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HTennexkT Ha sawmre

® NOJIUCOH

AnajauTndecknii nacnopt Ne 700

OBLLECTBO C OFPAHMYEHHOM OTBETCTBEHHOCTbIO

«HAYYHO-TEXHO/IOTMYECKAA ®APMALIEBTUYECKAS ®UPMA «MOJIMCAH»

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

Ilpenapar: HIUTODPJIABUH®, pacTBop A/t BHYyTPHBEHHOI 0 BBEIeHHUS

Cepus: 660622 P N003135/01
®opma BBITYCKA: (ammyna) 10 M x 10 (mauka kapToHHas)
KonuuectBo: 11810 ym.
Jata usroroBnenus: 06.06.2022
JlaHHbIe aHAIH3A
IMToka3aTein Tpe6oBanus HJ{ P N003135/01-220319, u3m. JlanHbie
Ne 1, uam. Ne 2, uam. Ne 3, uam. Ne 4 aHaJIH3a
1 2 3

1. Omucanue

IIpo3paunas >KUIAKOCTh XKEITOTO IIBETA
(Busyanbnsiii MeTon, I'® PO")

IIpo3paunas XKUIKOCTH
KENTOro 1BeTa

2. ITogmMHHOCTB:
- pubodnaBuna dpocdat HaTpus

- ASHTapHas KUCJIOTa
- METJIFOMWH

- HHO3UH

- HUKOTHHaAMHU

CnexTp NMOIJIOMEHHs HCIIBITYEMOrO PacTBopa,
MPUTOTOBJIEHHOTO JUIS KOJIMYECTBEHHOTO ONPEAENICHHUS,
MOJIYYEHHBIH Ha CIEKTPO(OTOMETPE B KIOBETE C TOJILMHOM CJIOs
10 MM B 06nacTv o1 300 10 550 HM JOJDKEH HMETh MAKCHMYyMBbI
npu (445+2) uM 1 npu (373+2) uM (CriektpodoTomeTpus)

Ha XxpomaTorpaMmax HCIIBITYEMOrO pacTBOpa JA0JDKHBI
NPHCYTCTBOBATH /IBA OCHOBHBIX ITHKA, COOTBETCTBYIOLIMX 0
BPEMEHAM y/IEpPXKHUBaHHA NIMKaM HHO3MHA U HHKOTHHAMHU A
(cnexTpodoTOMETPUIECKOE JETEKTHPOBAHKE NPH 254 HM), H
ZiBa OCHOBHBIX ITHKa, COOTBETCTBYIOMMUX MO BPEMEHAM
YAEP)KUBAHHUS NIUKAM AHTapHOM KMCIIOTHI U METJIIOMUHA
(pedpaKTOMETPHUECKOE IETEKTHPOBAHKE), HA XPOMATOrPaMMax
pacTBopa cpasHenwus (a) (BOXKX)

CootBercTByeT

CooTBeTCTBYIOT

3. Ilpo3payHOCTb

JomxkeH 6bITh npo3payneiM (P PD®)

ITpo3pauHslii

4. pH Ot 6,0 10 7,0 (T'® PO*, n0TEHUMOMETPHYECKH) 6,7
5. U3Bnekaemblit 00BEM, M He menee Homunansaoro (FP PP") 10,0
6. MexaHn4eckue BKIIIOYEHUS
Jlo/mkeH COOTBETCTBOBATh TPEOOBAHUAM CootBercTBYET

- BUIUMBIC MEXAHHUYCCKHE BKIIIOUEHHUA

- HEBUUMBIE MEXAHUYCCKHE BKIIIOUEHUS

(T'® PD*, BusyanbHslii)
Cpennee uncio yactu pasmepom 10 Mkm 1 6onee He JIODKHO

10 MM U 6onee — 306

npesbimare 6000 B 01HO# amITysie, a CpeHee YMCIIO YaCTHIL Ha aMIyJny
pasmepoMm 25 MkM U GoJiee He JOIDKHO mpeBbimats 600 B 0HOM 25 mMkm H Gonee — 5
amnyse (T® PO, meton 1) Ha amIyny

7. PoncTBeHHBIE IPUMECH:

- TUIIOKCAHTHH, TyaHO3HWH CymmapHoe conepxanue He 6onee 3,0 % ot 0,5
HOMHHAJIbHOTO COJEP)KaHUs NHO3UHA (BIXX)

- HUKOTHHOBAs KHCJIOTa He 6onee 3,0 % OT HOMHHATILHOTO COAEPXKAHUS 0,2
HUKOTHHAMHU A (BIXKX)

- HEMIEHTU(UIIMPOBAHHbIE IIPUMECH CyMMapHoe coziep>kaHie OT CyMMBI TLIoIanei 0,06
TMKOB HUKOTUHAMUAa U HUHO3WHA HE JOJHKHO
npeBbimath 2,0 % (B3XX)

- moMUQIaBUH He 6onee 0,20 % OT HOMHHAILHOTO COEPIKAHMS 0
pubodaasuHa dpocdara HATPHUS (BIKX)

8. bakTepuabHbIE HIOTOKCHHBI IIpenensHoe conepxanue He 6onee 17,5 ED/Ma Mesnee 17,5

(T D PD’, mem0n A)
9. CtrepunpHOCTh JlomkeH OBITh CTEPHIIBHBIM CrepunbHslii
(T® PO", MeTon MeM6paHHO# GHIBTpALMK)

10. KonnyecTBeHHOE OmpeeieHHre ot 0,0018 m0 0,0022 r/m1 C17H20N4NaOoP 0,0019
(pubodnauna dpocdara Harpus)
(Cniextpodoromerpus)
ot 0,090 mo 0,110 r/mi C4HsO4 0,100
(saHTapHoO# kucnoTh) (BDXKX)
or 0,1485 no 0,1815 r/mn C7H17NOs 0,1639
(MermomuHa) (BOXX)
ot 0,0180 mo 0,0220 r/mi C10H12N4Os 0,0198
(uHO3UHa) (BOXX)
ot 0,0090 1o 0,0110 r/mn CsHsN2O 0,0100
(aukotHHaMuzaa) (BOXX)
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11. YmakoBka

ITo 10 M1 B aMITy 16l KODHYHEBOTO CTEKJIA.

Ha aMnyry Hak/IEHBaIOT 3TUKETKY CaMOKJIESLIYIOCS.

Ilo 5 ammys NOMeWAOT B KOHTYPHYIO SYEHKOBYIO
YNaKOBKY M3 IUIEHKU NoauMepHOH. KoHTypHyI0
SIYEHKOBYIO YITaKOBKY TEPMOCKJIEMBAIOT C IJIEHKOH
MOKPOBHO# MM (ONBroit alfOMUHHUEBOM, UK OCTaBIISIOT
OTKpPBITOM.

1 nnu 2 KOHTYpHBIE SYEHKOBBIE YTIAKOBKH BMECTE C
HHCTPYKLHMEH N0 MPUMEHEHHIO OMEIAIOT B KAPTOHHYIO
nayky.

J11s KOHTPOJIs NEPBOTO BCKPBITHSI OOKOBbIE KJ1anaHbl
MaYyKX MOTYT ObITh 3aKJIECHBI € IBYX CTOPOH 3TUKETKaMH
WJIH TEPMOCKJIEEHBL.

Tlo 10 ma B ammynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny nakneena
ITHKETKA CaMOKJIESIIAACH.
Ilo 5 aMnyn noMeineHs! B
KOHTYPHYIO SUEHKOBYIO
YNAaKOBKY M3 IJIEHKH
nonumMepnoii. Kontypnas
AYeHKOBasA ynakoBKa
TEPMOCKJIEEHA C TUIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX TYEHKOBBIX
YNIAaKOBKH BMECTE C
WHCTPYKLMEH N0
NPUMEHEHHIO MOMEILEHbI B
KapTOHHYIO NayKy.

12. MapkupoBka

1) IlepBHyHas ynakoBKa

Ha ammynax Ha caMOKJIEAIEHCs ITHKETKE YKa3bIBAIOT:
TOBApHBIi 3HAK MPOH3BOMTEJISA, TOPTOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Npernaparta ¢ MpeaynpeanTebHOH
MapKHpOBKOH ®, 005¢M B MUJUTHIIUTPAX, COAEPHKAHHE
JIEHCTBYIONIMX BELIECTB, HOMEP CEPHH, CPOK FOHOCTH,
NIEKapCTBEHHYIO (hOpMYy, OMyCKaeTcsl HaHeceHHe (apmakoza
WIIH TEXHOJIOTHYECKOH METKH.

Ha ammynax JomyckaeTcst HaTHYHe LIBETHBIX KOJIELL.

2) IIpomexyTouHasi ynakoBKa

Ha nnénke nokpoBHOIi yka3bIBalOT TOBApHbIi 3HAK
npousBoautens. Ha donbre amoMHHHEBOH yKa3bIBAIOT:
TOBApPHBIH 3HaK NIPOM3BOJHTENA, HOMEP CEPHH, CPOK TOAHOCTH.
3) Bropuunasi ynakoBka

Ha nayke yka3bIBalOT: HAUMEHOBAHHE MPOU3BOAMTEIA, €0
TOBApHBIi 3HaK, azpec, TeJl./(akc, TOpropoe ¢
MpeaynpeIuTeNsHON MApKUPOBKOH ® U rpynnupoBOYHOE
HAUMEHOBAHMUA JIEKAPCTBEHHOTO MpEMNapara, JeKapCTBEHHYIO
(opMy, 00bEM npenapara B MWUTHIIMTPAX, COCTaB, YCIOBHS
XpaHeHHs, «[IpUMEHATH N0 HA3HAYEHHIO Bpauay», «XpaHHUTh B
HeJocTynmHoM 11 aereit Mecte!», «CTEPUJIBHOY, ycnoBus
OTITyCKa, C1I0CO0 MPUMEHEHHUS, HOMEP PETHCTPALIMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KOJIHYECTBO
aMIyJ1 B yakoBKe, ITpuxoBoi kox EAN-13, papmakon

(pharmacode), rpadudeckoe H3o6pakeHue aMmyansl M,
MHKTOrpamMMBl, paciuu(poBKa MUKTOrpaMM

«. nexapctBeHHas popma PACTBOP JIJIA
BHYTPHBEHHOI'O BBEJIEHH1»,

« : cnoco6 npumenennss BHYTPUBEHHO KAIIEJIBHO B
PA3BEJIEHHH»,
.n

« % shapmakorepaneTiyeckas rpynna [IPOUYHUE
TTPETTAPATHI J1J151 JIEYEHUS 3ABOJIEBAHWI HEPBHOM
CUCTEMBI».

JlonycKaeTcst HAHECEHHE CPEACTB MACHTH(GHKALMU ISt CHCTEMBI
MOHHTOPHHIA ABH)KEHHUS JIEKAPCTBEHHBIX NPENapaToB.

1) INepBuunas ynakoBka.
Ha amnynax Ha camokJieseiics
ITHKETKE yKa3aHbl: TOBAPHBIii 3HaK
NPOM3BOMIMTES, TOPrOBOE
HaHWMEHOBaHHE JIEKapCTBEHHOIO
npenapara ¢ npenynpeauTeNbHOH
MapkupoBkoii ®, 00béM B
MHJUTHIINTPAX, CONlepXKaHHe
ZIeHiCTBYIOIIHX BELIECTB, HOMEP
CEpHH, CPOK NOIHOCTH,
JiekapcTBeHHas popma.
2) IIpoMesxyTOuHas ynakoBKa.
Ha niénke noxpoBHOii ykazaH
TOBApHbIi 3HAK NPOH3BOAMTEA.
3) BropuHas ynakoska
Ha nauxke yka3aHbl: HAHMEHOBaHHE
p DUTEJIS, ero
3HaK, azipec, TeJ./(pakc, ToproBoe ¢
NpeaynpeanTeIbHOH MapKHPOBKOH
® u rpynnupoBoYHoOe
HaNMEHOBaHMsl JIEKAPCTBEHHOTO
npenapara, JlekapcTBeHHas (opma,
00b€M npenapaTa B MUJUTHINTPAX,
COCTaB, YCIOBHA XPAHEHH,
«TIpHMEHATB MO Ha3HAYEHHIO
Bpaua», «XpaHHTb B HEIOCTYITHOM
Juis neteii Mecre!»,
«CTEPUJIbHO», ycnosus
OTIyCKa, CI0CO0 NPUMEHEHHS,
HOMep CepHH, CPOK I'OJIHOCTH,
KOJINYECTBO aMITyJT B yTaKOBKE,
wpuxoBoii kox EAN-13,
apmakon (pharmacode),
rpaduueckoe n3obpaxenue

ammnynbl i NIHKTOrPaMMBI,
pacundpoBKa MUKTOrpaMm

« JieKapcTBeHHas popma
PACTBOP JIJIS
BHYTPUBEHHOI'O
BBEJEHH»,

« : cnoco6 NPUMEHEHUSA
BHYTPUBEHHO KAIIEJIbHO B
PA3BEJIEHHMW»,

« : :cpapmamrepanesmqecxan
rpynna [IPOYME ITPETTAPATBI
JIJ1S1 JIEYEHUS
3ABOJIEBAHHMI1 HEPBHOM
CUCTEMBI».

Hauecenue cpencrso
mxemmbuxauuﬂ AN CUCTEMbBI
MOHHUTOPHHIa ABHXXEHHUA
JIEKapCTBEHHBIX NpPENnapaTos.

13. Xpanenue

B 3aiuiieHHOM OT CBeTa MECTE NP TEMIIEpPAType He
Bbiuie 28 °C.

B 3amuimjeHHOM OT CcBeTa
MPCTP TIDM  TEMTIEDATYDE  HE
Boiue 25 °C.

14. Cpok rogjHOCTH

2 roga

2 roga

*- neiicTBytomee usnanue I'ocynapcreennoit ®@apmakonen Poccuiickoit @eneparyu

3axmouenue: cooTBeTcTByeT TpeboBanusm HJI P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,
m3M. Ne 3, u3Mm. Ne 4

Jara Beinauu nacnopra: 01.08.2022 Cpoxk rogHoctH 10: 06 2024

3aBenyromuit KAHJI A. C. BnacoBa

Ha/‘IaJ'ILHI/IK OKK A. . ®&noposa

JlpekTop no KauecTBy C. H. Cxopuk
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