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JaHHbIe aHAIH3A
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Ne 1, mam. Ne 2, uzm. Ne 3, nzm. Ne 4 aHaJIn3a
1 2 3
1. Onucanue Ipo3pauHast KMAKOCTB KENTOrO 1BETA IIpo3payHas xKuAKOCTH

(BusyansHslif Meton, '® PO

KENTOrO 1BETA

2. ITomTMHHOCTB:

- pubodasuna pocdar HATPHS CrieKTp NOromeHHs HCMBITYEMOro pacTBopa,
NPHIOTOBJIEHHOTO ISl KOJMYECTBEHHOTO ONpe/Ie/eHus,

NOJTY4CHHBIA Ha CIEKTPO(OTOMETpPE B KIOBETE € TOMIHHO# ClIOs

10 MM B 06nactu ot 300 10 550 HM HOJDKEH HMETH MAKCHMYMBI

npu (445+2) um u npu (373+2) uM (CriektpooToMeTpHs)

Ha xpomartorpaMmax HcnibITyemMoro pacTsopa J0IDKHbI

TIPUCYTCTBOBATH 1Ba OCHOBHBIX [THKA, COOTBETCTBYIOIIMX 10

- SHTapHas KUCJI0Ta BPEMEHAM Y/IEP)KMBAHHs NTHKAM HHO3UHA M HUKOTHHAMHU.A

- MEDUTFOMMH (cnexTpodoToMeTpHUECKOE AETEKTHPOBaHHE NpPH 254 HM), 1

JBa OCHOBHBIX ITHKa, COOTBETCTBYIOIMX 110 BpEMEHAM

~HHO3HH YACPXKUBAHHSA NHKaM SIHTAPHOM KHUCIIOTHI U METTIOMHHA

- HHIKOTHHaMH [ (pedpakToMeTpHUECKOE NETEKTHPOBAHHE), HA XPOMATOrPaMMaXx

pacTBopa cpaBHeHus (a) (BOXKX)

CootsercrByer

CootBercTBYIOT

3. IIpo3payHoCTH HomxeH ObITh po3paubiM (I'D PO*)

ITpo3paunslit

4. pH Ot 6,0 mo 7,0 (T'D PO*, MOTEHLIUOMETPHUUYECKH)

6,7

5. U3Bnekaemblit 00bEM, M1 He menee HomuHanbHOTrO (I'D PD’)

10,0

6. MexaHUYeCcKUe BKIIOUEHHUS
- BUIMMBIE MEXaHHYECKHE BKIIOYEHHUS IIOH?KCH_COOTBCTCT BOBATh TPEOOBAHUAM

(I'® PO’, BusyasnbHblii)

- HEBUJIUMBIC MEXAHHYECKHE BKIIIOYEHHUSA rpﬁTIHPP HUCTIO WACTHIT DATMEPNM 10 vy 11 Goniee 1 JQIIICIO
npessiwars 6000 B 0HOM aMITyJIe, a CpeHee YHUCIIO YaCTHL]
pasmipum 25 mam k1 Gulice HE AUILKHU LIPEBBILETS 600 B OAHOM
amnyne (P PO’, meton 1)

CootBetcTBYET

10 nea 11 omee 33
Ha ammyJy

25 MKM H ooiee — |
Ha ammyny

7. PoncTBEHHBIE IPUMECH:
- THITOKCAHTHH, TYaHO3HH CymmapHoe cozepxanue He 6onee 3,0 % ot
HOMUHAJILHOIO COZIEPXKaHMUs HHO3MHA (BIXX)

- HUKOTUHOBAs KUCJIOTa He 6oree 3,0 % oT HOMHHAIBHOTO COMEPKAHUS
HUKOTHHAMHJA (BIXKX)

- HEUIEHTU(PHLHPOBAHHbIE PHUMECH CyMMapHoe coziepxkaHie OT CyMMBI IUIOIaei
NMKOB HUKOTHHAMU/IA U MHO3WHA HE JOJIKHO
npesbimath 2,0 % B3XX)

- moMudIaBuH He 6osee 0,20 % OT HOMHHAIBHOTO COEPKAHHS
pubGognaBuHa dpocthara HATPHS (BIKX)

0,5
0,1

0,09

0

8. bakTepuaibHble 3HIOTOKCHHBI IlpenensHoe conepxanue He 6onee 17,5 ED/mn
(T® PO*, meron A)

Memnee 17,5

9. CTepuibHOCTD JlomkeH ObITh CTEPHIILHBIM
(T'® PO’, merox MeMOpanHO# UnbTpariHm)

CrepunbHbIi

10. KonnuecTBeHHOE ONpeeeHne ot 0,0018 10 0,0022 r/mn C17H20N4sNaQOoP
(pubodnasuna pocdara Harpus)
(CnextpodoTomerpus)

ot 0,090 10 0,110 r/ma C4HeO4
(sanTapHo# kuca0THI) (BOXX)

ot 0,1485 10 0,1815 r/Ma C7H17NOs
(mMermomuna) (BOXX)

ot 0,0180 m0 0,0220 r/mn C10H12N4Os
(uHO3MHa) (BDXKX)

ot 0,0090 10 0,0110 r/ma CsHsN2O
(uuxornHamuza) (BOXKX)

0,0019

0,100
0,1643
0,0198

0,0100
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11. YnakoBka

[To 10 mu B amnyJibl KOPHYHEBOTO CTEKJIA.

Ha ammyny HakJIeMBalOT 3TUKETKY CaMOKJIESLIYIOCS.

TTu 5 amityit HUMELLAKUL B RUHLYPHYIU A4CHRUBY U
YNaKOBKY M3 IUIEHKH NonMMepHOH. KoHTypHyt0
SAYEUKOBYIO YNIaKOBKY TEPMOCKJICUBAIOT C ILIEHKON
TOKPOBHO# WK (OJIBroi alTOMUHHEBOM, WM OCTaBIIAIOT
OTKPBITOM.

1 U1K 2 KOHTYpHbIE TYEHKOBBIE YIIAKOBKHM BMECTE C
HMHCTPYKLIMEH 110 MPUMEHEHHIO IIOMELIAIOT B KAPTOHHYIO
MayKy.

J171s1 KOHTPOJIS IEPBOTO BCKPHITHS OOKOBBIE KJIaNaHbl
Na4yky MOTYT OBITh 3aKJIEEHBI C IBYX CTOPOH 3THKETKAMH
WJIM TEPMOCKJICEHBIL.

ITo 10 mx B ammynax
KOPHYHEBOT'O CTEKJIA.

Ha amnyny nakneena
ITHKETKA CAaMOKJIEAIIAACH.
ITlo 5 ammyn nomemieHs! B
KOHTYPHYIO AYEHKOBYIO
YNaKOBKY M3 IUIEHKH
nonmumepHo#. KontypHas
srIeffkoBas ynakoBKa
TEPMOCKJIEEHA C MIEHKOH
TIOKPOBHOH.

2 KOHTYPHBIX YEHKOBBIX
YNIaKOBKH BMECTE C
MHCTPYKUHEH 1o
NPHMEHEHHIO NIOMEIIEHbI B
KapTOHHYIO MayKy.

12. MapkupoBka

1) IlepBuuHas ynakoBka

Ha amnynax Ha caMOKJIeSIENCS ITUKETKE YKa3hIRAIOT:
TOBApHBIi 3HaK NMPOM3BOAHUTENSA, TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Mpenapara ¢ NpeaynpeauTenbHOM
MapkupoBKO# ®, 00bEM B MIJUTHIIMTPAX, COACPHKAHUE
JIHCTBYIOIIMX BEIIECTB, HOMEP CEPHH, CPOK FOJHOCTH,
JIeKapCTBEHHYIO (hOpMY, OMyCcKaeTcs HaHeceHHe (hapmMakoaa
MJIM TEXHOJIOTHYECKON METKH.

Ha amnynax nomyckaeTcss HaJIMYMe LIBETHBIX KOMELL.

2) IIpoMeskyTOYHASA YNIAKOBKA

Ha nnéHke NoKpOBHO#H yKa3bIBalOT TOBApHbIi 3HAK
npousBoauTensi. Ha ¢onbre amoMHHHEBOH yKa3bIBaIOT:
TOBApPHBIH 3HaK NPOU3BOAMTE]IS, HOMEP CEPHH, CPOK FOJHOCTH.
3) BropHuyHas ynakoBKa

Ha nmavke YKa3eIBaIOT; HAMMSHOB3HHE NPOH3BOJNTE/IA, €T0
TOBApHBIH 3HaK, azipec, Tell./(akc, Topropoe ¢
MpeaynpeIUTeNbHOM MapKUPOBKOH ® M rpyNIHpOBOYHOE
HaWMEHOBaHHS JIEKAPCTBEHHOTO NpENapara, 1eKapCTBEHHYIO
¢opMy, 06bEM npenapara B MULTHIIMTPAX, COCTaB, yCIOBHS
XpaHeHus, «[ [pUMEHSATB N0 Ha3HAYEHHIO Bpauay», «XpaHHUTh B
HeJocTynHoM s aeteit mecte!y», « CTEPUJIBHO», ycnosus
OTIyCKa, COCO0 MPUMEHEHHs, HOMEP PErHCTPALMOHHOTO
YIOCTOBEPEHHUS, HOMEDP CEPHH, CPOK FOJHOCTH, KOJHYECTBO
ammy’ B ynakoBke, mTpuxoBoii kox EAN-13, dapmakon

(pharmacode), rpadHueckoe H300paxeHHE aMITy il &,
NHUKTOrPaMMBI, paciipoBKa MUKTOrpaMM

«. nekapcteeHHas popma PACTBOP J1JI5
BHYTPUBEHHOI'O BBEJIEHH1»,

« : cnoco6 npumeHenuss BHYTPUBEHHO KAIIEJILHO B
PA3BEJIEHHUW»,
s

« % shapmakorepaneBTudeckad rpynna [IPOYHUE
TIPEIIAPATHI 151 JIEYUEHH S 3ABOJIEBAHWI HEPBHOM
CHUCTEMBI».

JlomyckaeTcs HAHECEHHE CPEICTB HAECHTU(UKALIMH VIS CHCTEMBI
MOHHMTOPHMHIA JBW)KECHHUS JIEKAPCTBEHHBIX NPENaparoB.

1) IlepBuyHas ynakoBka.

Ha amnynax Ha camoknesiesics
HTUKETKE YKA3aHbI: TOBAPHbIN 3HAK
NPOM3BOJIMTENS, TOPrOBOE
HaWMEHOBAHHE JIEKAPCTBEHHOTO

1 g para c : 4 L
MapKHPOBKOii ®, 06béM B
MMJUTHJIMTPAX, CONEpXKaHHe
ZEHCTBYIOUINX BEIECTB, HOMEP
CEpHH, CPOK FOJTHOCTH,
nekapcTBeHHas popma.

2) INpomesxyTouHas yNakoBKa.

Ha nnénke nokpoBHO# ykasaH
TOBapHbIH 3HaK NPOU3BOANTENA.

3) BropuuHas ynakoBka

Ha nauke yka3aHbl: HAHUMEHOBaHHE
npc TeNA, ero p

3HaK, aapec, Tei./dakc, ToproBoe ¢
TIPEAYNPEAUTENbHOH MapKHPOBKOH
® ¥ rOYNNHPOBOIHOE
HaHMEHOBAHHA JIEKAPCTBEHHOTO
npenapara, JiekapcTBeHHas (opma,
06béM npenapara B MHJLTHIINTPAX,
COCTaB, YC/IOBHs XpaHEeHHs,
«[IpHMEHATD N0 HA3HAYEHHIO
Bpayay, «XpaHHTh B HENIOCTYNTHOM
Juis neteii Mecte!»,
«CTEPHUJILHO», ycnosus
OTMyCKa, CNoco6 NMPUMEHEHHUs,
HOMep CEpHH, CPOK FOZIHOCTH,
KOJIHYECTBO aMITyJl B yNaKOBKe,
wTpuxoBoii kon EAN-13,
(apmaxon (pharmacode),
rpaduueckoe Hzobpaxenue

aminyJibl &, NMUKTOrPaMMBbl,
paciundpoBKa MHKTOrpaMm

« nexapcrseHHas popma
PACTBOP 1A
BHYTPUBEHHOI'O
BBEJIEHU S,

« : cnoco6 npuMeHeHns
BHYTPUMBEHHO KAIIEJIbHO B
PA3BEJIEHHW»,

« ®  hapMaKoTepaneBTHYECKast
rpynna [IPOYME [TPETIAPATBI
JU1A JIEUEHWUA
3ABOJIEBAHUIA HEPBHOM
CHCTEMBbI».

Hanecenue cpencrso
HAEHTHHKALIMH U1 CHCTEMbI
MOHMTOPHHIa JIBIOKEHHS

JIeKapCT! IX MPENapaToB.

13. XpaHeHue

B 3aIMIIEHHOM OT CBETa MECTE MPH TEMIIEpaType He
Beiie 25 °C.

B 3ammmeHHoM oOT cBeTa
MeCTe MpH TEMIeparype He
Boime 25 °C.

14. Cpox rogHOCTH

2 rona

2 rona

*. neiicTByromee m3nanue ['ocynapctBennoit @apmakonen Poccuiickoii @enepanyu
3akmrouenne: cootBeTcTBYeT TpeboBaHmsM HJ[ P N003135/01-220319, uzm. Ne 1, u3m. Ne 2,

m3M. Ne 3, u3m. Ne 4

Hara Bbizaud nacnopra: 31.03.2022

Jasepywowmi KARJT

Hauyanpauk OKK

JlupeKkTop 1o KayecTBy

Cpok rogHocty 1o: 12 2023
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