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AnaqnTH4yecknii macmopt Ne 1072
IIpenapar: HATOWJIABUH®, pacTBop A5 BHyTPHBEHHOT0 BBeIeHHUS

Cepusi: 1090922 P N003135/01
®opma BBITyCKa: (ammyna) 10 M x 10 (mauka KapToHHas)
Konuyectso: 11720 ym.
Jata usroroBnenus: 25.09.2022
JanHble aHAIH3A
IToka3artessn Tpebosanus HJ P N003135/01-220319, u3m. lannbie
Ne 1, uam. Ne 2, m3m. Ne 3, n3m. Ne 4 aHAJIN3a
1 2 3

1. Onucanue

TIpo3padnas KUIKOCTh KENTOTO IIBETA
(Busyanbubiii Meton, I'® PO")

ITpo3pavHas )XKUIKOCTE

JKEJITOro 1BETa

2. ITomTMHHOCTE:

- pubodnasuna Gocdar HaTpHs CrieKTp NOTNOIEHHUS HCMBITYEMOTO PacTBopa, CootBercTByeT
TNIPUTOTOBJIEHHOTO [T KOJMUECTBEHHOTO ONpEIENEHus,
TIOJTyYEHHBIH Ha CTIeKTPO(OTOMETpPE B KIOBETE C TOJILMHOMN CJIOS
10 Mm B 06n1acTv o1 300 10 550 HM JO/DKEH UMETH MAKCHMYMBI
npy (445+2) am v npu (373+2) um (CrektpodoToMeTpus)
Ha xpomaTorpaMmax HCIBITYEMOTO PacTBOpa JOJKHBI
NIPUCYTCTBOBATH JIBA OCHOBHBIX ITHKA, COOTBETCTBYIOMIHX MO
- SHTapHas KACJI0Ta BPEMEHAM Y/IEp)KMBaHHs NMMKaM WHO3MHA H HUKOTHHAMMA
- MEJIIOMHH (cnekTpodoToMETpHUECKOE NETEKTUPOBAHKE TIPH 254 HM), H COOTBETCTBYIOT
JIBa OCHOBHBIX ITHKA, COOTBETCTBYIOIIHX 110 BpEMEHAM
¥ i YAEP)KMBAaHHA THKaM SHTAPHOM KHCJIOTHl M METTTIOMUHA
- HUKOTUHaMM (pedpakToMeTpHUYECKOE AETEKTHPOBAHHUE), HA XPOMATOrPaMMax
pacTBopa cpaBHeHus (a) (BOXKX)
3. Ilpo3pauHocTh JlomxkeH 6biTh nipo3paunbiM (D PD*) ITpo3paunsrii
4.pH Ot 6,0 10 7,0 (T'® P®’, noTeHIHOMETPHYECKH) 6,7
5. U3Bnekaemblit 00bEM, MIT He Menee HomunaisHOro (I'® PD’) 10,0
6. MexaHuueckue BKIIOYEHUS
- BUIMMBIE MEXAHUYECKHE BKITIOYCHHS JIO/DKEH COOTBETCTBOBATH TPEGOBAHHIM CootBeTcTBYET

- HCBUJAIMMBIE MCXaHHWYECCKHE BKIIIOUEHHUST

(I'® PO’, BuzyansHelii)

Cpennee uncno yactui pasmepoM 10 MxM 1 6oJiee He AOIDKHO
npesbimark 6000 B 01HOI aMITyJie, a CpeIHee YHCIIO YacTHIL
pasMepoM 25 MKM H boJiee He JOJDKHO npeBbimats 600 B oqHOM

10 MkM 1 Gonee — 30

Ha aMmIyIty

25 MKM u 6onee — 0

amnyse (T® PP*, meton 1) Ha amITy Ity

7. PoncTBeHHbIE NPUMECH:

- TUIIOKCAHTHH, TYaHO3HH CymmapHoe conepxanue e 6oiee 3,0 % ot 0,6
HOMHHAJIBHOTO COACPKaHUA HHO3UHA (BOXKX)

- HIKOTHHOBAs KHCJIOTA He Gonee 3,0 % oT HOMHHANBHOTO CONEPXKAHUS 0,1

g HUKOTUHAMHUJA (BIXX)

- HEUJIeHTH(ULUPOBAHHbIE TIPUMECH CyMMapHoe coziep)kaHue OT CYMMBI TUIOIaaei
IIMKOB HUKOTMHAMM/Ia U HHO3HMHA HE JOJKHO 0,05
npeBsimath 2,0 % (BXX)

- momuaBuH He 6onee 0,20 % oT HOMHHAIBHOTO CONEPKAHUS 0
pubodaasuHa pocdata HATPHS (BIKX)

8. bakteprajibHBIE SHIOTOKCHUHBI IIpenensHoe conepskanue ue 6onee 17,5 EQ/mn Memnee 17,5

(T'® PD’, meton A)
9. CTepunbHOCTD JlomKeH GBITh CTEPHIBHBIM CrepHIibHBbIi
(I'® PO’, Meton MeMOpaHHOH GHIBTPAIHH)

10. Konu4ecTBeHHOE OTpEIEIeHHE ot 0,0018 10 0,0022 r/mn Ci17H20NsNaOoP 0,0020
(pubodnaBuna pocdara Harpus)
(Cnextpodoromerpust)
ot 0,090 o 0,110 r/m C4HsO4 0,099
(stHTapHOM KHCnOTHI) (BOXKX)
ot 0,1485 mo 0,1815 r/mn C7H17NOs 0,1635
(Mermomuna) (BOXX)
ot 0,0180 mo 0,0220 r/mn Ci10Hi2N4Os 0,0198
(uHo3uHa) (BOXKX)
ot 0,0090 no 0,0110 r/Mma CsHsN2O 0,0099

(uuxoruHamuna) (BOXX)
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11. YmakoBka

ITo 10 M1 B amIy 1l KOPUYHEBOT'O CTEKJIA.

Ha aMmy:ty Hak/I€MBalOT 3THKETKY CaMOKJIESLIYIOCS.

ITo 5 amryn noMemaoT B KOHTYPHYIO SYEHKOBYIO
YNaKoBKY M3 IUIEHKH NOJMMEpHOH. KOHTypHY10
STYEHKOBYIO YIIAKOBKY TEPMOCKJIEHBAIOT C IUNIEHKOH
HOKPOBHOM WK (ONBroi AMIOMUHUEBOM, MM OCTABJISIOT
OTKPBITOH.

1 WM 2 KOHTYpHBIE SUEHKOBbIE YTIaKOBKH BMECTE C
MHCTPYKLMEHN N0 MPUMEHEHHUIO TIOMEIIAIOT B KAPTOHHYIO
NayKy.

J1iist KOHTPOJIS IEPBOTO BCKPBITHS GOKOBBIE KIIaMaHbl
Ma4yky MOTYT OBITh 3aKJIEEHBI C IBYX CTOPOH ITUKETKAMH
WY TEPMOCKJIEECHBI.

ITo 10 mMn B ammynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny HakieeHa
9THKETKA CaMOKJICSAIIAsACH.
Tlo 5 ammyn noMeIeHs! B
KOHTYPHYIO S4CHKOBYIO
YNAKOBKY M3 IJIEHKH
nonumepHoi. Konrypaas
AYeHKOBas ynakoBKa
TEPMOCKJIEEHA € TUIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX SUEHKOBBIX
YMaKOBKH BMECTE C
HWHCTPYKLHEH 1O
NPHMEHEHHIO NIOMEILIEHBI B
KapTOHHYIO MauKy.

12. MapkupoBka

1) IlepBH4Has ynakoBKa

Ha amnynax Ha cCaMOKJIEAILEHCS ITUKETKE YKa3bIBAIOT:
TOBapHbIi 3HaK NPOU3BOANTEIIA, TOPrOBOE HAUMEHOBAHHE
JIEKapCTBEHHOTO Mpenapara ¢ NpeAynpeanTenbHOi
MapKHpOBKoH ®, 00bEM B MHIUTHIINTPAX, COAEPIKaHHE
JEHCTBYIOIMX BENIECTB, HOMEP CEPHH, CPOK TOHOCTH;
JIeKapCTBEHHYIO opMy, JomyckaeTcs HaHeceHHe papmakoaa
WJIM TEXHOJIOTUYECKOH METKH.

Ha amnynax nomyckaeTcst HaTMUHe LIBETHBIX KOJIEIL.

2) IIpoMexyTOouHAs yIAKOBKA

Ha nnéHke NoKpOBHO# yKa3bIBalOT TOBApHBIH 3HAK
npousBoauTesns. Ha donbre amoMuHHEBOH yKa3bIBAIOT:
TOBapHBIi 3HAK MPOU3BOAUTEIA, HOMEDP CEPHH, CPOK FOJHOCTH.
3) BropuyHasi ynakoBKa

Ha nauxe yka3biBalOT: HAMMEHOBAHHE NPOU3BOIMTENS, €TI0
TOBApHbIH 3HAK, aIpec, TeJ./(akc, TOproBoe ¢
NpEAYNpeUTENIbHOM MapKHPOBKO# ® M rpynmnupoBOYHOE
HAWMEHOBaHHS JIEKApPCTBEHHOTO NPENapara, JEKapCTBEHHYIO
(dopMy, 06bEM Npenapara B MUUTHIIMTPAX, COCTaB, yCIOBHUS
Vl\‘il—lf‘“"ﬂ‘ ul'lpmumm’n. N HATHAHNPHITIN DI’\'«"H\\\J IIYP‘RHMTL L]
HepocTynHoM s neteit Mecte!», «CTEPUJIBHO», ycnosus
OTITyCKa, cnocod NPUMEHEHHs, HOMEp PErHCTPALMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK OAHOCTH, KOJIHIECTBO
aMIyJ1 B ynakoBke, mTpuxoBoii kog EAN-13, dapmakon

(pharmacode), rpaduueckoe H300pakeHHE aMITy bl M,
MUKTOrPaMMBI, paciii(poBKa MUKTOrpaMM

«‘ nekapcteeHHas ¢popma PACTBOP JUUIA
BHYTPUBEHHOI'O BBEJIEHH 1»,

« = cnioco6 npumenenns BHYTPUBEHHO KAIIEJIBHO B
PA3BEJIEHUN»,
s

« % #papmakorepanepTuieckas rpynna [IPOUYUE
TIPEIIAPATEI JUUISI JIEYEHUS 3ABOJIEBAHHIA HEPBHOMU
CUCTEMBI».

JlomyckaeTcss HaHECEHHE CPEACTB UICHTH(HUKALMH U CHCTEMBI
MOHHMTOPHHI'A JBW)KCHUA JIEKApCTBEHHBIX NPENapaToB.

1) IepBryHas ynakoBka.

Ha amnynax Ha camokJIesencs
JTHKETKE YKa3aHbl: TOBapHBIH 3HAK
TIPOM3BOZIMTEJIS, TOPrOBOE
HAaUMEHOBaHHE IEKAPCTBEHHOTO
npenapara ¢ npeaynpeanTeTbHOM
MapkupoBkoii ®, 06béM B
MHJLTHIHTPAX, CONEpPXKaHHe
ZIeHCTBYIOUINX BEIIECTB, HOMEP
CepHH, CPOK FOIHOCTH,
nekapcTBeHHas popMa, HaHeCEH
apmaxon.

2) INpomexyTo4Has yrnakoBKa.

Ha nnéHke NoKpoBHO# yka3aH
TOBapHbIii 3HAK MPOU3BOAMTEIS.

3) BropuuHas ynakoBKka

Ha nauke yka3aHbl: HAHUMEHOBaHHE
NPOM3BOMTEJIS, €r0 TOBAPHBIH
3HaK, aapec, Teil./dakc, Toprosoe ¢
TIpEeAYNPEANTENbHOH MapKUPOBKOH
® H rpynnupoBOYHOE
HAUMEHOBAaHHS JIEKAPCTBEHHOIO
npenapara, 1eKapcTBeHHas hopma,
06béM npenapata B MHUTHIHTPAX,
COCTaB, YCJIOBHA XPAHEHH,
«IIpAMEHATD N0 HA3HAYEHHIO
BPUULY, (APAHUID B HEAUCLYIHUM
JuUIs fieteit mecte!»,
«CTEPHJIBHO», ycnosus
OTIycKa, Croco0 NpHMEeHeHNs,
HOMEp CEPHH, CPOK TOIHOCTH,
KOJIMYECTBO aMITyJl B YTIAKOBKE,
wrTpuxosoii kox EAN-13,
dapmakon (pharmacode),
rpadpuyeckoe uodpakenue

ammnysibl &, THKTOrpamMMel,
pacmnppoBKa MUKTOrpaMm

« JnexapcTBeHHas popma
PACTBOP 1A
BHYTPUBEHHOI'O
BBEJIEHHW»,

« : cnoco6 TIpUMEHEHHA
BHYTPHUBEHHO KAIIEJIbHO B
PA3E.!EL[E]-H/]]/I»,

« : - c]JapMaKO'repanea'ru‘iecxan
rpynmna ITPOYME ITPEITAPATBI
JULS IEYEHHS
3ABOJIEBAHHI HEPBHOM
CHCTEMBI».

Hasecenue cpencTeo
UAeHTHYHKALHH U1 CHCTEMBI
MOHHMTOPHHIa ABHXECHHA
JICKapCTBEHHBIX NPEnapaTos.

13. XpaneHue

B 3amuuieHHOM OT CBETa MECTe NP TEMIIEpaType He
Beie 25 °C.

B 3ammieHHOM OT cBeTa
MecTe IIpH TeMIlepaType He
Boime 25 °C.

14. Cpok roqHOCTH

2rona

2 roga

*- nelicTByrouee uznanue 'ocynapcrBeHHoit @apmakoneu Poccuiickoit @enepanun
3akmouyeHue: cootBeTcTByeT TpeboBanusmM HJ[ P N003135/01-220319, u3m. Ne 1, uzm. Ne 2,

m3M. Ne 3, u3m. Ne 4

ara Bbinaun nacnopta: 24.10.2022

3asenyromuii KAnJI
Hauansaunk OKK

JMpexTop 1o KayecTBy
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