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1. Onncanue

ITpo3payHas KHUAKOCT KENTOrO 1IBETa
(BuzyanbHeiii Meroa, [P PO")

IIpo3pauHas HUIKOCTH
KENTOrO LBETA

2. ITomJIMHHOCTS:

- pubodnasuna pocdar HaTpus CreKTp NorJoweH s HCTBITYEMOTO PacTBopa, CooTBeTCTBYET
MPUTOTOBJIEHHOTO VISl KOJMYECTBEHHOTO OMNpPEAENIEHHUS,
TNOJTy4EHHBIH Ha CIEKTPO(GOTOMETPE B KIOBETE C TOIMHOM €O
10 MM B o61actu ot 300 10 550 HM HO/DKEH HMETH MAKCHMYMBI
npu (445+2) um 1 nipu (373+2) um (CriextpodoTomeTpus)
Ha xpomaTorpaMMax HCIBITYEMOrO PacTBOPa AOIDKHBI
NPHCYTCTBOBATh J1BA OCHOBHBIX IHKA, COOTBETCTBYIONIMX 110
- IHTapHasA KACJIOTa BPEMCHAM YJI€P)KMBAHHA MMKaM MHO3WMHA U HUKOTMHAMHUJ1a
- MELUIFOMUH (cnekTpoOTOMETPHUECKOE AETEKTHPOBAHKE NpH 254 HM), U CO0O0TBETCTBYIOT
JIBa OCHOBHBIX ITHKA, COOTBETCTBYIOLIUX 10 BPEMEHAM
~HHOIWH YAEPXKUBAHHS NTHKAM SHTAPHON KHMCJIOTHI U METTTIOMHMHA
- HUKOTUHaMUJ (pedpakTOMETPHYECKOE AETEKTUPOBAHHME), HA XPOMATOrPaMMaXx
pacTBopa cpaHenus (a) (BOXX)
3. Ilpo3pavHocTb JosmxeH 6b1Th npo3paydbiM (I POY) ITpo3paunsblit
4. pH Ot 6,0 10 7,0 ('@ PO, noTeHIMOMETPUIECKH) 6,7
5. U3Bnekaemblii 00bEM, M He menee HomunansHoro ([D PO*) 10,0
6. MexaHnueckue BKIIOYEHHUS
- BUJIMMBIE MEXAHHYECKHE BKIIOYEHHS JlomikeH COOTBETCTBOBATH TPEOOBAHUAM CooTBeTcTBYET

= HCBUAHUMBIC MEXAHHYCCKHE BKIHOYCHUA

(T® PD*, BusyanbHblii)
CpenHee 4HCII0 YacTULL pa3MepoM 10 MKM H 6oJiee He I0DKHO

10 MxM u Gonee — 387

npesbimate 6000 B 01HO# amITyJie, a CpeiHee YHCIIO YaCTHIL Ha aMmITyry
pasMepoM 25 MkM H Goniee He J0/DKHO mpeBbimatk 600 B 0HOM 25 MkM u bonee — 5
amnyse (T® PO*, meton 1) Ha amIyJy

7. PoncTBEeHHbIE IPUMECH:

- TUIIOKCAHTHH, IYaHO3HH CyMmmapHoe conepxanue He 6omee 3,0 % ot 0,4
HOMMHAJIBHOTO COJEpXaHUsi NHO3HMHA (BIXX)

- HUKOTUHOBAs KUCJIOTA He Gonee 3,0 % oT HOMHHAJIBHOTO COZIEPXKAHKS 0,1
HUKOTHHaMHJa (BIXKX)

- HEMJEHTH()ULUPOBaHHBIE IPUMECH CyMMapHoe coiepXkaHde OT CyMMBI ILIOLIae
MMKOB HUKOTHHAMU/Ia ¥ HHO3WHA HE TOJKHO 0,2
npeBbimath 2,0 % (B3XKX)

- moMu(IaBUH He 6onee 0,20 % OT HOMHHAIBHOTO COAEPKAHHUS 0
pubodnasuHa pocdarta HATPUs (BIKX)

8. BakTepuaibHbie SHIOTOKCHHBI IIpenensHoe conepxanue He Gonee 17,5 ED/mn Memnee 17,5

(T® PO*, meTon A)

9. CTepunbHOCTD

JlomkeH ObITh CTEPUIIbHBIM
T® PO’, MeTo] MEMOPAHHOM (hHIIBTPALAH
% P

CrepuibHbIif

10. KonnyecTBeHHOE OnpeesieHIe ot 0,0018 mo 0,0022 r/mu Ci17H20N4sNaQsP 0,0019
(pubodnasuna pocdara Harpus)
(Cnexrpodotomerpus)
ot 0,090 o0 0,110 r/mi C4HeO4 0,101
(sHTapHo# kucnotsl) (BOXX)
ot 0,1485 no 0,1815 r/ma C7H17NOs 0,1664
(MermoMuHa) (BOXKX)
ot 0,0180 mo 0,0220 r/mi CioH12N4Os 0,0199
(nHO3UHa) (BDXKX)
ot 0,0090 mo 0,0110 r/mn CsHsN2O 0,0100

(HuKoTHHaMHIA) (BRXKX)
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11. YmakoBka

ITo 10 Mn B amI1yJibl KOpDUYHEBOTO CTEKJIA.

Ha amMnyny Hak1eMBaIOT 3THKETKY CaMOKJIESIIYIOCS.

ITo 5 ammyJ MOMeImAOT B KOHTYPHYIO S4E€HKOBYIO
YNaKOBKY M3 IUIEHKH noauMepHoH. KoHTypHyio
S4YEHKOBYIO YITAKOBKY TEPMOCKJIEUBAIOT C IJIEHKOM
MOKPOBHOM WK ¢OBroii AIFOMUHUEBOM, MIIM OCTaBJISIOT
OTKPBITOM.

1 uM 2 KOHTYpHBIE SYEHKOBBIE YTIAKOBKH BMECTE C
WHCTPYKLMEH 10 NPUMEHEHHUIO OMEIAIOT B KAPTOHHYIO
nayky.

J11si KOHTPOJISt IEPBOTO BCKPLITHs GOKOBBIE KJ1anaHbl
MaykK¥ MOTYT ObITh 3aKJIEEHBI C IByX CTOPOH ITHKETKAMH
W TEPMOCKJICEHBI.

Ilo 10 mMn B amnynax
KOPHMIICDOTrO OTCIUIN.

Ha amnyny HakneeHa
ITHKETKA CAaMOKJIEAIIAACH.
Mo 5 amnyn nomelLeHs! B
KOHTYPHYIO YEHKOBYIO
YNaKOBKY M3 IUIEHKH
nommepHoi. Kontyphas
SYEHKOBas yIaKOBKa
TePMOCKJIEEHA € MIEHKOH
TOKPOBHOM.

2 KOHTYPHBIX YEHKOBBIX
YNaKOBKH BMECTE C
MHCTPYKUHMEH N0
NPUMEHEHHIO NIOMEILEHbI B
KapTOHHYIO MauKy.

12. MapxupoBka

1) IlepBuyHas ynakoBKa

I1a ammynax Ha CaMOKJICAIICHCSA 3THKCTKC YKA3BIBAIOT:
TOBapHBIi 3HaK MPOU3BOIHTEINS, TOPrOBOE HAUMEHOBAHHE
JIEKapCTBEHHOTO MNpenapara ¢ NpeaynpeauTebHOM
MapKUpoBKoH ®, 06bEM B MHJLTHIINTPAX, COAEPKAHHE
JEACTBYIOIMX BEIIECTB, HOMEP CEPHH, CPOK F'OJHOCTH,
JIeKapCTBEHHYIO opMy, fomyckaeTes HaHeceHHe Gapmakonaa
WIIM TEXHONOTHYECKOH METKH.

Ha amnynax nomyckaeTcst HaJlMuMe LIBETHBIX KOJIELL.

2) IIpoMexxyTO4YHAS YNAKOBKA

Ha nnéHke NoKpOBHO# yKa3bIBalOT TOBAPHBIA 3HAK
npousBoautens. Ha ¢onbre amoMHHHEBOH yKa3bIBAIOT:
TOBapHbIH 3HAK MPOU3BOAUTENS, HOMEP CEPUM, CPOK TOIHOCTH.
3) BropuuHas ynakoBkKa

Ha nauke yka3sIBalOT: HAMMEHOBAHHE NPOM3BOUTENS, €10
TOBapHbIH 3HAK, aJpec, Tel./(pakc, TOProBoe ¢
NpeAyNpeIUTENIbHOM MapKUPOBKO# ® M rpynnupoBOYHOE
HaWMEHOBAHUS JIEKAPCTBEHHOTO MpENapaTa, JIEKApCTBEHHYIO
(dopmy, 06bEM npenapara B MUUTHIHTPAX, COCTaB, yCIOBHsA
XpaHeH#us1, «[ [pUMEHSATh N0 Ha3HAYEHHUIO Bpaua», «XpaHHUTh B
HenocTynHoM uis nereit Mecte!», «CTEPUJIBHO», ycnosus
OTIyCKa, Coco0 NpUMEHEHHs, HOMEP PErHCTPALMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK TOAHOCTH, KOIHYECTBO
aMmImyJ1 B ynakoBke, mtpuxoBoii kog EAN-13, dpapmakon

(pharmacode), rpa¢puueckoe H300pKEHHE aMITyJIb
MUKTOrpaMMBl, paciii(poBka MUKTOrpaMM

nekapcrseHHas ¢popma PACTBOP IJIA
BHYTPUBEHHOI'O BBEJIEHHI»,

« = cnoco6 npumenenns BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHUW»,
.a

« ® ®apmakorepanepTHueckas rpynna [IPOYHME
TIPETIAPATHI JUUIS1 JIEYEHUS 3ABOJIEBAHUI HEPBHOI
CUCTEMBI».

JlomyckaeTcsi HaHECEHHE CPEICTB HACHTH(PUKALMHU IS CHCTEMBI
MOHHTOPHHIA JABW)KECHHUSA JIEKApCTBEHHBIX NPENapaToB.

1) INepBuyHas ynakoBKa.

Ha ammynax Ha camokiesiiencs
3THKETKE YKa3aHbl: TOBApHbIH 3HaK
NpPOM3BOINTEIA, TOPrOBOE
HaHMEHOBaHHE JIEKApCTBEHHOTO
npenapara ¢ npenynpenMTeNbHOH
MapkHpOBKOii ®, 06bEM B
MHJUTMIINTPAX, CONEpXKaHHE
NEHCTBYIOIIMX BELIECTB, HOMEp
CepHH, CPOK FOIHOCTH,
nekapcTBeHHas hopma.

2) IIpomMexxyTO4Hast yIaKOBKa.

Ha nnénke nokpoBHo# yka3aH
TOBapHBIii 3HAK MPOHU3BOAMTEIA.

3) BropuuHas ynakoBka

Ha nauke yka3aHbl: HAHMEHOBaHHE
MPOM3BOMIUTENS, €0 TOBAPHBbIi
3HaK, aapec, Ten./dakc, Toprosoe ¢
TpeaynpeAHTeNbHOH MapKHPOBKOH
® u rpynnupoBOYHOE
HaUMEHOBAHHS JIEKAPCTBEHHOTO
npenapara, IeKapcTBeHHas hopma,
00bEM npenapara B MHJUTHJIMTPAX,
COCTaB, YCJIOBHS XPaHEHHA,
«TIpUMEHSATD 10 HAa3HAYEHHIO
Bpauay, «XpaHHTh B HENOCTYITHOM
Juist fiereit mecre!y,
«CTEPHJIbHOY, ycnosus
0TMycKa, Cnocob npuMeHeH s,
HOMep CEepHH, CPOK FOJIHOCTH,
KOJIHYECTBO aMIyJl B YNaKOBKE,
wrprxoBoii kog EAN-13,
dapmaxon (pharmacode),
rpaduueckoe n3obpaxeHune

ammysibl &, THKTOrpamMMBbl,
pacundpoBKa MHKTOrpaMm

« nekapcTBeHHas opma
PACTBOP V1A
BHYTPUBEHHOI'O
BBEJIEHU S,

« = cnoco6 npHMeHeHus
BHYTPUBEHHO KAIIEJIbHO B
PA3I.3E}IEH1/H/]»,

« : * hapmakoTepaneBTHIECKas
rpynna [TPOUME ITPEITAPATBI
JULA TEYEHUA
3ABOJIEBAHHI HEPBHOM
CHCTEMBI».

Hanecenue cpenctso
HMAEHTHOHKALIMH [ CHCTEMbI
MOHHMTOPHHIa ABWXXECHUSA
JIeKapCTBEHHbIX NpEnapaTos.

13. XpaHeHue

B 3aiuuieHHOM OT CBETa MECTE IPH TEMIIEpaType He
Bhime 25 °C.

B 3ammmenHoM OT cBera
MeCTe INpH TeMIepaTtype He
Boimre 25 °C.

14. Cpok rogHOCTH

2rona

2 roga

*- nefictByromee uznanue ['ocynapcteennoi @apmaxomnen Poccuiickoit @enepanyu
3axmouenue: cooTBeTcTBYeT TpeboBanusM HJ[ P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,
u3M. Ne 3, u3m. Ne 4
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