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1. Onucanue

ITpo3payHas XHUIAKOCTb KEATOrO LBETA
(BusyansHblii Meton, ['® PD")

IIpo3paunast KUAKOCTH
KEJITOro LiBETa

2. ITomIMHHOCTB:

- pubodrnasuna dpocdar HaTpHs CneKTp NOrNomEHNs UCIIBITYEMOro pacTBopa, CootBercTBYyET
TIPUTOTOBJIEHHOTO JUTSl KOJINYECTBEHHOTO OTPEIEIEHHUS,
TNIOJTy4EHHbIH Ha CIEKTPOGOTOMETpPE B KIOBETE C TOJIMHOH ClIOs
10 mm B o61acTu o1 300 10 550 HM JODKEH HMETH MAKCHMYMBI
npH (445+2) um 1 npu (373+2) M (CnextpodoTomeTpus)
Ha xpomarorpaMmax HCIIBITYEMOTO PacTBOpa J0IDKHBI
TNIPUCYTCTBOBATh 1Ba OCHOBHBIX ITUKA, COOTBETCTBYIOMIHMX MO
- SHTapHast KUCJIOTa BpEMEHaM YIEp)KUBAHHS TMKAM MHO3MHA W HUKOTHHAMMA
- METTIIOMUH (cnexTpohOTOMETPHUYECKOE NETEKTHPOBAHUE NPH 254 HM), H CooTBeTCTBYIOT
JIBa OCHOBHBIX ITHKQ, COOTBETCTBYIOLIMX 10 BPEMEHAM
- HHO3HH YACpKUBAHUSA NTHKaAM ﬂHTapHOﬁ KHCJIOTBI U MCTJIIOMHHA
- HOKOTUHaMu (pedpakTOMETPHUYECKOE AETEKTHPOBAHHE), HA XPOMATOTPaMMax
pacTBopa cpaBHeHus (a) (BOXX)
3. IIpo3pavHocTh JlomxkeH ObITh po3paunsiM (I'D PO ITpo3paunsiii
4. pH 0Ot 6,0 10 7,0 (T® PO*, MOTEHIHOMETPUUECKH) 6,8
5. U3Bnexaemblit 00bEM, MIT He Menee HomunansHoro (I'® PO*) 10,0
6. MexaHndeckue BKIHOYEHUS
JIO/DKEH COOTBETCTBOBATH TPEOOBAHUAM CootBeTcTBYET

= BUIMMBIE MEXaHUYCCKHEC BKIIFOYCHHS

- HEBUIUMBIC MEXAHUYCCKHE BKIIIOUYCHUS

(T'® PO’, BusyanbHslit)
Cpennee yncio yactvu pasMepoM 10 MkM H 6oJiee He TODKHO

10 Mx™M u Gonee — 255

npeseimats 6000 B 0AHOM aMITylie, a CpeHee YHCIIO YaCTHIL Ha aMITy;1y
pazmepoM 25 MKM U GoJiee He ODKHO npesbimats 600 B 0HOM 25 MKM H Gonee — 1
amnysie ([P PO*, meton 1) Ha ammyJy

7. PoncTBeHHBIE IPUMECH:

- TUIIOKCAaHTHH, TyaHO3UH CymmapHoe coznepxanue He 6osee 3,0 % ot 0,5
HOMMHAJIBHOTO COAEP>KaHUsI HHO3WHA (BOXKX)

- HUKOTHUHOBAs KHCJIOTa He 6onee 3,0 % OT HOMHHATEHOTO CONEPKAHUA 0,1
HUKOTMHAMUAA (BIXKX)

- HEUJIEHTUPHULMPOBAHHBIE TIPUMECH CyMMapHoe conepxaHue OT CyMMBI IUIOIane 0,05
NHAKOB HUKOTUHAMKIA U HHO3WHA HE JHOJHKHO
npeBsimaTh 2,0 % (BIXX)

- moMuaBuH He Gonee 0,20 % 0T HOMHHAIIBHOTO COMIEPYKAHUS 0
pubodaaBuHa poctara HATPUS (BIKX)

8. bakrepuanbHble SHIOTOKCHHBI IpenensHoe coneprxanue He Gonee 17,5 ED/Mi Menee 17,5

(T® PP’, MeTon A)
9. CTepunsHOCTR JTomken ORITh CTEPUTRHRIM CTepUITEHEIIR
(T® PO*, MeTon MemGpaHHO# GHIETpaLVK)

10. KonuuecTBeHHOE omnpeneeHne ot 0,0018 10 0,0022 r/mMn C17H20NsNaOoP 0,0019
(pubodnasuna docdara Harpus)
(CnekrpodoroMerpus)
ot 0,090 no 0,110 r/Mma C4HsOa4 0,100
(sHTapHo# kucnotel) (BOXX)
ot 0,1485 10 0,1815 r/mn C7H17NOs 0,1655
(Mermomuna) (BOXX)
ot 0,0180 1o 0,0220 r/mn C10H12N4Os 0,0199
(nHo3MHa) (BOXX)
ot 0,0090 1o 0,0110 r/mMmn CsHsN20 0,0100
(nukorunamuzaa) (BOXX)
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11. YmakoBka

ITo 10 M1 B aMITy 16l KOPUYHEBOTO CTEKJIA.

Ha amMnyny Hak/1eMBalOT 3THKETKY CaMOKJIESIIYIOCS.

ITo 5 ammys1 noMemaOT B KOHTYPHYIO SYEHKOBYIO
YNaKoOBKY M3 IIEHKU noaumepHoi. KoHtypHyto
SYEHKOBYIO YNTaKOBKY TEPMOCKJIEHBAIOT C MJIEHKOM
TOKPOBHOM WJIK (OJIBIOM aIFOMUHHMEBOM, HIIH OCTABISIOT
OTKPBITOH.

1 1M 2 KOHTYpHBIE SYEHKOBBIE YIIAKOBKH BMECTE C
HHCTPYKIMEH N0 MPUMEHEHHUIO TIOMEIIAIOT B KAPTOHHYIO
nayky.

J1nst KOHTPOJIS IEPBOTO BCKPBHITHS OOKOBBIEC KJIamaHbI
Na4YKH MOTYT OBITB 3aKJIEEHBI C JIBYX CTOPOH 3THKETKaMH
WJIH TEPMOCKJIEEHBI.

ITo 10 mn B amMmynax
KOPHYHEBOTIO CTEKIa.

Ha amnyny HakneeHna
JTHKETKA CaMOKJIEAAACA.
ITo 5 ammyn noMeleHs B
KOHTYPHYIO SYEHKOBYIO
YNAKORKY W3 TITEHKW
nonuMepHo#. KonTypHas
SAYeHKOBas yNakoBKa
TEPMOCKJICEHA C TIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX TYEHKOBBIX
YNaKOBKH BMECTE C
HHCTPYKLIMEH 110
NPUMEHEHHIO TIOMEILEHBI B
KapTOHHYIO MayKy.

12. MapkupoBka

1) IlepBHuHas ynakoBKa

Ha amnysnax Ha caMOKJIeAIIEHCs 3THKETKE YKa3bIBalOT:
"mnapm.lﬁ IHAK MTNOWRRNTTUTETH, TOPTORNE HAUMEHORAHUE
JICKAPCTBCHHOTO TMPCTIAPATA C MPCIYTPCANTCIBHOM
MapKUpOBKO# ®, 00bEM B MUILTHIIMTPAX, COAEPKaHHE
JIEACTBYIOINMX BELIECTB, HOMEP CEPUH, CPOK FOHOCTH,
JeKapcTBEHHYIO opMy, NormyckaeTcs HaHeceHHue papmakona
WJIH TEXHOJIOTHYECKOH METKH.

Ha ammynax nomyckaeTcs HalM4He LIBETHBIX KOJELL.

2) IIpoMexxyTouHas yNaKOBKa

Ha nnéxke nokpoBHOH yKa3bIBarOT TOBAapHbIH 3HAaK
nipou3BoauTens. Ha donbre amoMHHHEBOI yKa3bIBAIOT:
TOBapHbIH 3HAK MPOU3BOAUTENS, HOMEP CEPHH, CPOK T'OJHOCTH.
3) Bropuunas ynakoBka

Ha nauke yka3sIBalOT: HAMMEHOBAHHE NMPOU3BOUTENS, €TI0
TOBapHBIH 3HaK, azipec, Tel./(akc, TOproBoe ¢
NpeAYNpeUTENbHON MapKHPOBKOi ® U rpyNnupoBOYHOE
HAWMEHOBAHHS JIEKAPCTBEHHOTO MPENapara, IEKapCTBEHHYIO
(opMy, 00bEM npenapara B MUUTHIHTPAX, COCTaB, yCIOBUS
XpaHeHus, «[ IpUMEHATh N0 HA3HAYEHHIO BPauay», «XpaHHUTh B
HeloCcTynHOM Juis aereii mecte!», «CTEPUJIBHO», ycnoBus
OTITyCKa, CrIocO0 MPUMEHEHHS, HOMEP PETHCTPALIHOHHOIO
YAOCTOBEPEHHUS, HOMEP CEPHH, CPOK FOTHOCTH, KOJIHYECTBO
ammyn B ynakoBke, mrtpuxoBoii kox EAN-13, papmakon

(pharmacode), rpa¢uueckoe n3obpaxeHrue aMmysisl M,
MHUKTOrpaMMBI, paciupoBKa MHKTOrpaMM

«. nekapcteeHHas ¢popma PACTBOP J1JIA
BHYTPUBEHHOI'O BBEJIEHH1»,

« = cnoco6 npumenenns BHYTPUBEHHO KAIIEJIBHO B
PA3BEJIEHHH»,
e

« % sdpapmakorepanepruueckas rpynna [IPOUYHE
TIPEIIAPATGI JIJIs1 JIEYEHUS 3ABOJIEBAHUI HEPBHOM
CUCTEMBbI».

JlomycKaeTcs HaHECEHHE CPEACTB MACHTH(HKALMH U1 CHCTEMBI
MOHHTOPHHI'A JABHKEHHS JIEKAPCTBEHHBIX NPENapaToB.

1) IlepBuyHas ynakoBka.

Ha amnynax Ha camokJiesieics
ITHKETKE yKa3aHbl: TOBaPHbIi 3HAK
TPOWIRNTIUTANS, TAPMNRNES
HAHMEHORAHTR TRVADCTRONHOTN
npenapara ¢ NpeaynpenuTeNbHOR
MapkHpoBKOii ®, 06bEM B
MHJUTHJIMTPAX, CONEP)KaHHE
ZIeHCTBYIOLIMX BELIECTB, HOMEP
CEPHH, CPOK FOIIHOCTH,
nexkapcTBeHHas popma.

2) ITpomexyTouHas ynakoBKa.

Ha nnénke nokpoBHO# yka3aH
TOBApHBbIi 3HaK Np TeNst.

3) Bropuunas ynakoBka

Ha nauxe yka3aHbl: HAHMEHOBaHHe
MPOU3BOAMTESA, €r0 TOBaPHBIi
3HaK, azipec, Te./(pakc, TOproBoe ¢
TIpeayTnpeauTeIbHOH MaPKHPOBKOH
® u rpynnupoBOYHOE
HaHMEHOBAHHA JIEKAPCTBEHHOTO
npenapara, ekapcrBeHHas Gopma,
00bEM npenapaTa B MHJUTHIHTPAX,
COCTaB, YCIIOBHS XPaHEHHA,
«ITpUMEHSTD N0 HA3HAYEHHIO
Bpayay, «XpaHHTb B HENOCTYNTHOM
Ans perei mecre!y,
«CTEPUJIBHO», ycnosus
OTIyCKa, CIOCO0 NPHMEHEHHS,
HOMEp CepHH, CPOK OHOCTH,
KOJIUYECTBO aMITyJ B yIaKOBKe,
wrpuxosoi kon EAN-13,
apmaxon (pharmacode),
rpaduueckoe H3obpakeHne

amnyibl &, TMKTOrPaMMBbl,
pacuugpoBKa NMHKTOrpaMMm

« JNleKapcTBeHHas popma
PACTBOP JIJ1s
BHYTPUBEHHOI'O
BBEJIEHU S,

« : €noco6 npuMeHeHns
BHYTPUBEHHO KATIEJIbHO B
PA3BEJIEHHH»,

L

«w :¢apmaxn-repanen-mqecuax
rpynna ITIPOYHE ITPEITAPATBI
JULA JIEYEHUA
3ABOJIEBAHUI HEPBHOM
CHCTEMBI».

Hanecenue cpencrso

HAEHTHOUKALMH JUIA CHCTEMBI
MOHHTODHHIA JBIKEHHS

JIEKapCTBEHHbIX TOB.

13. XpaHeHnue

B 3ammIieHHOM OT CBETa MECTE NPH TEMIIEpaType He
Beie 25 °C.

B 3amuiieHHOM OT cBeTa
MecTe TpH TEMIepaType He
Boimie 25 °C.

14. Cpok roqHOCTH

2 rona

2 rona

o pelersyrowee uspanue FocyuaperseHnol @apmakotien Pocculickolt Depepauun

3akmoyenue: coorBercTByeT TpeboBanusm HJI P N003135/01-220319, uzm. Ne 1, uzm. Ne 2,
m3M. Ne 3, m3m. Ne 4

Jara Beinauu nacnopra: 17.03.2022 Cpoxk rogrocty 10: 11 2023

CanxT-NeTtepdypr -

3asenyromuii KARJI HayuHO-TeXHONoMMHecKas /A. C. Biacoa
CMDM:Juaemnmcxaa dupma
AL »
Hauaneank OKK «MONMNCAH» A. U. ®énoposa

Onsa AOKYyMEHTOB

JMpeKTop 1o KayecTBy ( ////, C. H. Cxopuk
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