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1. Onucanue

TIpospaunas )HuIKOCTB KENTOrO LBETA
(BusyanbHsiit meron, I'® PO*)

ITpo3payHas KHIKOCTH
XENITOrO 11BETa

2. I[TomIMHHOCTD:

- pubodnasuua docdar HATpHA CrieKTp NOrNIOmEH s HCIIBITYEMOrO PacTBOpa, CootsercTByer
TIPHIOTOBJICHHOTO JUIA KOMMYECTBEHHOTO ONpEIENeHH,
TIOJTY4€HHBIH Ha CIIEKTPOGOTOMETPE B KIOBETE C TOMIMHOM CI0s
10 MM B o61actu ot 300 10 550 HM JOJDKEH HMETH MaKCHUMYMBI
Tpu (445+2) nm 1 nipu (373+2) uM (CnexTpodoTomeTpus)
Ha xpomarorpamMmax HcisITyeMoro pacTopa JODKHbI
TNIPHCYTCTBOBATh 1BA OCHOBHBIX [HKa, COOTBETCTBYIOLIHX 11O
- AHTapHasA KMUCJI0Ta BpCMCHaM yACPKUBAHUA NTMKaM HHO3MHA 1 HUKOTHHAMM1a
- MELJIFOMHMH (cneKTpooTOMETPHYECKOE AETEKTMPOBAHHE NPH 254 HM), H CoorsercTByioT
JIBa OCHOBHBIX IHKA, COOTBETCTBYIOLIMX MO BPEMEHAM
- MHO3MH YAEpXKHUBaHUS THKaM SHTAPHOM KHCIOTH H METTIIOMHHA
- HHKOTHHaMH (pe(paxTOMETPHYECKOE ICTEKTHPOBAHHE), HA XPOMATOTPAMMAX
pacTBopa cpaBHeHus (a) (BOXX)
3. Ilpo3pauHocTh JlorxeH GbITh npo3paynbimM ([P PD*) ITpo3payHsrii
4. pH Ot 6,0 10 7,0 (T® PO’, noTeHUMOMeTpHYECKH) 6,7
5. U3BnekaeMslit 06bEM, M1 He Menee nomunanshoro (I'® PO*) 10,0
6. MexaHuueckue BKIIOYEHUS
- BHMMbIE MEXAHHYECKHE BKIIOUEHHS JlOIDKEH COOTBETCTBOBATH TPEGOBAHUAM CootBercTByeT

- HCBUIUMBIC MEXaHHYECKHE BKIIIOYCHUS

(T'® PO’, BusyansHslit)
Cpennee umcno yacTul pasmepoM 10 MKM 1 Gosiee He I0IDKHO

10 MkM u Gonee — 4

upesbidis 6000 B OUHOM AMIYIE, 4 CpeHEe YHCITO YaCTHIL Ha aMnyny
pazMepom 25 MkM 1 Gonee He J0DkHO npeBbimath 600 B 01HOM 25 MM 1 Gonee — 1
amnysie (T® PO*, meton 1) Ha amIyJay

7. PoacTBeHHBIE IPUMECH:

- TUIIOKCAaHTHH, TYaHO3HMH CymmapHoe conepsxanue He 6onee 3,0 % ot 0,3
HOMMHAJILHOTO COJAEPKaHUSA HHO3HHA (B3XX)

- HUKOTHHOBAs KHCJIOTa He 6ouee 3,0 % oT HOMUHAJIBHOTO conepx aHus 0,1
HHUKOTHHAMHUJIA (BIXKX)

- HEMIEHTU(UIIUPOBAHHbIE IPUMECH CyMMmapHoe coziepxanue oT CyMMBI IUIOManei 0,08
TIMKOB HUKOTHHAMMIa U MHO3MHA HE JOJKHO
npeBslmath 2,0 % (BXXX)

- moMHu(IaBUH He 6onee 0,20 % oT HOMHHANTLHOTO COEpPKAHUS 0
pubodnabuna pocdara HaTpHs (BIKX)

8. BakTepHabHBIE SHAOTOKCHHBI IIpenensHoe coxepxanue He 6onee 17,5 ED/mn Menee 17,5

(TP PO*, meTon A)
9. CTepuIbHOCTD Jlo/mkeH OBITH CTEPUIIBHBIM CrepuibHbIi
(TP PO’, MmeTon MeMBpaHHO ¢ubTpaiyn)

10. KonnyecTBeHHOE OmpeieieHne ot 0,0018 o 0,0022 r/ma C17H20NsNaQoP 0,0019
(pubodnasuna pocdara Harpus)
(Cnexrpogoromerpus)
ot 0,090 no 0,110 r/ma CsHeO4 0,099
(siarapHo krcnoTH) (BOXKX)
ot 0,1485 10 0,1815 r/ma C7H17NOs 0,1638
(mermomuna) (BDXKX)
ot 0,0180 m0 0,0220 r/mi C10H12N4Os 0,0197
(uHO31Ha) (BOXX)
ot 0,0090 10 0,0110 r/mMn CsHsN20O 0,0100
(nukxoruHamuaa) (BOXKX)
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11. YnmakoBka

ITo 10 Ma1 B aMIyJibl KOPHYHEBOTO CTEKJIA.

Ha ammysty HakJI€MBaIOT 3THKETKY CaMOKJIEAIIYIOCS.

ITo 5 aMmys OMEILAIOT B KOHTYPHYIO STYE€HKOBYIO
YIaKOBKY U3 IIEHKU MoauMepHoil. KoHTypHy10
SYEUKOBYIO YIIAaKOBKY TEPMOCKJIEUBAIOT C IUIEHKOM
NIOKPOBHOM MJIH (OJIbroi alIOMUHUEBOM, MITH OCTaBISIOT
OTKPBITOH.

1 UM 2 KOHTYpHBIE SYEHKOBBIE YIIAKOBKH BMECTE C
HHCTPYKLMEH 10 MPUMEHEHUIO TIOMEIIAIOT B KAPTOHHYIO
nayky.

Ilﬂq wnu’rpnna ﬂFl’\R(\T‘(\ RPI(I’\LI'T‘MG ANKNRKIE KTATIAHKT
Ma4yky MOTYT OBITh 3aKJIECHBI C ABYX CTOPOH ITUKETKaMH
WIJIH TEPMOCKJIEEHBI.

ITo 10 Ma B ammynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny nakneena
ITHKETKA CaMOKJIEAIIAsACS.
Ilo 5 ammyn nomeleHsl B
KOHTYPHYIO 4EHKOBYIO
YHAKOBKY M3 1WIEHKH
nonuMepHoii. KonTyphas
A4eHKOBas ynakoBKa
TEPMOCKJIEEHA C TUIEHKOH
MOKPOBHOM.

1 kOHTYpHas syelKoBas
yTaKoBKa BMECTe €
WHETPYKITHEHR TI0
NPHUMEHEHHUIO NIOMEILEHa B
KapTOHHYIO NauKy.

12. MapkupoBKka

1) IlepBHYHas ynaKkoBKa

Ha amMmynax Ha CaMOKJIEAILEHCS THKETKE YKa3bIBAIOT:
TOBApHBIH 3HAK MPOU3BOJMTEIS, TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Npenapara ¢ npeaynpeauTeIbHOH
MapKUpOBKOii ®, 00bEM B MUJUTHIIMTPAX, COACPIKAHHE
JIEHCTBYIOIHMX BEILECTB, HOMEP CEPHH, CPOK FOJHOCTH,
JIeKapCTBEHHYIO (OpMYy, IOITyCcKaeTcss HaHeCeHHe (apMakoza
WM TEXHOIOTMYECKON METKH.

Ha amnynax nomyckaercsi HUTHYHE IBETHBIX KOJIELL.

2) [IpomexyTouHasi yNaKOBKa

Ha nnéHke nokpoBHO# yka3bIBalOT TOBapHBIH 3HAK
npousBoautens. Ha donbre amoMHHHEBO# yKa3bIBalOT:
TOBApHBIH 3HAK MPOM3BOAHTENS, HOMEP CEPHH, CPOK TOHOCTH.
3) Bropuunasi ynakoBka

Ha nauke yka3bpIBalOT: HAMMEHOBAHHE NIPOU3BOJMTENA, €TI0
TOBapHBIH 3HAK, aJpec, Tel./haKc, TOproBoe ¢
MpeaynpeuTeNbHON MapkKUPOBKOH ® M rpynnmupoBOYHOE
HaMMEHOBAHHS JIEKAPCTBEHHOTO NPEMNapara, JeKapCTBEHHYIO
(opmy, 06bEM Npenapara B MUJUTHINTPAX, COCTaB, YCIOBHSA
XpaHeHus, «[I[pUMEHATH N0 Ha3HAUEHHIO Bpaua», «XpaHHUTh B
HepoctynHoM s aeteit mecte!», «CTEPUJIBHOY®, ycnoBus
OTITyCKa, Coco6 NMPUMEHEHHUS, HOMEP PETHCTPALMOHHOTO
YAOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KOJIHYECTBO
aMIyJ1 B yrakoBke, mtpuxoBoit kox EAN-13, ¢papmakon

(pharmacode), rpaduyeckoe u3obpakeHre aMmybl M,
MHKTOTPaMMbl, paciii(ppoBKa MUKTOrpaMm

«. nexapcTBeHHas popma PACTBOP JUJIA
BHYTPHBEHHOI'O BBEJJEHW1»,

« = cnoco6 npumenenns BHYTPMBEHHO KAIIEJIBHO B
PA3BEJIEHUW»,
-

« ® mhapmakotepanesTHueckas rpynna [IPOUYHNE
TIPETIAPATHI JIJ151 IEYEHHSI 3ABOJIEBAHMI HEPBHOM
CUCTEMBI».

JlomyckaeTcsi HaHECEHHE CPEICTB HACHTH(HKALIMM [ CHCTEMBI
MOHHMTOPHHIa JABWKEHUSA JI€KapCTBEHHBIX NPENapaToB.

1) IlepBHuHAas ynakoBKa.
Ha amnynax Ha camokuiesencs
ITHKETKE yKa3aHbl: TOBAPHBIi 3HaK
MPOM3BOJMTESA, TOPrOBOE
HaHMEHOBaHHE IEKapCTBEHHOrO
npenapara ¢ NpeaynpeanTeNbHOH
MapKHpOBKOii ®, 00bEéM B
MHJUTMINTPAX, CONEPXaHHe
JIeACTBYIOLIMX BEIECTB, HOMEP
CepHH, CPOK FOJHOCTH,
nekapcTBeHHas popma.
2) IpoMexcyToyHas ynaKOBKa.
Ha nnéHke nMoKpoBHOM yka3zaH
TOBApPHbIH 3HAK MPOU3BOAHTEJIS.
3) BropuyHas ynakoBka
Ha nauke yka3aHbl: HAHMEHOBaHHE
p )ANTENs, €0 TOBAPHBIH
3HaK, azpec, Ten./dakc, Toprosoe ¢
npenynpeanTeNbHOH MapKHPOBKOH
® ¥ rpynnupoBOYHOE
HaHMEHOBAHMS! JIEKAPCTBEHHOTO
npenapara, JiekapcTBeHHas Gopma,
00béM npenapara B MHJLTHIMTpaX,
COCTaB, YCJIOBHS XPaHEHHH,
«IIpHMEHSTBb 10 HA3HAYEHHIO
Bpayay, «XpaHHTh B HEAOCTYTTHOM
Juis neteit mecte!y,
«CTEPHUJIBHO», ycnosus
OTMycKa, Cnoco6 NpUMEHEHHs,
HOMep CePHH, CPOK FOJHOCTH,
KOJIHYECTBO aMITyJi B YTIAKOBKE,
wrpuxosoii konq EAN-13,
bapmakon (pharmacode),
rpaduueckoe n3obpaxenne

amnysibl B, MUKTOrpaMMBL,
pacuidpoBKa MHKTOrpaMm

« nekapcTBeHHast popma
PACTBOP 1A
BHYTPUBEHHOI'O
BBEJIEHM S,

« : €rnocob npUMeHeHus
BHYTPUBEHHO KAIIEJIbHO B
PA3BEJIEHHUH»,

« H :Q)apuaxmpanesmqecxaz
rpynna [TPOYME ITPETTAPATBI
JULA JIEYEHUA
3ABOJIEBAHHI HEPBHOH
CHUCTEMBI».

Hanecenue cpencrso
HAEHTHOUKALIMK JUIA CHCTEMBI
MOHHTOPHHIA JIBHXKEHHS
JIEKAPCTBEHHBIX NPENapaTos.

13. XpaHeHne

B 3amiuineHHOM OT CBETa MECTE IIPH TEMIIEpaType He
Beime 25 °C.

B 3ammimeHHoM OT cBeTa
MecTe INpH TEMIepaType He
soiie 25 °C.

14. Cpok ronHoCTH

2rona

2 rona

*. nefictByroinee uznanue ['ocynapcreennoit @apmakoneu Poccuiickoit @enepauun
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