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IIpenapar: [IMTO®IABAH®, pacTBop A5t BHyTPHBEHHOT0 BBeIeHHS

Cepus: 2210222 P N003135/01
®opma BeITycKa: (ammyna) 10 M1 X 5 (mauka KapTOHHAs)
KomnnuectBo: 5875 ym.

Jara usrorosnenus: 09.02.2022
JdanHble ananusa

Iloka3zaTenn Tpedosanus H/I P N003135/01-220319, u3m. JlanHblie
Ne 1, uzam. Ne 2, u3m. Ne 3, uzm. Ne 4 aHAJIHN3A
1 2 3
1. Onucanue ITpo3payHas )HIKOCTB KENTOTO LBETA IpospayHas >KMIKOCTD
(BusyansHelit Meton, [ PO") XKENTOro LBETA

2. [TomMHHOCTS:

- pubodasuna docdar HaTpus CneKTp NorIomeHHs HCIBITYEMOro pacTBopa, CootBercTByeT
TNIPUTOTOBJIEHHOTO JUIS KOJIMYECTBEHHOTO OMNPEIENEHH,

HOJTy4YCHHbIH Ha CIEKTPO(YOTOMETpPE B KIOBETE C TOMIHHO#N 105

10 mm B 06acTi ot 300 10 550 HM JODKEH UMETh MAKCHMYMBI

npu (445+2) nm 1 npu (373+2) uM (CnektpodotomeTpus)

Ha xpomaTorpaMmax MCIbITYEMOro pacTBopa J0JDKHBI

TIPHCYTCTBOBATh 1B OCHOBHBIX NHKA, COOTBETCTBYIOIHX 10

- IHTapHas KUCJIoTa BPEMEHaM Yy/IEp)KUBaHHUs MTMKaM WHO3HMHA ¥ HAKOTHHAMMAA

- METJIIOMUH (cnekTpodoTOMeTpHYECKOE AETEKTHPOBaHHE NpH 254 HM), U CoO0TBETCTBYIOT

JIBa OCHOBHBIX MHKA, COOTBETCTBYIOIIHX 10 BPEMEHAM

~ BB YAEPKUBAHHSA NUKaM AHTAPHOI KHCIIOTHI M MEMTIOMUHA

- HUKOTHHaMH ] (pedpakToMeTpHUECKOE AETEKTHPOBAHHE), HA XPOMATOrPaMMax
pacTBopa cpaBHeHus (a) (BOXKX)

3. Ilpo3pavHocTh JlomkeH 6bITh npo3paysbiM (' PO*) ITpo3paunslii

4. pH Ot 6,0 10 7,0 ('® PP’, noTeHUMOMETPHUYECKH) 6,7

5. U3Bnekaemblii 00bEM, MIT He menee HomunansHoro (I'® PO") 10,0

6. MexaHu4eckue BKJIIOYCHUA

- BUIMBIE MEXAHUYECKHE BKITIOYCHHS Jlo/mkeH COOTBETCTBOBATH TPEOOBAHUAM CootBeTcTBYET
(I'® PO’, BusyansHelit)

- HCBH/IHMBIC MEXaHUYECKHE BKIIFOYEHHA Cpennee uncno yacTui pasmepoM 10 MM H 6onee He JODKHO 10 MxM 1 6onee — 67
npessimare 6000 B 01HOI aMITyJie, @ CpeIHEe YMCIIO YACTHILL Ha amITyIy
pasMepoM 25 MKM U Goliee He IO/DKHO npeBbimats 600 B 0HOM 25 MkM H Gosee — 1
ammyine (T® PO°, meton 1) Ha amIyny

7. PoncTBeHHBIE MPUMECH:

- TUITIOKCAHTHH, I'YaHO3HH CymmapHoe conepxanue He Gogee 3,0 % ot 0,4
HOMHWHAQJIBHOT'O COACPKAHUS HHO3UHA (BOXX)

- HUKOTUHOBAs KUCJIOTa He Gonee 3,0 % oT HOMMHANBHOTO COMEPKAHUS 0,1
HUKOTHHaAMHa (BOXX)

- HEMIEHTH)ULIPOBAHHbIE TIPHMECH CyMMapHoe coziep)kaHie OT CyMMBI IUToIaeit 0,07

IMKOB HUKOTMHAMHUA H HHO3UHA HE JOJDKHO
npeBbimath 2,0 % (B3XX)

- momudIaBuH He 6onee 0,20 % OT HOMHHAJIBHOTO CONEPKAHUS 0
puboduraBuHa docdara HaTpHs (BIKX)

8. bakTepuanbHble SHIOTOKCHHBI IpenensHoe conepxanue He Gonee 17,5 ED/mn Menee 17,5

(T® PO*, meTon A)
9. CTepuiibHOCTD JlomkeH GbITh CTEPUIILHBIM CrepuibHbli
(T'® PP’, MmeTon MeMOpaHHOi ¢$uIbTpanyun)

10. KonnuecTBeHHOE OMIpeieIeHrE ot 0,0018 10 0,0022 r/ma C17H20NsNaOgP 0,0019
(puGoduusuya pocdara Hatpus)
(Cnextpodoromerpus)
ot 0,090 10 0,110 r/min CsHeO4 0,099
(anTapHo# kucaoTsr) (BOXX)
ot 0,1485 10 0,1815 r/Ma C7H17NOs 0.1635
(mermomuna) (BOXKX)
oT 0,01 80 no 0,0220 /it Cioll12N40s 0,0197
(uHO3MHAa) (BDXKX)
ot 0,0090 o 0,0110 r/mn CsHsN20O 0,0100

(cornmania) (DOIICX)
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11. YnakoBka

ITo 10 Mt B aMITyJIbl KOPUYHEBOTO CTEKIIA.

Ha amnyny HakJIeMBalOT 3THKETKY CaMOKJIESALIYIOCS.

ITo 5 ammyn MOMEIAOT B KOHTYPHYIO S4EHKOBYIO
YMAKOBKY U3 TUIEHKM NOJTUMEPHO#. KoHTypHY10
SYEHKOBYIO YIIAKOBKY TEPMOCKJIEMBAIOT C IUIEHKOM
MOKPOBHO#M WK (ONBroi aTtOMUHUEBOM, UM OCTaBIISIOT
OTKPBITOM.

1 WM 2 KOHTYpHBIE SUEHKOBBIE YIIaKOBKH BMECTE C
HHCTPYKLHXEH N0 MPMMEHEHHUIO NIOMEILAIOT B KAPTOHHYIO
nayky.

Jlj1st KOHTPOJISL TIEPBOTO BCKPBITHA GOKOBBIE KJIaNIaHbI
a4kl MOTYT OBITh 3aKJIEEHBI C IBYX CTOPOH 3THKETKAMH
WJTH TEPMOCKJICEHBI.

ITo 10 mx B ammynax
KOPHYHEBOT'O CTEKJIA.

Ha amnyny HakneeHa
3THKETKA CaMOKJIEAAsACs.
Tlo 5 ammyn noMeleHs! B
KOHTYPHYIO AUEHKOBYIO
YNaKOBKY U3 IUIEHKH
nonumepHo#. Kontyphas
A4YeHKOBas yrnakoBKa
TepPMOCKJIEEHa € MIIEHKOH
TOKPOBHOM.

1 xOHTypHas A4eHKOBas
YNaKoBKa BMECTE C
HHCTPYKUHKEH MO
NPHMEHEHHIO NIOMEILEHa B
KapTOHHYIO MayKy.

12. MapkupoBka

1) IlepBuuHas ynakoBKa

Ha amnysax Ha caMOKJIesIIeNHCs ITHKETKE YKa3bIBAIOT:
TOBApHBI# 3HaK NPOU3BOAMTENS, TOProBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO NpEMNapara ¢ npeaynpearTeabHOH
MapKupoBKoi ®, 06bEM B MUIUTHIIUTPaX, COAEPKaHHUE
JEACTBYIONIMX BELIECTB, HOMEP CEPHH, CPOK TOAHOCTH,
JIEKapCTBEHHYIO POpMY, JOMycKaeTcs HaHeceHue (apmakona
WJIM TEXHOJIOTHUYECKOH METKH.

Ha amnynax aomyckaeTcsi HaTHYMe LIBETHBIX KOJELL.

2) [IpoMexxyTOYHasi yNaKOBKa

Ha nnéHke noKpoBHOM yKa3bIBalOT TOBApPHbIH 3HAK
npousBoutens. Ha ¢posbre amoMHHHEBO# yKa3bIBAIOT:
TOBApHBIH 3HaK NPOU3BOAMUTENA, HOMEP CEPHH, CPOK FOJHOCTH.
3) BropuuHasi ynakoBKa

Ha nauke yka3sIBalOT: HAMMEHOBAHHE MPOM3BOJUTENA, €r0
TOBapHbI# 3HAK, aJPeC, TeJ./pakc, TOProBoe ¢
MpeaynpeIUTeNbHOM MapKUPOBKOH ® M rpyNIHpOBOYHOE
HAaMMEHOBAHMS JIEKapCTBEHHOTO NPENapara, JIEKapCTBEHHYIO
(bopmy, 00BEM NpenapaTa B MUUTHIMTPAX, COCTaB, YCIOBUS
xpaHeHus, «[ I[pUMEHSTh N0 Ha3HAYEHUIO Bpaua», «XpaHHUTh B
HezmoctynHoM s aereit mecte!», «CTEPUJIBHO», ycnosus
OTITyCKa, Coco0 NMPHMMEHEHHS!, HOMEP PETHCTPALMOHHOIO
YIOCTOBEPEHHS], HOMEDP CEPHH, CPOK T'OHOCTH, KOJIUYECTBO
aMIIyJ B ynakoBke, mTpuxoBo# koq EAN-13, dpapmakon

(pharmacode), rpa¢uyeckoe n3o6paxeHHe amiyisl B,
MUKTOrPaMMBl, paciii(poBKa MUKTOrPamMM

«. nexapcteeHHas popma PACTBOP U141
BHYTPUBEHHOI'O BBEJIEHH»,

« = cnoco6 npumenennss BHYTPUBEHHO KAIIEJIbHO B
PA3BEJIEHHW»,
e

« ® mpapmakorepaneTuyeckas rpynna [IPOUYHME
TPENAPATBI ISl JIEYEHHM S 3ABOJIEBAHHI HEPBHOM
CUCTEMBI».

JlonyckaeTcs HAaHECEHUE CPEICTB HACHTH(HKALIMHU ISl CHCTEMBI
MOHHTOPHHIA JABWKEHHA JIEKapCTBEHHBIX NPENapaToB.

1) INepBuuHas ynakoska.

Ha amnynax Ha caMokJesLiencs
ITUKETKE YKa3aHbl: TOBAapHBIH 3HAK
NPOM3BOJIMTENS, TOPrOBOE
HaHMEHOBAHHE JIEKAPCTBEHHONO
TIpenapara ¢ npeaynpeauTeNbHOMH
MapkupoBKoi ®, 06bEM B
MHJUTHIIHTPAX, COfEPKaHHe
JeHCTBYIOIIHX BELIECTB, HOMEP
CepHH, CPOK FONHOCTH,
nekapcTBeHHas Gopma.

2) TpomesxxyTouHas ynakoBKa.

Ha nnénke nokpoBHO#H yka3aH
TOBapHBIii 3HAK NPOHU3BOAUTEA.

3) BropuuHas ynakoBka

Ha nauke yka3aHbl: HAMMEHOBaHHE
NPOM3BOLMTEIISA, €r0 TOBAPHBIi
3HaK, aapec, Tejl./(pakc, Toprosoe ¢
npeaynpeauTebHOH MapKHPOBKO#
® H rpynnupoBOYHOE
HaHMEHOBAHHs JIEKAPCTBEHHOTO
npenapara, eKapcTBeHHas popma,
00bEM mpenapata B MHJLUTHIMTPAX,
COCTaB, YCJIOBUS XPaHEHHH,
«IIpHMEHSATD 10 HA3HAYEHHIO
Bpaya», «XpaHHTb B HENOCTYNTHOM
1A feteit Mecte!y,
«CTEPUJIbHOY, ycnosus
OTIyCKa, Crocod NpUMeHeH s,
HOMEp CEPHH, CPOK FOJIHOCTH,
KOJIHYECTBO aMITyJl B YNaKOBKe,
wrpuxoBoi kox EAN-13,
¢apmaxon (pharmacode),
rpaduueckoe n3obpaxenue

ammysibi 8, THKTOrPaMMBl,
pacuigpoBKa MHKTOrpaMM

« nexapcTeeHHas Gopma
PACTBOP U141
BHYTPUBEHHOI'O
BBEJIEHH S,

« = cnocob npuMeHeHHs
BHYTPHUBEHHO KAIIEJIbHO B
PA3BE/IEHHI,

« » & papMaKOTepaneBTHYECKas
rpynna [TPOYHE IMTPEITAPATBI
JU1A JIEYEHUSA
3ABOJIEBAHUI HEPBHOM
CHUCTEMBI».

Hanecenue cpencTso

HAEHTHHKALMH JUIS CHCTEMbI
MOHHTOPHHIa IBHKEHHS
JIEKapCTBEHHBIX MPENapaTos.

13. XpaHneHue

B 3a1uieHHOM OT CBETa MECTE IPH TEMIIEpaType HE
Boime 25 °C.

B 3amuuieHHOM OT cBeTa
MecTe IpH TeMIeparype He
poime 25 °C.

14. Cpox ronHOCTH

2 roga

2 roma

*- neiictBytomee u3aanue ['ocynapcrBeHHoit @apmakonen Poccuiickoit ®enepaiuu

3akmouenue: coorBercTByeT TpeboBanusam HJ[ P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,

u3M. Ne 3, u3m. Ne 4
MHara Bbinauu nacnopra: 08.04.2022

3asenyromuii KAHJI
Havansank OKK

JIMpEKTOp IO KauecTBY

Cpok rognoctu no: 02 2024
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