH Oy TBUIKH HE ABIAETCA
MPOTHBOIOKA3aHHEM K IPHMEHEHHIO MPENapaTay, rpapuyeckoe
H306paxeHHe

Oy TBUIKH ‘, MHKTOrPaMMbl, PaCIIH(POBKA ITHKTOrPaMM

«@ nexapersennas gopma PACTBOP IS MHOY 31i»,

«alm cr10c06 mpuMenenns BHY TPUBEHHO KATIEJIHHO,

[ dapmaxorepanepiueckas rpymma PACTBOPBI, BIIMSFOIIME
HA BOJIHO-3JIEKTPOJIUTHBIA BAJIAHC».

JlomycKaeTcs HaHECEHHE CPEICTB HACHTH(HKAIMH JUIA CHCTEMBI
MOHHTOPHHTA ABH)KEHHA JIEKAPCTBEHHBIX NPENApaToB.

Ha 3THKeTKe SIHKa H3 rOYPHPOBAHHOIO KAPTOHA (OTIYCK MO peLenTy)
YKa3bIBAIOT TOBAPHBIi 3HAK, YBaHHE, alIpeC, TeN./ake
NPOM3BOMMTEIIA, TOPrOBOE C NMPEAYNPEAHTETBHOM MAPKHPOBKOH ® H
I[PyNIMPOBOYHOE HAUMEHOBAHHA NPENApaTa, JIEKAPCTBEHHYIO HopMy,
00B¢M B MHJUTHIIHTPAX, KOHIIEHTPALMIO B POLIEHTAX, COCTAB,
«Teopetnyeckas ocmomapHocTh 353 MOcM/m», «CTEPHJIBHO»,
«BHYTPUBEHHOY, ycnoBHs XpaHEHH s, YCIOBHA OTITyCKa,
«JlomyckaeTcs 3aMOpaXKHBaHHE MPENapaTay», HOMEP PETHCTPALMOHHOTO
yHOCTOBEPEHHS, HOMEP CEPHH, CPOK TOTHOCTH, «XPaHHTb B
HEJOCTYTIHOM yIA AeTei MecTe!», «[IpHMEHATH N0 Ha3HAYEHHIO
BPa4a», KOJIHYECTBO kon-mmepon m’[‘pPIXOBOH xox EAN-13,

MaHHITY IALHOHHbIE 3HAKH ! T A,
JloTycKaeTcs HAHECEHHE CPEICTB HICHTH(HKAIMH JUIH CHCTEMBI

MOHHTOPHHTa JIEKapCT BIX MPENApPaToB.
Jlns craunonapoB. Ha 3THKeTKe rpynnoBoH ynakoBKH KOHTEHHEPOB
(A1 CTALHOHAPOB) YKA3bIBAIOT DHBIH 3HAK, ajipec,

Ten./akc MPOM3BOAMTENS, TOPTOBOE C MPETYTNPETUTENLHOH
MapKHpPOBKOii ® H rpyIIHpPOBOYHOE HAUMEHOBAHMA TIpENapara,
JIeKapCTBEHHYIO GOpMY, 0OBEM B MHJUTHIIMTPAX, KOHLEHTPALHMIO B
NPOLEHTAX, COCTaB, «TeopeTHueckas 0CMONAPHOCTh 353 MOcM/m»,
«CTEPUJIbHO», «BHY TPUBEHHOY, ycnoBHs XpaHeHHs,
«JlomyckaeTcs 3aMOPaKHBAHHE NPENAPATa», HOMEDP PETHCTPALHOHHOTO
YAOCTOBEPEHHS, HOMED CEPHH, CPOK FOTHOCTH, «XPaHHTh B
HEZOCTYIHOM 1A AeTeit MecTe!», «I1p Th 110 Ha3l 0
Bpayay, «JlJ11 CTalHOHAPOBY, KOJHYECTBO xomem{epos IITPHXOBOH

ko EAN-13, MaHHITy IALIHOHHBIE 3HAKH ! " T ‘{
JlomyckaeTcs HaHECEHHE CPENICTB nnemtbnxamm JUIA CHCTEMBI
MOHHTOPHHIA JBH)XCHHS JIEKAPCTBEHHBIX NPENAapaToB.

1) IlepBuuHas ynakoBKa

Ha koHTeiiHepe yKa3aHslI:
TOBapHbIH 3HaK,
HAaNMEHOBAHHE, aJIPeEC,
Ten./pakc NpOU3BOAUTES,
TOProBoe HaMMEHOBAHHE
npenapara c
npeaynpeanuTeIbHON
MapKupoBKO# ®,
nekapcTBeHHas Gopma,
KOHLIEHTpALWMs B MPOLIEHTAX,
HOMEp CepHH, CPOK FOAHOCTH,
TEXHOJIOTHYECKas METKa,
00BEM B MUJLUTMIIMTPAX, COCTAB,
«Teopernyeckas
ocMossipHOCTB 353 MOcM/n»,
«CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnoBus
xpaHenus, «Jlomyckaercs
3aMOpaXHBaHHE Npenaparay,
HOMEp PerHcTPaLOHHOro
YAOCTOBEPEHHS,
rpazyMpoBOYHas IKana ¢

LM (POBHIMM METKAMH.

2) BropuuHas ynakoBka

Ha 3THkeTKe rpynnoBoi
YNAaKOBKH KOHTEiHEpOB (U1
CTallMOHAPOB) YKA3aHBI:
TOBapHBIi 3HAK,
HaNMEHOBAHHUE, aJIpec,
Ten./(hakc NpOU3BOAMTEN,
TOProBoe €
npeaynpeanTeNbHOR
MapKHUpoBKOii ® U
rpyNIUpPOBOYHOE
HaMMEHOBAHHU Tpenapara,
nekapcTBeHHas HopMa, 00BEM
B MHJUTHJIMTPAX, KOHUEHTPALMA
B NPOLIEHTAX, COCTaB,
«Teopernyeckas
ocMosipHOCTB 353 MOcM/m»,
«CTEPWJIBHO»,
«BHYTPUBEHHOMY, ycnoBus
XpaHeHus, «Jlomyckaercs
3aMOpaXHBaHHUE Mpenaparay,
HOMEp PErHCTPalMOHHOTO
YAOCTOBEPEHHUS, HOMEP CEPUH,
CPOK F'OTHOCTH, «XPaHHUTH B
HEJOCTYNHOM U1 JAETEeH
Mecte!», « [ IpuMeHATs N0
Ha3HAYEHHUIO Bpayay, « /s
CTaLMOHAPOB», KOJTHYECTBO
KOHTEHHEPOB, IUTPUXOBOM KO
EAN-13, MaHUITYIALIMOHHbIE

snakn LU T, o

HaneceHo cpeactso
UIEHTH(UKALNH [T CHCTEMBI
MOHHTOPHHTA JIBHIKEHHS
JIEKapCTBEHHBIX TPENaparoB.

16. YcnoBus XpaHEHUS U MEPBI
HPENOCTOPOXXHOCTH

B 3amuméHHOM OT CBETa MECTE NpH TEMIEpaType He
Beime 25 °C. JlomyckaeTcs 3aMOpaXHMBaHHE Mpenapara.

B 3amMmEHHOM OT CBETAa MECTE IPH
Temnepatype He Bbmue 25 °C.
JlomyckaeTcs 3aMOpaKMBaHHE
npenaparta.

17. Cpok rogHocTH

5 net B OyTBUIKAaX CTEKJISIHHBIX, 3 rofia B KOHTEHHEpax H3
IJIEHKH MHOTOCJIOIHOM NOMHoIeHHOBO#H

3 roxa B KOHTEHHEPaX M3 IUIEHKH
MHOTOC/IOHHOH MOTHONEYHHOBOH

— neiicTBytomee u3nanue ['ocynapcreenHoi ®apmakoneu Poccutickoii ®enepauun
**_ nelictByromee usnanue Esponeiickoii @apmakoneu
3akmodenne: cooTBeTcTByeT TpeboBanmsiM HJT P N001048/01-290319, Mam. Ne 1, M3m. Ne 2

Hara Beigaun nacnopra: 27.06.2022

/ 3asemyrommii KAHJI
Havannimx OKK

J'[upewmp N KATACTRY

Cpok rognoctu no: 06 2025
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