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OBLLECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO
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AnajuTHYecKHui nacnopt Ne 546
PEAMBEPHH® pactBop aas undysnii 1,5 %

(xonTeiinep) 250 Mt x 5 (Tapa KapToHHas)

/laHHbIe aHA/IN3a

P N001048/01

Iloka3zarenn

Tpebopanuss HJ{ P N001048/01-290319,
u3M. Ne 1, mam. Ne 2

Jlanuble anaauza

- HCBUIUMBIC MEXaHUYECKUE BKIIFOYECHHUSA

(I'd PO*, Bu3yanbHslit MeTO)

B 1 mx cpennee umcno yactuu pasmepom 10 MkM u
Gonee He JOJDKHO MPEBBILIATE 25, a CPeIHEE YUCTIO0
YacTHIL pa3MEPOM 25 MKM U 6oJiee He T0JDKHO
npesbnuare 3 (I'® PO*, meron 1)

1 2 3
1. Onucanue Ipospaynas GecuBeTHas KHUAKOCTD IIpo3paynas 6ecusernas
(BusyanbHsbiii MeTon) KHUIKOCTh
2. [TogmMHHOCTE:
- AHTapHas KHC/I0Ta Bpemena ynepkuBaHus NHKOB SHTApPHOH KHCJIOTHI H METTIOMHMHA COOTBETCTBYIOT
- MErIOMHH Ha XpOMaTOrpaMMax HCIBITYEMOr0 pacTBOpa, MOJYYEHHBIX MpPH
KOJIHYECTBEHHOM OMNpEACIICHUH, AOJIKHBI COOTBETCTBOBAThH
BpEMEHaAM YACp)XHUBAHHWA TMHKOB COOTBC'I‘CTBleUJ.HX BCLUCCTB Ha
. XpoMaTorpamMmax pacteopa cpasHenms (BOXX)
- HaTphH Hanvune aHanuTHyeckoro CHrHana NpH  KONMYECTBEHHOM I[TpucyrcTByer
. onpenenennn Hatpus (ADC)
- kaiun Hannume aHaIMTHYECKOTO CHTHANA INPH  KOJHYECTBEHHOM TpucyTcTByeT
onpenenenun kanus (A3C)
- XJIOPH/IBI XapakTepHas peakuus IMonoxwurenpHas
(Kauectsennas peakums EQ** 2.3.1, peakuus a)
- Maruui XapakTepHas peakuus
(KauectBeHHas peakuus, [ PO*) Tonoxwrens Has
3. IIpo3pauHoCTh HomxkeH ObITh po3pautbiM (I'D PO*) ITpo3paynbiit
4. IiBeTHOCTH Homxken 661k 6ecuBeTHBIM (I'D PD*) BecuBeTHbIi1
5.pH Ot 6,0 no 7,0 (I'® PO*, norenuromMeTprueckH) 6,4
6. MexaHndeckue BKJIOYEHHUS:
- BUIMMbIE MEXaHUYECKHE BKIIIOYEHUS JlomxeH COOTBETCTBOBATH TPEGOBAHMAM CoOTBeTCTBYET

10 MxM 1 Gonee - 1 B 1 Ma
25 MkM 1 Gontee - 1 B 1 Mt

7. U3BnexaeMslit 00bEM He menee HomuHanbHoro (I'D Pd*) 270
8. OcMONAIBEHOCTD oT 284 o 347 mOcm/kr 315
(I'D PO*, xprockonuyeckuii)
9. AHOManbHas TOKCHYHOCTh JlomxkeH 6bITh HETOKCUYHBIM Herokcnunerii
(11 KOHTEHEPOB MOJIMMEPHEIX) (I'D PO*)
10. BaktepuanbHble SHIOTOKCHHBI IMpenensHoe conepxanue He 6onee 0,5 ED/mn Meuee 0,5
(I'® PO*, meTon A)
11. CrepunsHocTs HomkeH 6bITh crepuibHeM (D PO¥) CTepuibHbIH
12. ITornomwenue B Y®-061actu OnTrueckas IIOTHOCTB Mpenapara npu JUIMHE BOJHBI 280 0,002
(11 KoHTeliHEpOB MOMHMepHBIX) HM He o/okHa npesimarts 0,2 (Cnexktpodoromerpus)
13. KonnuecTBeHHOE OIpeie/IcHHE:
- CYKLIMHATBI Or 41,4 10 50,6 Mmons/n (BDXKX) 46,1
- METTIIOMHH Or 40,2 10 49,2 mmons/n (BIXKX) 448
- METJIIOMHHA HATPHS CYKLIMHAT Ot 13,5 no 16,5 r/n (PacuétHsiii MeTOM) 15,0
- HaTpui Or 132 n0 162 Mmons/n (ADC) 145
- Kamit Or 3,62 10 4,42 Mmons/n (ADC) 3,92
- MarHui Or 1,13 1o 1,39 Mmons/n (TutpumeTtpus) 1,25
- XJIOpUZBI Ot 98 no 120 mmosns/n (TuTpumeTpHs) 108

14. YnakoBka

ITo 200 nm 400 Ma B GYTBUIKH CTEKJISHHBIE BMECTHMOCTBIO
250 mmm 500 ma, coorercTBeHHO, no 200 wam 400 ma B
OYTbUIKM CTEKJISHHBIE BMECTHMOCTBIO 250 mmn 450 mu,
COOTBETCTBEHHO, YKYNOPEHHBIE NPOOKaMM M3 pE3UHBbI,
obxarsie KOJINayKaMH ATIOMHHHEBBIMA WM
KOMOWHHPOBAHHBIMH U3 ATIOMUHHUS U TLIACTMACCHL

Ha GyThuIKy HaKJIEHBAIOT STHKETKY CaMOKJIESIIYIOCH.
Kaxcnyro GyThinky RMecTe ¢ uHeTnYKHMeH nn METATIHHCKOMY
TIPDHMEHEHHIO TMOMEIAIOT B NaiKy W3 KapTOHA, HAa KOTOPOH

JOMYCKAETCSl HAHECEHHE OITHKETKH KOHTPOJNS TEPBOro
BCKDBITHA.

ITo 250 unwn 500 MII B KOHTEHHEPBI U3 MIEHKH MHOTOCIONHOM
nonHoNeHUHOBOIM.

Ha koHTeliHep METONIOM TepMONeyaT HaHOCST MAPKUPOBKY.

TTo 250 M B KOHTEHHEpaX U3 MIEHKH
MHOTOCJIOHHOH NOIHONeDHHOBOMH.
Ha KOHTelHep METOIOM
TEPMOIEYaTH HAHECEHa MapKUPOBKA.
5 xoHTelHepoB no 250 mMn BMecTe ¢
HHCTPYKUHAMH 10 MENMLMHCKOMY
TIPUMEHEHHIO TIOMEILEHB B ALIMK M3
rod)pHpoOBaHHOr0 KapToHa (OTmyck
no peuenry). Kommuuectso
HHCTPYKUMH O  MEIHMLMHCKOMY
NPHMEHEHHIO PaBHO  KOJIHYECTBY
NEPBHYHBIX YMAKOBOK B IPYMNOBOH
Tape.

HHC-K0-2000-0160 «KoHTpo1b npousBeacHHO#H Npoaykiuuy, Bepcus 10. [lata Beenenus: 10.03.2021




Tapy SLHMK U3 KapPTOHa rodpHpOBaHHOTO (1A cTauMoHapos). Konuyecrso
HHCTPYKUMIA 110 MEAHLIMHCKOMY PHMEHEHHIO PaBHO KOJIHYECTBY MEPBHYHBIX
yTakoBOK B rPYMIOBOi Tape.

1 2 3
32 koHreiiHepa no 250 mu wim 20 koHTeiiHepos no 500 Mn BMecTe ¢
MHCTPYKUHSIMH N0 p T B rPYNNOBYIO

15. MapkupoBka

1) MepBuyHas ynakoska

Ha stHKeTke GyTBUIKH yKa3bIBAIOT: TOBApHbIi 3HaK, anpec,
Ten./(pake NPOH3BOAKTENs, TOProOBOE HAMMEHOBAaHHE MpenapaTa ¢
NpeaynpeanTesbHOH MapkHpOBKOH ®, lekapcTBeHHYI0 GopMy, 06béM B
MHJUTINTPAX, KOHUEHTPALIHIO B MPOLIEHTaX, HOMEp CEPHH, CPOK NOAHOCTH,
cocras, «Teopernueckas ocMossipHocTb 353 MOcM/m», « CTEPHJIBHO»,
«BHYTPUBEHHO», «HecMaunBaeMoCTb BHYTPEHHE# NOBEPXHOCTH
OYTBUIKH He SBJISETCA NPOTHBONOKA3aHHEM K MPHMEHEHHIO TIpenaparay,
YCIOBHS XP «Jlomy Cs1 3aMOpP paTay, HoMep

PEruCTPaLMOHHOTO YAOCTOBEPEHHS, TUKTOTPAMMBI: . : r

Ha amoMHHHEBOM HJIH KOMOMHHPOBAHHOM KOJITNAyKe NOMyCKaeTcst
HaHeceHHe MHANBUIYaTbHOTO TEXHONOrHYECKOrO HOMEpPa W/HIIH IByMEPHOTO
wrpuxkoza (2D). JIONONHATENbHO HA ATIOMHHHEBbIH KOJINA40K MOTYT ObITh
i 3HaK M NPOM3BOMTESIS.

Ha koHTeiiHepe yKa3biBalOT: TOBAPHBIH 3HAK, anpec,
Ten./pakc MPOU3BOIMTENS, TOPrOBOE HAMMEHOBAHHE MPENapaTa C
NpeaynpeanTebHOM MapKHpOBKOH ®, leKapcTBeHHYI0 popmy,
KOHLEHTPALMIO B MPOLIEHTAX, HOMEP CEPHH, CPOK FOZIHOCTH,
TEXHOJIOTHYECKYIO METKY, 00BbEM B MHLTHIHTpaX, cocTaB, «Teopernueckas
ocmossipHocTs 353MOcM/m», « CTEPHJIBHO», «BHY TPUBEHHO»,
yCnoBHs XpaHeHus, «J0mycKaeTcs 3aMOpaXkHBaHHe Npenapara», HoMep
PErHCTPALIMOHHOIO YI0CTOBEPEHHA, IPAaIyHPOBOYHYIO WIKANY C LIpPOBBLIMI
METKaMH.

2) Ha nauke yka3biBalOT TOBapHbIii 3HaK, )BaHHe, ajipec, Tes./(pakc
MPOU3BOAHTES, TOPrOBOE C NPENYNPEAUTENbHOI MAPKHPOBKOH ® K
rpyNnHpOBOYHOE penapara, leKapcTBeHHYI0 GopMy, 06bEM

B MHJUIHJIMTPAX, KOHLEHTPALMIO B MPOLEHTaX, cocTas, « TeopeTnueckas
ocmonsipHocTs 353 MOcm/m», « CTEPUIIbBHO», «BHY TPUBEHHO»,
ycnoBus xpaHeHHs, «JloMyckaeTcs 3aMOpakuBaHHe NpenapaTa», HoMep
perucTp 010 YAOCTOBEP HOMep CEpHH, CPOK FOIIHOCTH, «XPaHHTh
B HENOCTYNHOM Juisi fieTeit MecTe!», «[IpHMEHATD 10 Ha3HAYEHHIO Bpayay,
ycnosus oTnycka, wrpuxoeoii kon EAN-13, «HecMaunBaeMOCTb BHyTpEHHEH
NOBEPXHOCTH OYTBUIKH HE SBJISETCS NPOTHBONIOKA3aHHEM K IPHMEHEHHIO
npenapara», rpapuieckoe n3obpaxenue

OyTBUIKH ‘ NMUKTOrpamMMbl, pacliipoBKa MHKTOrPaMM
«‘ nekapcreenHas gopma PACTBOP UL UHOY3Uil»,
«: cnoco6 npumenennss BHYTPUBEHHO KATIEJIbHO»,

«l': (apmakoTepanesTH€eCKas rpynna PACTBOPBI, BJMAIOIIME HA
BOZIHO-3JIEKTPOJIMTHBIN BAJIAHC».

Jlonyckaercs CpencTB HueHTH} JUISl CHCTEMbI
MOHHTOPHHIa JIeKapCT! IX NIPEnapaToB.

Ha sTHKeTKe slMKa 13 rohpHPOBAHHOTO KapTOHA (OTIYCK MO PELEnTy)
YKa3blBalOT TOBAPHBIi 3HaK, YBaHHeE, anpec, Ten./daxc
NPOU3BOAMTEIIS, TOPrOBOE C NPEAYNPENHTEIbHOI MapKHPOBKO# ® 1
PyNNUPOBOYHOE YBaHHsA NPENapaTa, JeKapcTBEHHyI0 GopMy, 06béM

B MWUTHIINTPAX, KOHLIEHTPALHIO B NPOLIEHTaX, CocTaB, «TeopeTHyeckas
ocmouspHocTh 353 MOcm/m», « CTEPHJIBHO», «BHYTPUBEHHO»,
YCIOBUsI XpAHEHHsL, YCIIOBHsI OTTIycKa, «JlomycKkaeTcs 3aMopakHBaHHE
penap , HOMEp CEpHH, CPOK
rOAHOCTH, «XpaHUTb B HENOCTYHOM uls AeTeii MecTe!», «[IpuMensTs no
Ha3Ha4Y€HHIO BPaua», KOJMYECTBO komeuﬂepon wrrpuxoBoii kon EAN-13,

MaHHUNYJIALIHOHHbIE BHSKH! II T {

Jlonyckaercs CpencTB HAeHTH JUIA CHCTEMBI
MOHHUTOPHHIa ABHXXEHHS JIEKADCTBEHHBIX NMpENnapaTos.

Jins crauroHapoB. Ha sTHKeTke rpynnoBoii ynakoBkH KOHTeiHepoB (st
CTAaLHOHAPOB) yKa3bIBAIOT TOBAPHBIH 3HaK, )BaHMe, aznpec, Ten./dakc
NPOM3BOAMTENA, TOPIOBOE C NMPEYNPEAHTENLHOH MApKHPOBKOH ® 1
TPyNNHpPOBOYHOE YBaHHs TPENapara, JIEKapCTBEHHYI0 GopMy, 06bEM
B MWUIMJIMTPAX, KOHLIEHTPALHMIO B NPOLIEHTAX, COCTaB, «Teopemqecxan
ocMonsipHocTs 353 MOcm/i», « CTEPHJIBHO», «BHYTPUBEHHO»,
yCnOBHsA XpaHeHus, «JlomyckaeTcs 3aMOpaKHBaHHE TIpEnaparay, HOMep
PEruCTPaLHOHHOIO YAOCTOBEPEHHS, HOMEP CEPHH, CPOK NOITHOCTH, «XPaHHTh
B HEJIOCTYNHOM JUiA aereii Mecte!», «[IpUMEHATH MO Ha3HA4YEHHIO Bpayay,
«Jlna ¢ )B», KOJIMYECTBO KOHTEHHEepOB, mTpHxoBoii kon EAN-13,

T2y, HOMEp PErHCTP 0 yZI0CTC

MaHHIYJIALHOHHbIE 3HAKH ! H J s ‘ﬂ» JlonyckaeTcs HaHeceHHe
CpencTB HAEHTH(PHKALMH VIS CHCTEMBI MOHHTOPHHTA JIBHKEHUS
JIEKAPCTBEHHBIX NPENapaTos.

1) IlepBuyHas ynakoBka

Ha xoHTeliHepe yKa3aHbl:
TOBApHbI 3HAK, HAUMEHOBAHHE,
azpec, Tein./pakc
NPOU3BOMMTESIA, TOPrOBOE
HaWMEHOBaHHE Npernapara ¢
NpeaynpeauTeNbHON
MapKHpoBKO# ®,
JieKapCTBEHHas Gopma,
KOHLIEHTpALHs B MPOLICHTaXx,
HOMEp CEpHH, CPOK F'OJIHOCTH,
TEXHOJIOTHYECKas METKa, 00BEM
B MWJUTHJIMTPAX, COCTaB,
«TeopeTnyeckas OCMOJIAPHOCT
353 MOcm/m», «CTEPUJIBHO»,
«BHYTPUBEHHOY, ycnoBus
XpaHeHu, «Jlomyckaercs
3aMOpaXHBaHHE Npenaparay,
HOMEp PEerHCTPaLHOHHOTO
YIOCTOBEPEHHS.

2) BropuuHas ynakoBka

Ha sTHkeTKe sAuKa u3
ro(hpMpoBaHHOTO KapTOHa
(OTIYCK 1O PELENTY) yKa3aHbl:
TOBApHbIH 3HaK, HAUMECHOBAHKE,
azpec, Ten./akc
NPOM3BOANTENS, TOPrOBOE C
NpexynpeauTeIbHON
MapKHpOBKOi ® 1
rpyHIMPOBOYHOE
HaWMEHOBAHMA Npenapara,
nieKkapcTBeHHas popma, 00bEM B
MUJUTHIMTPaX, KOHLIEHTpaLKs B
NPOLIEHTAaX, COCTaB,
«Teopernueckas 0CMOAPHOCTD
353 MOcm/m», «CTEPUJIBHO»,
«BHYTPUBEHHOM, ycnoBus
XpaHEHHs, YCIIOBUS OTITyCKa,
«JlomyckaeTcs 3aMOpaXHBaHHE
npenapara», HoMep
PETUCTPALIMOHHOTO
YOCTOBEPEHHS, HOMEP CEPHH,
CPOK FOTHOCTH, «XPaHHUTh B
HEJIOCTYMHOM JUlsl IETeH
Mmecte!», «[IpuMeHATh 10
Ha3HA4Y€HHUIO Bpayay»,
KOJINYECTBO KOHTEHHEPOB,
mTpuxoBoi ko EAN-13,
MaHHITY/IALUMOHHBIC 3HAKH !, H,
Tt

Hanecens! cpencrsa
HACHTU()UKALMH 1 CHCTEMBI
MOHHTOPHHIa JABHXEHHS
JIEKapCTBEHHBIX TPENapaToB.

16. YcnoBus XpaHeHHs 1 MEpBI
HPENOCTOPOXXHOCTH

B 3aMIIEHHOM OT CBETa MECTE NPH TEMNEPAType He
seime 25 °C. Jlomyckaercs 3aMOpaKHBaHUE Npenapara.

B 3amuiéHHOM OT CBETa MECTE NMpPH
Temneparype He Bbiue 25 °C.
Jlomyckaercst 3aMopa p Ta

17. Cpok ronHOCTH

5 net B OyTBUIKaX CTEK/IAHHBIX, 3 T0Ia B KOHTEHHEpaxX U3
IUIEHKA MHOTOCJIOHHOM MoHone(pHHOBOMH

3 roza B KOHTeHepax U3 IUIEHKA
MHOTOC/IOHHO#M nonnoneuHOBOK

— nelictByromiee u3nanue ['ocynapcrseHHoit @apmakonen Poccuiickoit ®enepanyu
**_ neiictByromee uznanue Esponeiickoii @apmakonen
3akmoueHue: cooTBeTCTBYET TpeboBanmsaM HII P N001048/01-290319, usm. Ne 1, uzm. Ne 2

Hara Beigauu nacnopta: 13.05.2022
3asenyromuit KAHJI
Hauansauk OKK
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