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1. Onucanue

TTpo3pavHas KHUIKOCTb KENTOTO LIBETA
(Busyanbhbiii Meton, I'® PO

IIpo3padHast *HIKOCTH
XENTOro 1BETa

2. ITonTuHHOCTH:
- pubodnaBuHa pocdar HaTpus

- SHTapHas KHUCJI0Ta
- METJIIOMHH

- HHO3UH

- HHKOTHHaAMHU ]

CrnieKTp NOTIIOMEHHUS HCTIBITYEMOrO PacTBOpa,
NPUTOTOBJIEHHOTO ISl KOJIMYECTBEHHOTO ONpeEeICHH S,
TIOJTYMEHHBIH Ha CIEKTPO(GOTOMETPE B KIOBETE € TOILIMHOM CII0S
10 MM B o671acTH o1 300 10 550 HM JO/DKEH MMETh MAKCHMYMBI
npy (445+2) um 1 ipu (373+2) oM (CrektpodoTomeTpus)

Ha xpomarorpaMmax HCIIBITYEMOTO PacTBOpa JOJDKHBI
NPUCYTCTBOBATh 1B OCHOBHBIX MIUKA, COOTBETCTBYIOLIMX 110
BPEMEHAM yZIEp)KMBaHHsA NMHKaM HHO3HHA U HUKOTHHAMM/IA
(cnekTpooTOMETpHYECKOE NETEKTUPOBAHKE NPH 254 HM), U
JIBa OCHOBHBIX IIMKa, COOTBETCTBYIOLIUX 110 BpEMEHAM
YAEPKUBaHHS NTHKAM STHTAPHOMN KHUCJIOTHI K METIIOMHUHA
(pedpakTOMETPHUECKOE AETEKTHPOBAHHUE), HA XPOMATOrPaMMax
pacTBopa cpaBHeHus () (BOXX)

CootBeTcTBYET

CoOTBETCTBYIOT

3. Ilpo3pauHocTh

HomxkeH 6biTh mpo3paynbiM (TP PO®)

ITpo3pauHslit

= BUIUMBIC MEXaHHYCCKHE BKIIHOYCHHA

- HEBUIUMBIE MEXAHMYECKHE BKIIIOYEHHUA

(T'® Pd*, BusyanbHslif)
Cpennee uncno yactui pazsmepoM 10 MkM U GoJiee He JTOJDKHO

4. pH Ot 6,0 o 7,0 ([® P®’, noTeHIMOMETPUIECKH) 6,8
5. U3Bnekaempblit 00bEM, M He menee HomunansHoro (I'd PD") 10,0
6. MexaHuueckue BKITIOUEHHS
JlommKeH COOTBETCTBOBATH TPEOOBAHUAM CootBeTcTBYET

10 MkM u Gornee — 53

npesblate 6000 B 0HOM aMITylle, a CpeHee YHUCIIO YACTHIL Ha aMITyJry
pasMepoM 25 MKM H 6oJiee He J0JDKHO npeBbimats 600 B 01HOM 25 MxM 1 6onee — 3
amnyie (C® PO’ meton 1) Ha ammny1y

7. PoncTBEeHHbIE IPUMECH:

- THIIOKCAHTHH, TyaHO3UH CymmMmapHoe conepxaHue He 6onee 3,0 % ot 0,4
HOMHMHAJIBHOTO COAEPKaHUS UHO3WHA (BIXX)

- HAKOTHHOBAS KHUCJIOTa He Gonee 3,0 % oT HOMHHANIBLHOTO CONEPIKAHHS 0,1
HUKOTHHAMUA (BIXX)

- HEMJIEHTU(ULIUPOBAHHbIE PUMECH CymmMmapHoe cofiepxkaHHe OT CyMMBI ILIOLIaze 0,06
MMKOB HUKOTUHAMHU/1a U UHO3MHA HE JOJDKHO
npessiaTh 2,0 % (BIXX)

- moMudIaBUH He 6onee 0,20 % OT HOMHHAIBHOTO CONEPHKAHUS 0
pubodnaBuHa doctara HaTpHs (BIKX)

8. bakTepuaibHBIE SHIOTOKCHHBI [Ipenensnoe conepsxanne He Gonee 17,5 EQ/ma Menee 17.5

(T® PO*, meron A)
9. CTepWiIbHOCTH Jlo/mkeH OBITh CTEPUIIEHBIM CTepuibHbIi
(I'D PO’, Meton MemMOpaHHOIM GHIETpari)

10. KonuuecTBeHHOE onpeieieHue ot 0,0018 m0 0,0022 r/mn C17H20N4sNaOoP 0,0019
(puGodnaBuna hocdara HaTpua)
(Cniexrpodoromerpust)
ot 0,090 10 0,110 r/mn C4HeO4 0,100
(sHTapHO# KUcnoThl) (BOXX)
ot 0,1485 no 0,1815 r/mMan C7H17NOs 0,1653
(mermomuna) (BOXX)
ot 0,0180 mo 0,0220 r/mi C10Hi2N4Os 0,0198
(nHO3MHa) (BOXX)
ot 0,0090 10 0,0110 r/mMn CsHsN20O 0,0100
(auxotuHamiaa) (BOXKX)
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11. YnakoBka

ITo 10 M1 B amITyJIbl KOPUUHEBOTO CTEKJIA.

Ha aMmyry HakJIEMBalOT 3THKETKY CaMOKJIESIIYIOCS.

[lo 5 amMmyn NoMeIalOT B KOHTYPHYIO SIYEHKOBYIO
YNaKOBKY U3 IUIEHKU MONMMepHOH. KoHTypHYIO
SYEHKOBYIO YIIAKOBKY TEPMOCKJIEUBAIOT C IJIEHKOH
MOKPOBHO MM (oNIBroi amOMUHHEBOH, WIIH OCTABIISIOT
OTKDBITOM.

1 unu 2 KOHTYpHBIE STYEHKOBBIE YITAKOBKH BMECTE C
MHCTPYKLHEH [0 NPUMEHEHHIO TIOMEILAIOT B KADTOHHYIO
navky.

JUsi KOHTPOJIs IEPBOTO BCKPBLITHSI GOKOBBIE KJ1amaHbl
Mayky MOTYT ObITh 3aKJIEEHBI C IByX CTOPOH ITHKETKaMH
WJIM TEPMOCKJIEEHBIL.

TIo 10, mn1 B amnynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny Hakneena
ITHKETKA CAMOKJIESAIIAACA.
ITlo 5 ammyn nomemeHs! B
KOHTYPHYIO UEHKOBYIO
YNaKOBKY M3 IUIEHKH
nonuMepHor. KonTyphas
sYeHKOBas yMakoBKa
TEPMOCKJIEEHA C TUIEHKOH
TIOKPOBHOM.

2 KOHTYDHBIX S4EHKOBBIX
YMaKOBKH BMECTE C
HHCTPYKLHEH no
NPUMEHEHHIO MOMELIEHBI B
KapTOHHYIO MAuKy.

12. MapkupoBKa

1) IlepBu4Has ynakoBka

Ha ammynax Ha caMOKJIesIencs 3TUKETKE yKa3bIBalOT:
TOBapHBIH 3HaK NPOU3BOAUTENS, TOPrOBOE HANMEHOBAHHE
JIeKapCTBEHHOTO Mpernapara ¢ npeaynpeauTenbHOH
MapKupoBKoii ®, 00bEM B MHJUTMIIMTPAX, COAEPKAaHHE
JIEHCTBYIOMIMX BEILECTB, HOMEP CEPHH, CPOK T'OHOCTH,
JIeKapCTBEHHYIO (OpMY, JAOMyCKaeTcs HaHeceHHe dapMmakona
WITH TEXHOJIOTHYECKOH METKH.

Ha ammynax pomyckaercst HaTMYHe LBETHBIX KOJIELL.

2) IIpomMeskyTo4HAsi yNIAKOBKA

Ha nnéHke NoKpOBHOM yKa3bpIBalOT TOBAPHBIN 3HAK
npousBoautend. Ha donbre amoMuHHEBO#H yKa3bIBaIOT:
TOBapHBI# 3HaK NPOM3BOAUTEIIS, HOMEP CEPHHU, CPOK FOJHOCTH.
3) BropuuHas ynakoBKa

Ha nauke yka3pIBalOT: HAMMEHOBAHHE NPOU3BOJUTE]S, EM0
TOBApHBI 3HAK, aapec, Tel./(akc, Toprosoe ¢
NpeAyNpeanTENbHOM MapKUPOBKOi ® U rpyNIHUpoOBOYHOE
HaWMEHOBAHHUA JIEKAPCTBEHHOTO Npenapara, JIEKapCTBEHHYIO
(popmy, 06BEM npenapara B MUUTHIIMTPAX, COCTaB, YCIOBHS
xpaHeHus, «[ [pUMEHATH N0 Ha3HAYEHHIO Bpaya», «XpaHHUTh B
HepoctynHoM s jaeteit Mecte!», « CTEPUJIBHO», ycnoBus
OTITycKa, crioco® MPHUMEHEHH, HOMEP PErHCTPALMOHHOTO
YIOCTOBEPEHHUS, HOMEP CEPHH, CPOK I'OHOCTH, KOJIMYECTBO
aMmyJ B ynakoBke, mTpuxoBoii kog EAN-13, papmakon

(pharmacode), rpaduueckoe n3obpaxkeHre aMmyisi &,
MHKTOrPaMMBl, pacii(poBKa MHKTOrpaMM

« nekapctBeHHas ¢popma PACTBOP J1JIA
BHYTPUBEHHOI'O BBEJIEHH1»,

« = crnioco6 npumenenns BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHHW»,
e

« % shapmakorepanepTHieckas rpynna [IPOUHUE
TIPEIIAPATHI JIJIs1 JIEYEHUSA 3ABOJIEBAHUI HEPBHOM
CUCTEMBI».

JlomyckaeTcsi HAHECEHHE CPEICTB HACHTU(HKALIMHN 11 CUCTEMBI
MOHHTOPHHIa JIBWKEHHUSA JI€KAPCTBEHHBIX IPENapaToB.

1) IlepBuunas ynakoBka.

Ha ammynax Ha camoknesiesics
ITHKETKE YKa3aHbI: TOBAPHbIii 3HAK
NPOH3BO/IMTEJIA, TOPrOBOE
HaHMEHOBaHHe JIEKapPCTBEHHOTO
npenapara ¢ npeaynpeanTeNbHOH
MapkupoBKoii ®, 06bEM B
MHJUTHIINTPAX, CONEPXKaHHe
NEHCTBYIOLIMX BELIECTB, HOMEP
CepHH, CPOK TOTHOCTH,
JleKapcTBeHHas popma.

2) INpoMexyTO4Has ynakoBKa.

Ha nnénke nokpoBHO# yka3zaH
TOBapHbIH 3HaK NPOM3BOAMTEJNA,
3) BropuyHas ynakoska

Ha nauke yka3aHbl: HANMEHOBaHHE
NPOM3BOJMTEIIA, €10 TOBAPHBIH
3HaK, azpec, Tel./(akc, Toprosoe ¢
TpenynpeanTeNbHOR MapKHPOBKO#H
® ¥ rpynnupoBOYHOE
HaHMEHOBAHHA JIEKAPCTBEHHOTO
npenapara, JiekapcTBeHHas popma,
00béM nmpenapaTa B MUJLTHIIHTPAX,
COCTaB, yC/IOBHS XPaHEHHs,
«TIpHMEHSATD N0 HA3HAYEHHIO
Bpayay, «XpaHHUTb B HENOCTYITHOM
Iuist fereit mecre!y,
«CTEPWJIBHO», ycnosus
oTmnycKa, Cnocod NpHMeHeHHs,
HOMEp CEpHH, CPOK TOIHOCTH,
KOJIMYECTBO aMITyJl B YIaKOBKE,
wrpuxoBoii kon EAN-13,
(apmakon (pharmacode),
rpaduyeckoe n3obpakeHue

ammnysibl &, MUKTOrpaMMBL,
paciHdpoBKa MUKTOrpamMm

« nekapcTBeHHast hopma
PACTBOP U114
BHYTPUBEHHOI'O
BBEJEHW S,

« = cnocob npuMeHeHus
BHYTPUBEHHO KAIIEJIbHO B
PASEEI[EHPH/I»,

« . (apmakoTepaneBTHYECKas
rpynna ITPOYME ITPEITAPATBI
JULS JIEYEHUS
3ABOJIEBAHUM HEPBHOM
CHUCTEMBI».

Hanecenne cpencrso
MAEHTHOUKALMH 1A CHCTEMbI
MOHHTOPHHIa JBIKEHH
JIeKaPCTBEHHbIX MPENapaToB.

13. XpaHeHue

B 3amuineHHoOM OT cBeTa MeCTe MpU TeMIepaType He
Beie 25 °C.

B zammmenHoM OT cBeTa
MeCTE€ INpH TEMIepaTtype He
Boie 25 °C.

14. Cpok rogHoCTH

2 rona

2 rona

*- nefictByromee uznanue I'ocynapctBenHoii ®apmakonen Poccuiickoit denepanuu
3akmovenue: cooTBeTcTBYeT TpeboBanusm HJI P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,
u3M. Ne 3, u3m. Ne 4

Hara Beigaun nacnopra: 01.07.2022 Cpok rogaocty 10: 05 2024

3asenyroumiit KAHJI A. C. BnacoBa
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TTApEXTOD IO KAYECTRY
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