WHTenneKkT Ha 3awmTte OBLUECTBO C OrPAHMYEHHOW OTBETCTBEHHOCTbIO
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AnanutH4yeckuii macnopt Ne 123
I[Tpenapar: IIUTO®JIABUH®, pacTBop 1,151 BHYyTPHBEHHOI0 BBE/ICHHS

Cepus: 1240122 P N003135/01
®opma BeITyCKa: (ammyna) 10 M x 5 (mayka kapTOHHAs)
Komuuectso: 5611 ym.

Jlata usrotoBnenus: sHBapb 2022 T.
JlanHble aHaIN3a

IToka3zaTean TpedoBanns HJ[ P N003135/01-220319, u3m. JlanHble
Ne 1, u3m. Ne 2, u3m. Ne 3, u3m. Ne 4 aHAJIN3a
1 2 3
1. Onncanue ITpo3payHast XHAKOCTB XKENTOTO LBETA ITpo3payHas KUIKOCTh
(Busyaunsnbiii Meton, ['® PO XKEITOro 11BETa

2. [ToaIMHHOCTB:

- pubonaBuHa docdar HATPHA CneKTp NOrJIOMIEHH!s UCTIBITYEMOTO PacTBOpa, CooTBercTByeET
NIPHIOTOBJIEHHOTO [ KOJIMYECTBEHHOTO ONPEAEIICHHS,

MOJTY4YEHHBIH Ha CIEKTPO(OTOMETPE B KIOBETE C TOJIIHHOM CIIOS

10 MM B o61acTi ot 300 10 550 HM IO/DKEH MMETh MAKCHMYMBI

nipH (445+2) um u npu (373£2) um (Cnekrpodoromerpus)

Ha xpoMaTorpaMmax HCIBITYEMOIO pacTBOPa IOJDKHBI

NPHCYTCTBOBATH J1Ba OCHOBHBIX IHKA, COOTBETCTBYIOIHX 10

- SIHTapHas KUCJIioTa BpPEMEHAM YJEP)>KHBAHHUA NMHKaM HHO3MHA U HUKOTHHaAMHU1a

- MEDJTIOMUH (cnekTpooTOMETPHYECKOE AETEKTUPOBAHUE TIPH 254 HM), U CoOTBETCTBYIOT

JiBa OCHOBHBIX IHKA, COOTBETCTBYIOIIMX MO BpEMEHAM

- HHO3HH YAEp>KHBAHHA IMTHKaM ﬂHTapHOﬁ KHCJIOTBI U METTIIOMHHA

- HUKOTHHAMHUJ (pedpakToMeTpHYECKOE AETEKTHPOBAHUE), HA XPOMATOrpaMMax
pactBopa cpaBHeHus (a) (BOXX)

3. ITpo3payHOCTh JlomkeH 6biTh Tpo3pa4ysbiM (IO PO®) ITpo3pauHslii

4. pH Ot 6,0 10 7,0 (T® PD’, NOTEHUMOMETPUIECKH) 6,7

5. U3Bnekaemblii 00bEM, MIT He Menee HomunanbHOro (I'd PO*) 10,0

6. MexaHnueckue BKIIOYEHHS

- BUAMMbIE MEXAHHYECKHE BKTIOYEHUS JIomKeH COOTBETCTBOBATL TPEOOBAHUAM CootBeTcTBYET
(T'® PO*, BusyanbHblit)

- HEBUJIUMBIC MEXAHHYECKHE BKITIOYECHHA Cpennee yucio yacTuil pasmMepoM 10 MkM 1 Gojiee He IOJDKHO 10 MxM u Gonee — 220
NpEBBIIIATH 6000 B OJHOM amIyne, a CpeaHEE YMCII0 YaCTHLL Ha amnyny
pa3MepoM 25 MKM H 6oiee He JOJDKHO npeBbimats 600 B 0HO#M 25 MkM H bonee — 5
amnyse (C® PO, meron 1) Ha aMmyny

7. PoncTBeHHBIE TPHMECH:

- TUIIOKCAaHTHUH, TYaHO3HH CyMMapHoe coneprxanue He 6omee 3,0 % ot 0,2
HOMMHAJIBHOTO COAEP)KaHUS MHO3MHA (BIXX)

- HUKOTMHOBAas1 KHCJIOTa He 6onee 3,0 % OoT HOMUHAIBLHOTO COJIEPXKaAHUS 0,1
HUKOTHHaMHUA (BIXKX)

- HeUICHTU(HUIIPOBAHHbBIE IPUMECH CyMMapHOe coziepkaHue 0T CyMMBI IUTomaae 0,09

MMMKOB HUKOTHHAMHIa 1 HHO3HHA HE JOJDKHO
npeBbImath 2,0 % (BIXX)

- moMu¢IaBuH He 6onee 0,20 % 0T HOMMHAJIBHOTO COAEPKAHUA 0
pubodnaBuHa docdara HaTPUs (BIKX)

8. bakTepuanbHble SHAOTOKCHHBI IIpenensHoe conepxanue He Gonee 17,5 ED/mn Menee 17,5

(TD PD*, meTon A)
9. CTepuiIbHOCTD JlomkeH OBITh CTEPUIIEHBIM CrepuibHbIi
(T® PD’, MeTon MeMOpaHHO# (uILTpaLIMH)

10. KonnuecTBEHHOE OmpenesieHne ot 0,0018 mo0 0,0022 r/ma C17H20NaNaOoP 0,0020
(pubodnaBuna pocdara HaTpus)
(Cnextpodoromerpus)
ot 0,090 o 0,110 r/mMn C4HsO4 0,100
(staTapHo# kucnotsl) (BOXKX)
ot 0,1485 10 0,1815 r/mMn C7H17NOs 0,1637
(mermomuHa) (BOXX)
ot 0,0180 mo 0,0220 r/mn C10H12N4Os 0,0197
(uHO31HA) (BRXX)
e 0,0090 40 0,0110 4 /mi CaTTN2O 0,0099

(Ko uiamnaa) (BOXX)
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11. YnakoBka

ITo 10 M1 B aMITyJ1bl KOPUYHEBOT'O CTEKIA.

Ha aMnyiy HaKkJIEMBAIOT 3THKETKY CaMOKJIESIIYIOCS.

ITo 5 ammyn noMemaroT B KOHTYPHYIO SYEHKOBYIO
YIaKOBKY U3 IIEHKU nonMMepHOit. KoHTypHYIO
SYEHKOBYIO YIIAKOBKY TEPMOCKJIEHBAIOT € ILIEHKOM
MOKPOBHO# MM ¢OJIBroi amIOMHHHUEBOM, MITH OCTABIISIOT
OTKPBITOM.

1 nnM 2 KOHTYpHBIE SYEHKOBBIE YITAKOBKH BMECTE C
WHCTPYKLHEHN M0 MPUMEHEHHUIO MOMEIAIOT B KAPTOHHYIO
Nayky.

JUi1s1 KOHTPOJIS IEPBOrO BCKPBITHS GOKOBBIE KJIaNaHb
Ma4yK{ MOTYT ObITh 3aKJIE€EHBI C ABYX CTOPOH 3THKETKaMU
WITH TEPMOCKJIEEHBI.

ITo 10 mn B ammynax
KOPHUHEBOr0 CTEKNA.

Ha amMnyny Hakneena
ITHKETKA CaMOKJIEAIAACA.
Ilo 5 amMmyn noMewIeHsI B
KOHTYPHYIO SYEHKOBYIO
YNaKOBKY M3 IUIEHKH
nonuMepHo#. KoHTypHas
AYEeHKOBas yNakoBKa
TEPMOCKJIEEHA C TUIEHKOH
TOKPOBHO#.

1 KoHTypHas A4eiikoBas
YIaKOBKa BMECTE C
HMHCTpYKLHEH Mo
NPUMEHEHHIO TIOMEIIEHA B
KapTOHHYIO NayKy.

12. MapkupoBka

1) IlepBHyHas ynakoBka

Ha ammynax Ha caMOKJIESLIEHCS STHKETKE YKa3bIBAIOT:
TOBApPHBIH 3HAK MPOU3BOJMTEJA, TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOT'O Mpemnapara ¢ NpeaynpeanTenbHOM
MapKHpoBKOH ®, 005EM B MHJUTUIIMTPAX, COAEPHKAHHE
JIEACTBYIOIIMX BEIIECTB, HOMEP CEPHH, CPOK F'OJIHOCTH,
JIEKapCTBEHHYIO (hOpMY, OMyCKaeTCs HaHECEHHE (papMakoa
WITH TEXHOJIOTHYECKOH METKH.

Ha ammynax nomyckaeTcst HATMYHE LBETHBIX KOJIELL.

2) IlpomerkyTouHasi ynaKkoBKa

Ha nnéHke NokpoBHO#H yKa3bIBalOT TOBAPHBIH 3HAK
npousBoautens. Ha onbre amoMHHNEBO# yKa3bIBAIOT:
TOBApHBIi 3HAaK MPOM3BOAMTENS, HOMEP CEPHH, CPOK TOHOCTH.
3) Bropuunas ynakoBka

Ha nauke yka3pIBalOT: HANMEHOBaHHE NPOH3BOJMTEIISA, €TI0
TOBapHBIH 3HaK, apec, Tel./(hakc, TOProBoe ¢
npeaynpeanTeNbHOH MapKHPOBKO# ® U rpyNIHpOBOYHOE
HaWMEHOBaHMA JIEKapCTBEHHOTO MPEMNapara, JE€KapCTBEHHYIO
(opmy, 06BEM NMpenapara B MULTHIIHTPAX, COCTaB, YCIOBHS
XpaHeHus, «[ [pUMEHSTh 10 HA3HAYEHUIO BPaua», «XpaHHTh B
HenocTynHoM 11 aereit Mecte!», « CTEPUJIBHO», ycnoBus
OTITyCKa, Cnoco6 NPUMEHEHHUs, HOMEP PErUCTPALIMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KOJTHYECTBO
aMITyJ1 B YIakoBKe, ITpuxoBoit kon EAN-13, dpapmakon

(pharmacode), rpadpuyeckoe H306paxkeHHe aMIyJbl M,
MUKTOrpaMMBl, paciii(ppoBKa NMUKTOrpaMM

« nekapcrBeHHas ¢popma PACTBOP JIJIA
BHYTPUBEHHOI'O BBEJIEHH I»,

« = cnoco6 npumenenns BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHW»,
.

« ™ mdpapmakorepanesTiueckas rpynna [IPOUHNE
[IPETTAPATHI JUIS JIEYEHU S 3ABOJIEBAHHUIM HEPBHOM
CUCTEMBI».

JlomyckaeTcs HAHECEHHE CPEICTB HACHTH(HKALIMM JUIS CHCTEMBI
MOHHMTOPHHTA IBKEHHMA JIEKAPCTBEHHBIX NPENapaToB.

1) INepBuyHas ynakoBxa.

Ha ammnynax Ha camoxuieseiics
ITHKETKE YKa3aHbl: TOBAPHbIi 3HAK
NPOM3BOIUTENS], TOPrOBOE
HaHMEHOBaHHe JIEKAPCTBEHHOTO
nipenapara ¢ npeaynpeanuTenbHOH
MapkupoBKoii ®, 06béM B
MHJUTHIINTPAX, CONEPXKAHHE
NIeHCTBYIOLIMX BEIECTB, HOMEp
CepHH, CPOK FOJHOCTH,
JieKapcTBeHHas popma.

2) IIpoMeXxyTOuHas yNaKoBKa.

Ha nnénke nokpoBHO# yka3aH
TOBApHbIi 3HAK MPOM3BOAHTEIA.

3) BropuuHas ynakoBka

Ha nauke yka3aHbl: HAHMEHOBaHHE
NPOM3BOIHTEJISA, €r0 TOBAPHBIH
3HaK, anpec, Ten./dakc, Topropoe ¢
npeaynpenuTeNbHOH MapKMPOBKO#
® M rpynnupoBOYHOE
HaHMEHOBaHHs JIEKAPCTBEHHOTO
npemnapara, ekapcTBeHHas popma,
00béM npenapata B MHJUTHIMTpAX,
COCTaB, YC/IOBHA XPaHEHHs,
«IIpHMEHATH NO Ha3HAYEHHIO
Bpaua», «XpaHHTb B HENOCTYTHOM
s nereit mecrely,
«CTEPUJIbHO», ycnosus
OTIyCKa, CrIocob NpHMEHeHHs,
HOMep CEpHH, CPOK NOJIHOCTH,
KOJIHYECTBO aMITyJl B YNaKOBKE,
wrpHxoBoi kox EAN-13,
dapmakon (pharmacode),
rpaguueckoe n3obpaxenue

amnysl 8, THKTOrpaMMBbL,
paciunppoBKa MMKTOrPaMM

« JNexapcTBeHHas popma
PACTBOP JUIA
BHYTPUBEHHOI'O
BBEJIEHU S,

« : cnoco6 NPUMEHEHHA
BHYTPUBEHHO KAIIEJIbHO B
PA}E}EZIEH]/H/[»,

« % & papMaKoTepaneBTHYEeCKas
rpynna [TIPOUME ITPEITAPATBI
JIJLs1 JIEYEHUS
3ABOJIEBAHHIA HEPBHOM
CHUCTEMBbI».

Hanecenue cpenctso
HAEHTHOHKALMH JUIS CHCTEMBI
MOHHTOPHHIa IBHXKCHUS
JIEKapCTBEHHBIX NpPENapaToB.

13. Xpanenue

B 3amMIineHHOM OT CBeTa MeCTe NPH TeMIepaType He
Bele 25 °C.

B 3ammmeHHoM OT cBeTa
MecTe TpH TeMIeparype He
Boie 25 °C.

14. Cpok roqHOCTH

2 roza

2 roga

*- neiicTByroiiee uznanue ['ocynapcreenHoii @apmakonen Poccuiickoii @enepaniu

3aimouenue: coorBeTcTByeT TpeboBanusM HJ[ P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,

u3M. Ne 3, u3m. Ne 4
[Hara Beigauu nacnopra: 05.03.2022

Rarenymimyii KAwT

Hayansauk OKK

/ IUpeKTop 10 Ka4ecTBY

Cpok rogaoctu no: 01 2024
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