NonucaH

OBLLECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbHO

«HAYYHO-TEXHONOTUYECKAA ®APMALIEBTUYECKASA ®UPMA «MOJUCAH»
192102, Cankt-Netepbypr, yn. CanoBa, 72, Kopn.2, fUT.A,
Ten: (812) 448-22-22, e-mail: info@polysan.ru

AnanuTnueckuii nacnopt Ne 1422

[Ipenapar: IIUTO®JIABUH®, pacTBop 4151 BHyTPMBEHHOT0 BBe/IeHHUSI

Cepust: 15031222 JITI-Ne(000973)-(PT-RU)
dopma BhIIyCKa: (ammyna) 10 i x 10 (mauka kapToHHas)
Komunuectro: 2918 ym.

Jara nzrotoBnenus: 13.12.2022

JlanHbIe aHAIN3a

IToxka3zaTean

TpeGoanus JII-Ne(000973)-(PT-RU)-040722

Jannble aHaIM3A

1

2

3

1. Onncanme

ITpo3paunas XUIKOCTD KENTOTO 1{BETA
(BusyansHblii Meros, I'® PP")

[Tpo3paunas xuUAKOCTH
KENTOTO LIBETA

2. UpeHTudnkaums:

- pubodaBuHa Gocdar HATPHA CnexTp NOriommeHNs HCBITYEMOro PacTBOpa, IPUrOTOBIEHHOTO 1St CooTtaercrByer
KOJIHYECTBEHHOIO ONPENENEHHSA, NONTYYEHHBII Ha
CTIEKTPOOTOMETPE B KIOBETE C TONIMHO#M 105 10 MM B 061acTH ot
300 no 550 HM OJDKEH HMETH MaKCUMYMBI NIpH (44522) HM K py
(373+2) am (CnextpodoTomeTpus)
Ha xpomarorpamMmax HCTIBITYEMOTO PacTBOpa JODKHbI
NPUCYTCTBOBATH JBA OCHOBHBIX MHKA, COOTBETCTBYIOLIMX MO
- AHTapHas KHUCJIOTa BPEMEHAM YAEPKUBAHHA MMKAM MHO3MHA H HHKOTMHAMUAA
- MECTIOMHH (cnexTpodhoTOMETPHUECKOE NETEKTUPOBAHHE TIPH 254 HM), W ABa CootBeTcTBYyIOT
OCHOBHBIX MHKA, COOTBETCTBYIOILMX [0 BPEMEHAM YACPKNBaHHA
L (Def UL MUKaM SHTapHON KMCIOTHI U METMIOMHHA (pedpakTOMETPHYECKOE
- HHKOTHHaMH1 JIETEKTHPOBAHHNE), Ha XpPOMATOrpaMMax pacTBopa CpaBHEHHMA (a)
(B2XX)
3. IIpo3payHocThb Homxken 61T mpo3pautbim (CD PO™) IIpospauHeiii
4. pH Ot 6,0 50 7,0 (F® P®", NMOTEHUHOMETPUIECKH) 6,7
5. U3BnekaeMbliii 06bEM He Menee nomunansHoro (I'D PO 10,0
6. MexaHWYeCKHe BKIHOYEHHA
- BUIMMBIE MEXAHUYECKHE BKJTIOYEHHS JlomkeH COOTBETCTBOBATH TPEOOBAHUAM CooTtseTcTBYET

= HCBUJIUMBIC MEXAHHUUECKHUE BKIKOUCHHUA

(T® PO, Busyansnmiii)
Cpennee ancno yacTdi pasmepom 10 MkM 1 Goliee He 0DKHO

10 Mxm 1 6onee — 90

TIpCBLIIIATD 6000 B OAHOH aMnyne, a CpeaHEE YUCIO0 YaCTHIL| Ha aMmmoyny
pa3mepoM 25 MKM H Goree He IOJDKHO npebimats 600 B 0AHOM 25 mxm u Gonee — 0
aMmyne Ha ammyny
(TC'd PO, Meton 1)

7. PoncTBeHHbIE TpUMECH:

- THIIOKCAHTHH, IYaHO3HH CymmapHoe conepikanue He 6onee 3,0 % ot 0,3
HOMHHAJIBHOTO COJEPXKaHUA UHO3MHA (B3XX)

- HUKOTHHOBAs KHCJIOTa He 6onee 3,0 % oT HOMHHANBHOTO COAEPIKaHUS 0,09
HUKOTHHAMMIA (B3XKX)

- HeMIeHTHUIMpoBaHHEIe IpuMecH | CymmapHoe comepxanue He Gosee 2,0 % oT CyMMBI 0,08
IUIOLIAaJeH MHKOB HUKOTHHAMMI/IA ¥ MHO3HMHA (B3XX)

- moMHUGIaBIH He 6onee 0,20 % oT HOMHHATLHOTO COAEPKaHHUA He penoptupyercs
pubodasyuHa docdaTa HaTpUs (BIKX)

8. bakTepuanbHble SHTOTOKCHHBI IpenensHoe conepxatue He 6onee 17,5 ED/mn Menee 17,5

(T'd PO°, MeTon A)

9. CTepmwibHOCTD

JomxeH 6bITh CTEPUITBHBIM
(TP PO", meToa MemOpanHoii GpUIbTpaLmm)

CrepunbHbIf

10. KonmgecTBeHHOE OnpeesieHre

ot 0,0018 no 0,0022 r/mn Ci7H20NsNaOoP 0,0019
(pubodnaBuna dhocdara HaTpus)

(Cnexrpodoromerpus)

ot 0,090 1o 0,110 r/mn CaHsO4 0,099
(saTapHoii kucnoThl) (BOXKX)

ot 0,1485 no 0,1815 r/ma C7H17NOs 0,1641
(mermomuna) (BOXKX)

ot 0,0180 10 0,0220 r/Mn C10Hi12N4Os 0,0198
(uno3nHa) (BDXKX)

ot 0,0090 1o 0,0110 r/mn CsHsN2O 0,0099
(unkxotuHamuaa) (BOXX)

11. YmakoBka

ITo 10 Ma B aMnyJIBI KOPHYHEBOTO CTEK/IA.

Ilo 10 Mn B

ammynax

KOPHYHEBOTO CTEKIIA.
Ha amnyny nakneeHa sTukeTka
CaMOKJIEAManCs.

Ha ammyj1y HakJIeMBAIOT 3THKETKY CAMOK/IEAIIYIOCS.
Ilo 5 amMmyn NOMEWAOT B KOHTYPHYIO A4YefKOBYIO YI1aKOBKY
M3 IIIEHKH TTOJIMMEPHOH.
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KoHTypHyI0 14eHKOBYIO YIIaKOBKY TEPMOCKIIEUBAIOT C [lo 5 ammyn noMetueHsl B

NIEHKON NOKPOBHOH WK (POJIBrol AMFOMUHNEBOMH, NITH KOHTYpHYIO A4EHKOBYIO

OCTaBJIAIOT OTKPHITOHA. YN2KOBKY M3 ILICHKH

1 unu 2 KOHTYpHBIC AUEHKOBBIE YTIAKOBKH BMECTE C MOMMERECH. KoliypHar
A4yerkoBas YNaKkoBKa

JIMCTKOM-BKJ13bINIEM NIOMELIAIOT B KAPTOHHYIO MAYKy. T o) 6, [TMEHKOY

JUIst KOHTPOA TEPBOTO BCKPHITUSI GOKOBBIE KNanaHbl HAYKH NOKPOBHOI.

MOTyT OBITh 3aKJIeeHbl C ABYX CTOPOH 3TMKETKaMU M1 2 KOHTYPHBIX  AYEIiKOBBIX

TEPMOCKIICEHBI.
IMTauyky nOMELAOT B FPYNIOBYIO Tapy.

YNIaKOBKH BMECTE C JIACTKOM-
BKNAJBILIEM  MMOMEILEHB B
KApTOHHYIO NauKy.

12. MapkupoBka

Ilepsuunas ynakoska.

Ha amMmynax na caMokjesineics STHKETKE yKas3blBaloT:
TOBapPHbIH 3HAaK NMPOU3BOAMUTENS, TOPrOBOE HAUMEHOBAHHE
N€KapCTBEHHOrO Npenapara ¢ NpeaynpeauTenbHoi
MapKUpOBKoii ®, rpyNIHpOBOYHOE HAUMEHOBAHHUE
J€KapCTBEHHOro Npenapara, 00bEM B MIUNTHIIMTPAX,
COJiepKaHue ACHCTBYIOWMX BELIECTB, HOMEP CEPHH, ATy
HCTEYEHHUs CPOKA FOTHOCTH, JIEKAPCTBEHHYIO GOPMY,
JIOTTycKaeTcs HaHeceHne papMaKosa UM TEXHONOTUYECKOH
METKH.

IIpomexxkyToyHas ynaKkoBKa.

Ha donbre amoMuHHeBoH yKa3bpIBalOT: TOBApHBIi 3HAK
TIPOM3BOJIMTENA, TOPTOBOE HANMEHOBAHHE JICKAPCTBEHHOIO
Tnpernapara ¢ npeaynpeauTensHoH MapKupoBkoi ®,
IPYNIHPOBOYHOE HAUMEHOBAHHE JIEKAPCTBEHHOTO
npenapara, 00bEM B MHUTHIIMTPAX, COEPIKaHUE
JIEACTBYIOILMX BEILECTB, HOMED CEPMH, ATy NCTEUEHHA
CpOKa rOJIHOCTH, JIEKApCTBEHHYIO opMy.

BTopnuHasi ynakoBka.

Ha nauxe yka3sIBaioT: HaUMEHOBaHHE AepKaTens
PErUCTPALIMOHHOrO YIOCTOBEPEHMUS, €T0 TOBAPHBIH 3HaK,
anpec, Tened)oH, TOproBoe HaMMEHOBAHHE JIEKAPCTBEHHOTO
npernapara ¢ npeaynpeauTenbHOH MapKupoBkoil ®,
TPYNITHAPOBOYHOE HANMEHOBAHUE JIEKAPCTBEHHOTO
Mpenapara, JEKapcTBEHHYIO GopMy, 06bEM Npenapara B
MUJUTHIINTPAX, COCTAB C yKa3aHHEM HAHMEHOBAaHHSA 1
KOJN4YeCTBa ACHCTBYIOLIMX U BCTIOMOTATENbHBIX BEIIECTB,
ycioBus XpaHenus, «[[pHMEHATE 10 Ha3HAYEHHIO Bpayay,
«XpaHHTh B HENOCTYITHOM JUIS AeTelt Mecte!»,
«CTEPUJIBHO», ycnoBus oTIycka, CHOCOO MPUMEHEHHS,
HOMED CEpHUH, ZIaTy IIPOU3BOJICTBA, AaTy HCTEYESHHA CpoKa
TOJIHOCTH, KOJIMYECTBO aMITyJ B YIIAKOBKE, ITPUXOBOH KO
EAN-13, ¢apmaxon (pharmacode), rpadmueckoe

H306pa)l(CHl/lC aMITyJibl 8, TOTIOJIHUTEBHBIE HAATTUCH!

[UKTOrPaMMBI, paciii(poBKa THKTOIPaMM «.
nekapcrBeHHas popma PACTBOP V1A

BHYTPUBEHHOI'O BBEJAEHW A1», «= crnocob
NpUMEHEHUS BHYTPHBEHHO KAIIEJIBHO B

PA3BEJEHHUWN», «l l(bapMaKOTepanequecxaﬂ rpymna
JIPYTHE CPEJICTBA JUIS JIEYEHHM S 3ABOJIEBAHUI
HEPBHOI CUCTEMBbI». [lomyckaeTcs HaHeCEHHE CPEAICTR
WIOCHTHUKALMH IS CHCTEMBI MOHUTOPHHIA JBHMXKEHHSA
JI€KapCTBEHHBIX NPENApPaTOB.

NepsuuHag ynakopka.

Ha awmnynax Ha camoknesweiics
ITHKETKE YKa3aHbl: TOBAPHBIH 3HAK
NIPOU3BOMTENA, TOProBoe
HAUMEHOBaHHE JIEKAPCTBEHHOTO
npenapata ¢ MpeAyNpeTHTENBHON
MapkupoBkoH ®, rpynnuposouHoe
HaHMEHOBaHHe 1I€KapCTBEHHOTO
npenapata, 06bEM B MWLIHTHTpaXx,
copepkaHue AeHCTBYIOUIMX BEMIECTB,
HOMEP CEPHM, JaTa HCTEHEHHA CPOKa
FOOHOCTH, JiEKAapCTBEHHAA Qopma,
HaHeceH hapMakox.
ITpomexyTounan ynakoska.
Tnéxka nokpoeHas Ge3 neuartH.
Bropuunas ynakopka.

Ha nauke ykasaHbl: HaHMEHOBaHWE
Aepxarend PErHCTPALIMOHHOTO
YAOCTOBEPEHHA, €r0 TOBApHBIH 3HAK,
agpec, Tenedon, TOproBoe
HaHMEHOBaHHE JIEKAPCTBEHHOTO
Tipenaparta ¢ MpeAyTpEeaHTEbHOR
MapkHpoBKo#l ®, TIpYNNHPOBOYHOE
HaHMEHOBAHHE NIEKAPCTBEHHOTO
npemapara, fekapcTeBeHHas (opma,
o0BEM TpemapaTa B MHIUIHIIMIpAX,
COCTAB € YKA3aHHEM HAMMEHOBAHMHA U
KOJIM4ECcTPa JEHCTBYIOMHX H
BCNOMOraTeNbHBIX BEMECTD, YCNOBUA
Xp ] «lp Th no
HA3HAYEHMIO Bpaua», «XPaHWTs B
HEAOCTYNHOM JnsA  feTeit mecte!»,
«CTEPWIbHO», ycnosua oTmycKa,
Cnoco6 NMPHMEHEHHA, HOMEP CEpHH,
[aTa MPOM3BOACTBA, AAT3 HCTEHCHMA
CPOKa FOMHOCTH, KOIMHECTBO AMITYN B
ynakoske, mrpuxosod xoa EAN-13,
dapmakoa (pharmacode),
rpaduueckoe H306pakeHHE aAMITY.TBI

l, JONO/HHTETbHbIE HAIITMCH:

MKTOrPAMMBL, pacmudpoBka
NHKTOrpaMM

NeKapcTBeHHaA tdopma
PACTBOP Jis b

BHYTPMBEHHOI'O BBEJIEHHA»,

« cnocod TIPHMEHEHHS
BHYTPUBEHHO KAIEJILHO B
PA3BEILEHI/IM»,

« ' E PN

rpyrma }.'IPVI‘I/IE CPEHCTBA A
JIEYEHHUSA 3ABOJIEBAHUIN
HEPBHOW CUCTEMBI».

HaueceHn! cpeacTsa MaCHTHHKAIMH
ans CHCTEMBI MOHHTOPHHTa
JIBIDKEHUS JIEKAPCTBEHHBIX
MpEnapaTos.

13. XpaHeHnue

B 3aIMIIIEHHOM OT CBETa MECTE IPH TEMIIEPATYPE HE BHILIE
25 °C.

B sanpmnenHoMm OT cBeTa MecTe
npK Temmneparype He eoiwe 25 °C.

14. Cpok rogHoCTH

2 roga

2 roga

*. pelicTByromee uzgaHue [ocynapcteeHHoit @apmakonen Poccuiickoit Menepauun

3akumoueHue: coorBeTcTBYET TpeboBanusM JIII-Ne(000973)-(PT'-RU)-040722.

Jara Beiiaun nacnopra: 27.01.2023
3asenyrommii KAHJI
Hauansauk OKK

JlupekTop 1Mo KauecTBy

Cpoxk rogHocty jfo: 11.2024
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A. C. BnacoBa
A. H. ®époposa

C. H. Cxopuk




