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1. Onncanne IIpo3payuHas KHUIKOCTB XENTOrO LBETA IIpo3pauHnas ®HIKOCTD

(BusyanbHsiii Meton, ['® PO")

KEITOro 1BE€Ta

2. IloITMHHOCTB:

- pubodnasuna Gocdat Hatpus CneKTp NOIJIOIEHHs HCTILITYEMOTO pacTBopa, CooTBeTcTByeT
TIPHTOTOBJICHHOTO JUISl KOJIMYECTBEHHOTO ONpEIeeHHs,
NOJTy4€EHHBIH Ha CNEKTPO(OTOMETPE B KIOBETE C TOJIIMHOM C10s
10 Mm B 061acTu o1 300 10 550 HM JOJDKEH MMETh MAKCHMYMBI
npy (445+2) um v npu (373+2) um (CnextpodoromeTpus)
Ha xpomaTorpaMMax HCIBITYEMOrO pacTBOpa JAODKHBI
NPHCYTCTBOBATH IBA OCHOBHBIX IHKA, COOTBETCTBYIONIUX MO
- SHTapHas KUcCJIoTa BPEMEHAM YJIEPXKUBAHUS THKAM HHO3WHA H HUKOTHHAMH/IA
- MEDJIIOMHH (cnexTpodoTOMETpHUECKOE JETEKTUPOBAHKE MPH 254 HM), U CoOTBETCTBYIOT
JIBa OCHOBHBIX ITHKA, COOTBETCTBYIOIIMX I10 BpEMEHAM
~HHOBH YAEPXKMBAHHA NHKaM SHTapHON KHUCIIOTHI H METIIOMHHA
- HHIKOTHHaMu/g (pedpaKkTOMETpHYECKOE JECTEKTHPOBAHHKE), HA XPOMATOIPaMMax
pacTBopa cpaBHeHus (a) (BOXX)
3. Ilpo3pauHOCTh JlomxkeH GbITh po3padneiM (I'D PO*) ITpo3pauHslii
4.pH Ot 6,0 10 7,0 (I'® PO, noTeHIMOMETpUYECKH) 6,7
5. U3BnekaeMsblii 00bEM, M1 He menee HomuHanbHOrO (I'D PO*) 10,0
6. MexaHn4yecKkre BKIIOYEHHS
- BUIMMbIE MEXAHUYECKHE BKTIOYCHHS JloDKeH COOTBETCTBOBATH TPEOOBAHHAM CootseTcTBYET

- HCBUAUMBIC MEXaHUYCCKHE BKIIOUECHHUS

(T'® PD*, BusyanbHblit)
Cpeanee uncio yactui pasmepom 10 MkM H GoJiee He JODKHO

10 MkM u 6onee — 126

npesbimate 6000 B 0HO# ammyJie, a CpeHee YHUCIIO YaCTHIL Ha aMITyry
pasMepoM 25 MKM H 6oJiee He IO/DKHO npeBbimats 600 B 01HO#M 25 MKM u 6oniee — 3
amnyie (C® PO’ meron 1) Ha amnyJry

7. PoncTBeHHbIE IPUMECH:

- THIIOKCAHTHH, TYaHO3HH CymmMmapHoe conepxanue He 6oinee 3,0 % ot 0,08
HOMMHAJIBHOT'O COZICPXaHHUA UHO3UHA (BIXKX)

- HHKOTUHOBAs KUCJIOTa He 6onee 3,0 % OT HOMHHANBHOTO COEPKAHMS 0,1
HUKOTMHAMUAA (BOXX)

- HEHAEHTUDHULMPOBAHHbBIE IPUMECH CyMMapHoe coziepkaHie 0T CyMMBI TUIOIa e 0,07
MMKOB HUKOTUHAMH/Ia U MHO3MHA HE JI0JDKHO
npeBsimath 2,0 % (BIXX)

- moMu¢IaBUH He 6onee 0,20 % OT HOMHHAJIBHOTO COAEPXKAHUS 0
pubodnaBuHa pocdaTa HaTPHs (BIKX)

8. bakrepuanbHbIe SHIOTOKCHHEI INpenensHoe conepxanue He Gonee 17,5 ED/Mn Mesnee 17,5

(T'® PO*, meton A)
9. CTepuiIbHOCTH JloyKeH OBITh CTEPUITBHBIM CTepHIbHBIA
(T'P PP, Meroa MeMOpanHo# GuIbTpaLHm)

10. KonuecTBeHHOE OMpeeNieHre ot 0,0018 0 0,0022 r/mMn C17H20NsNaQoP 0,0019
(puboduasuHa pocdara Harpus)
(Cnexrpodoromerpus)
ot 0,090 no 0,110 r/mi CsHeO4 0,100
(sHTapHOM KucnoTh) (BOXX)
ot 0,1485 1o 0,1815 r/min C7H17NOs 0,1640
(MermomuHa) (BDXX)
ot 0,0180 o 0,0220 r/mn C10H12N4Os 0,0197
(uHo3uHa) (BDXX)
ot 0,0090 no 0,0110 r/ma CsHsN20 0,0099

(aukoTHHamMuaa) (BOXX)
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11. YnakoBka

ITo 10 Mx1 B aMITy 1Bl KOPUYHEBOTO CTEKIIA.

Ha amMnysty HaKkJIEMBalOT 3THKETKY CaMOKJIEALIYIOCS.

ITo 5 aMmyn noMeIaoT B KOHTYPHYIO STUYEHKOBYIO
YNaKOBKY U3 IUIEHKK NoaMMepHOH. KoHTypHy10
SA4EHKOBYIO YIIAaKOBKY TEPMOCKJIEUBAIOT C IIEHKON
MOKPOBHO#M MM (oNbroii amOMUHHEBOMH, WITH OCTaBISIOT
OTKPBITOH.

1 unu 2 KOHTypHBIE SYEHKOBbIE YITAKOBKH BMECTE C
MHCTPYKLMEH 10 MPUMEHEHHIO NTOMEIIAIOT B KAPTOHHYIO
nayky.

J111s1 KOHTPOJISt IEPBOTO BCKPLITHSI OOKOBBIE KJlaNaHbl
MaYKX MOTYT ObITb 3aKJICEHBI C AIBYX CTOPOH 3TUKETKAMHU
WJIM TEPMOCKJICEHBI.

Tlo 10 Ma B amnynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny Hakneena
3THKETKA CaMOKJIESIAsAC.
Ilo 5 amnyn noMeILeHs! B
KOHTYPHYIO TYEHKOBYIO
YNaKOBKY M3 IUIEHKH
nonuMepHoi. KonTypHas
SAYEHKOBasA yNaKOBKa
TEPMOCKJIEEHA C TUIEHKOH
TIOKPOBHOM.

1 KOHTypHas syeHKoBas
YNaKoBKa BMeCTe C
HHCTPYKLMEH no
NPHUMEHEHHIO IOMELLIEHA B

KapTOHHYIO MauKy.

12. MapkupoBKka

1) IlepBHYyHasi ynakoBKa

Ha amnynax Ha caMOKJIEALIEHCS ITUKETKE YKa3bIBAIOT:
TOBApHbIH 3HAaK NPOH3BOAMTEJIA, TOPrOBOE HANMEHOBAHHE
JIEKapCTBEHHOTO Mpernapara ¢ NpeaynpeIuTenbHOM
MapkupoBKoi ®, 00bEM B MMIUTMIIMTPAX, COAEPKAHUE
JICHCTBYIOIIMX BEIIECTB, HOMEP CEPHH, CPOK MOJIHOCTH,
JIEKapCTBEHHYIO (hOPMY, JOMyCKAeTCs HaHECEHHE (hapMakoa
WJIH TEXHONOTHYECKOH METKH.

Ha ammynax nomyckaeTcst HaJIH4He LBETHBIX KOJIELL.

2) IIpomexyTouHASI yIAKOBKA

Ha nnéHke NoKpoBHOH yKa3bIBalOT TOBAPHBIH 3HAK
npoussoautens. Ha dosbre amoMHHHEBOH YKa3bIBAIOT:
TOBApHbIH 3HAK NPOM3BOAHUTEIS, HOMEP CEPUH, CPOK FOJHOCTH.
3) Bropuunas ynakoBka

Ha nauke yka3pIBaloT: HAHMEHOBAHHE NPOU3BOUTEIS, €r0
TOBapHBIH 3HAK, ajpec, Tei./(akc, ToproBoe ¢
NpeayNpEaNTENBHOM MApKUPOBKO# ® M rpynnupoBoYHOE
HAWMEHOBAHMA JICKapCTBEHHOTO NMpeENnapara, JeKapCTBEHHYIO
(opMy, 06sEM NpenapaTa B MUJLUTHIIMTPAX, COCTAB, yCIOBHSA
xpaHeHus, «[[pMMEHATD 10 Ha3HAYECHHUIO Bpauay», «XpaHHUTh B
HezpocTynHoM Juia aeteii Mecte!», «CTEPUJIBHO», ycnosus
OTITyCKa, CNoco® NPUMEHEHHUS, HOMEP PETHCTPALIMOHHOTO
YIAOCTOBEPEHHS, HOMEP CEPHH, CPOK OAHOCTH, KOJHYECTBO
aMITyJT B ynakoBke, TpuxoBoii kog EAN-13, papmakon

(pharmacode), rpadHueckoe H300paKeHHE aMITy Ibl &,
MUKTOrpaMMbl, paciiM(ppoBKa MUKTOrpaMM

«‘ nekapctBeHHas popma PACTBOP J1J1A
BHYTPUBEHHOI'O BBEJIEHU 51»,

« = cnoco6 npumenennss BHYTPUBEHHO KATIEJIBHO B
PA3BEJIEHH»,
e

« ® ®dpapmakorepanebTrueckas rpynna [IPOUYNE
IIPEITAPATHI IS JIEYEHU S 3ABOJIEBAHMI HEPBHOM
CUCTEMBI».

I[onycxaercx HAHECCHHUE CPEIACTB H)ICHTHQJHKauHH JJIA CHCTEMBI
MOHHMTOPHHTA IBW)XEHHUA JIEKAPCTBEHHBIX MPENapaToB.

1) ITepBuuHas ynakoBKa.
Ha amnynax Ha camoknesierncs
ITHKETKE yKa3aHbl: TOBAPHBIN 3HAK
NPOM3BOJIMTEA, TOPrOBOE
HaHMEHOBaHHe JIEKAPCTBEHHOTO
npenapara ¢ npeaynpeaHTenbHOM
MapKHpOBKoii ®, 06béM B
MWLTHIINTPAX, CONEPXKaHHe
ZIeHCTBYIOLIHX BELIECTB, HOMEP
CepHH, CPOK TOIHOCTH,
JekapcTBeHHas popma.
2) INpomexyTo4Has ynaKoBKa.
Ha nnénke nokpoBHO# yka3aH
TOBAPHbIi 3HAK NMPOH3BOMTEA.
3) BropuuHas ynakoska
Ha nauke yka3aHbl: HAHMEHOBaHHE
p DIUTEJIS, €T TC i
3HaK, azpec, Ten./(akc, Toprosoe ¢
NpeaynpearTeNbHOH MapKHPOBKOH
® ¥ rpynn1upoBOYHOE
HaHMEHOBAHH JIEKaPCTBEHHOTO
npenapara, iekapcTBeHHas Gopma,
00bEéM npenapaTa B MHJUTHIHTPAX,
COCTaB, yCJIOBHA XPaHEHHs,
«ITpHMEHATH MO Ha3HAYEHHIO
Bpayua», «XpaHHTb B HEIOCTYITHOM
ans nereit Mecre!y,
«CTEPWUJIbHO», ycnosust
OTmyCcKa, Cnocod NpHMeHeHus,
HOMep CepHH, CPOK I'OTHOCTH,
KOJIHYECTBO aMITyJ B yNIaKOBKE,
wrprxoBoi kon EAN-13,
dapmakon (pharmacode),
rpauueckoe nzoOpaxenue

amnynbl &, THKTOrpamMMbl,
pacuidpoBKa MUKTOrpamMMm

« NekapcTBeHHas hopma
PACTBOP U1
BHYTPUBEHHOI'O
BBEJIEHWU»,

« : €roco6 NpHUMeHeHUst
BHYTPUBEHHO KAIIEJIbHO B
PA‘?}.BEZ[EI-H/H/I»,

« @ % hapMaKoTepanesTHIEeCKas
rpynna [IPOYME [TPEMIAPATBI
JIJ14 JIEYEHUS
3ABOJIEBAHWI HEPBHOM
CHUCTEMBI».

Hanecenue cpencrso
MAEHTHOHKALHMH [ CHCTEMbI
MOHHTOPHHI IBHXEHHUS

JIEKAPCTBEHHBIX Mp TOB.

13. Xpanenue

B 3a1MIneHHOM OT CBETa MECTe NPH TEMIepaType He
Beie 25 °C.

B 3ammimmeHHOM OT cBeTa
MecTe NpH TeMIepaTtype He
Boime 25 °C.

14. Cpox roqHoCTH

2 rona

2rona

*- nefictBytomee u3nanue ["ocynapctsenHoit @apmakonen Poccuiickoii denepanun
3axmouenue: coorBeTcTByeT TpeboBanusm HJI P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,

m3M. Ne 3, u3m. Ne 4
Hara Bpigauu nacnopra: 25.07.2022

3asenyromuii KAnJI

Hauaneauk OKK

/ JlupekTop no KayecTBy
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